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INTRODUCTION

Purpose of the Open Payments User Guide

This Open Payments User Guide includes definitions, descriptions, screenshots, tools, and tips designed
to help applicable manufacturers and applicable group purchasing organizations (AM/GPOs), collectively
referred to as “reporting entities”, better understand how to comply with Open Payments (the Sunshine
Act), including how to operationalize the collecting and reporting of data.

As the Open Payments system develops, the User Guide will be updated accordingly. The User Guide
consists of the following chapters:

Introduction to Open Payments

Introduction to Reporting and Data Collection

Applicable Manufacturer and Applicable Group Purchasing Organization (AM/GPO) Registration
Data Submission and Attestation

Review, Dispute and Correction

Additional Information and Resources
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Chapter 1: Introduction to Open Payments (the Sunshine Act)

This introduction chapter provides general information about the program, an overview of the Open
Payments system, and an explanation of how to determine if an entity is required by Open Payments to
report certain payments or other transfers of value to physicians, non-physician practitioners (NPP) and

teaching hospitals, or certain physician ownership or investment interests.

Section 1.1: Program Overview

1.1a: What is the Affordable Care Act Section 6002?

Section 6002 of the Affordable Care Act [P.L. 110-148] amends Title XI of the Social Security Act to add
Section 1128G, which mandates the creation of a program for (1) reporting payments and other
transfers of value made to covered recipients and physician owners or investors, by manufacturers of

drugs, devices, biologicals, or medical supplies for which payment is available under Medicare,
Medicaid, or the Children's Health Insurance Program (CHIP); and (2) reporting ownership or investment
interests held by physicians or their immediate family members in applicable aanufacturers and

applicable GPO as well as reporting payments or other transfers of value made by these applicable
aanufacturers and applicable GPOs to these physicians.

As of January 2022, the Open Payments System is updated per section 403.902 of the Affordable Care
Act to include the NPPs as covered recipients in the Open Payments System. Per the final rule, the
updated definition of covered recipient means— (1) Any physician, physician assistant, nurse
practitioner, clinical nurse specialist, certified registered nurse anesthetist, or certified nurse-midwife
who is not a bona fide employee of the applicable manufacturer that is reporting the payment; or (2) A
teaching hospital, which is any institution that received a payment under 1886(d)(5)(B), 1886(h), or
1886(s) of the Act during the last calendar year for which such information is available.

This program establishes a system for annually reporting this data to the Centers for Medicare &
Medicaid Services (CMS).

1.1b: What is the Purpose of Open Payments (the Sunshine Act)?

Open Payments is a national disclosure program that promotes transparency by publishing data on the
financial relationships between the healthcare industry (applicable aanufacturers and applicable GPOs;
together referred to as reporting entities) and healthcare providers (physicians, NPPs and teaching
hospitals) on a publicly accessible website. This publicly available website is designed to increase access
to, and knowledge about, these relationships and provide the public with information to enable them to
make informed decisions. The public can search, download, and evaluate the reported data.

Disclosure of the financial relationships between industry and healthcare providers is not intended to
signify an inappropriate relationship, and Open Payments does nothing to prohibit such transactions.
Collaborations among the medical product industry, physicians, NPPs and teaching hospitals contribute
to the design and delivery of life-saving drugs, devices, biologicals, and medical supplies. However, these
relationships may also influence research, education, and clinical decision-making in ways that
compromise clinical integrity and patient care and may potentially lead to increased healthcare costs.
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While disclosure alone is not sufficient to differentiate between the beneficial financial relationships and
those that may create conflicts of interest, transparency will shed light on the nature and extent of the
relationships that exist and discourage development of inappropriate relationships.

1.1c: Who Participates in Open Payments (the Sunshine Act)?

Open Payments requires participation from certain manufacturers of drugs, devices, biologicals, or
medical supplies covered under Title XVIII of the Social Security Act (Medicare), or a State plan under
Title XIX (Medicaid) of XXI of the Social Security Act (CHIP) and certain GPOs.

Applicable manufacturers of covered products, and entities under common ownership with applicable

manufacturers who also provide assistance and support, are required to annually report to CMS:

Payments or other transfers of value made to physicians, NPPs, and teaching hospitals.
Certain ownership or investment interests held by physicians or their immediate family members.
Applicable GPOs are required to annually report to CMS:

o Payments or other transfers of value made to physician owners or investors.

o Certain ownership or investment interests held by physicians or their immediate family
members.

While not required to participate, Open Payments encourages physicians, NPPs, and teaching hospitals
to participate by tracking their financial relationships with applicable manufacturers and applicable
GPOs and reviewing data reported about them in the Open Payments system to ensure the accuracy of
the information.

Open Payments also encourages the public and healthcare consumers to access, review, and use the
data to make informed healthcare decisions.

1.1d: Key Dates for Open Payments Program Years
For each program year, the following dates are of key importance:

Applicable manufacturers and applicable GPOs are required to collect data documenting their financial
relationships with certain physicians, NPPs, and teaching hospitals for the period of January 1 to
December 31 of each year.

Data submission for a program year begins in February of the following year and runs through the end
of March. For example, data submission for Program Year 2020 took place in February and March of
2021.

The review and dispute period occurs after the submission period ends and extends for at least 45 days.
During this period, physicians, NPPs, and teaching hospitals review and, if necessary, dispute data
submitted by reporting entities. applicable manufacturers and applicable GPOs can then correct the
data to resolve any disputes for an additional fifteen-day correction period. Review, dispute, and
correction activities can occur until the end of the calendar year that the record was submitted, though
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the initial publication of the program year data will reflect the state of the record as of the end of the
correction period. Disputes initiated after the review and dispute period, or corrections made after the
end of the correction period will be reflected in later publications. For details refer to the “Methodology
and Data Dictionary Document” available on the Resources page of the Open Payments website, at
https://www.cms.gov/OpenPayments/Resources.

Data publication occurs twice per year, with a June publication and an early year data refresh.

June Publication - Initial Publication

o The first publication of the eligible records submitted and attested on or before the
submission closing date of the latest program year.

o The republication of eligible records from prior program years, including updates to
previously published records made since the previous publication.

o The data published is the latest attested version of the payment records at the end of
the correction period of the latest program year.

Early Year Publication - Refresh Publication
o Publishes updates to the data made since the Initial Publication.

o The second publication of eligible records submitted and attested on or before the
submission closing date of the latest program year.

o Contains updates made to records after the correction period of the latest program year
and before the end of the calendar year (or before the modified-without-dispute cutoff
date in November for records not under dispute).

o The data published is the latest attested version of the data at the end of the calendar
year.

For example, the June 30, 2020 data publication included the initial publication of Program Year 2019
data and republication of prior program years. The 2021 data refresh included f updates to Program
Year 2019 data and republication of prior program years.

Registration for the Open Payments system, and the ability to dispute data, is available year-round.

The table below outlines the annual Open Payments Program Timeline.
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Figure 1: Open Payments Program Year Timeline

Program Activities

Program Timeline

Industry collects data

January 1-December 31 of program year

Industry submits and attests to data in the Open
Payments system

February-March of the calendar year after the
program year

Physicians, NPPs, and teaching hospitals review
the reported data and dispute any data they
believe is inaccurate; industry makes corrections
to the data (reflected in the initial publication)

Review, Dispute, and Correction period:

April-May

Initial program year initial data publication

Prior program year data refresh publication

On or by June 30

Physicians, NPPs, and teaching hospitals continue
to review and dispute data; industry continues to
make corrections to the data (reflected in the
data refresh publication)

June - December 31

Open Payments data refresh

Early in the following year

Section 1.2: Determining if an Entity is an Applicable Manufacturer or Applicable

GPO

Open Payments requires certain entities that make payments or other transfers of value to physicians,

NPPs, or teaching hospitals to report relevant data regarding the payment or other transfers of value to

CMS.

To determine if a particular entity is required to report, follow these steps:

Step 1:

Determine if the entity operates in the United States (including any territory,

possession, or commonwealth of the United States). See the reference guide in Figure 2.

Step 2:

Determine if the entity engages in activities of a Type 1 or Type 2 applicable

manufacturer. See the reference guide in Figure 2.

Step 3:

Determine if the entity’s products are covered drugs, devices, biologicals, or medical

supplies, or covered products. See the reference guide in Figure 2.

Step 4.

If the entity possesses the characteristics illustrated in Figure 2, the entity is

determined to be an applicable manufacturer in Open Payments.

If the entity does not meet these characteristics, the entity is not determined to be an

applicable manufacturer. Note that the entity still may be an applicable GPO in Open

Payments.
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Proceed to Step 5 to determine if the entity is an applicable GPO.

Steg 5: Determine if the entity operates in the United States (includes any territory, possession,

or commonwealth of the United States). See the reference guide in Figure 3.

Steg 6: Determine if the entity engages in activities of an applicable GPO. See the reference
guide in Figure 3.

Steg 7: Determine if the entity’s products are covered drugs, devices, biologicals, or medical

supplies, or covered products. See the reference guide in Figure 3.

Steg 8: If the entity possesses the characteristics illustrated in Figure 3, the entity is

determined to be an applicable GPO in Open Payments.

If the entity does not possess the characteristics as illustrated in Figure 3, the entity is
not determined to be an applicable GPO in Open Payments.

Figure 2 provides a reference guide for determining if a drug, device, biological, or medical supply
manufacturer is an applicable manufacturer in accordance with Open Payments. Figure 2 also outlines
the characteristics for two types of applicable manufacturers.

Figure 2: Determining if an Entity Is an Applicable Manufacturer

Characteristic Type 1 Manufacturer IF Type 2 Manufacturer IF

e Entity’s physical location is e Same as Type 1 Manufacturer.
within the United States and/or
it conducts activities within the

Operate in US? United States. This includes any

territory, possession, or

commonwealth of the United

States.

e Engages in the production, e Exists under common ownership
preparation, propagation, with a Type 1 applicable
compounding, or conversion of a manufacturer AND

covered drug, device, biological,

- e Provides assistance or support to
or medical supply.

such an entity with respect to the

Activities e This includes distributors or production, preparation,
wholesalers that hold title to a propagation, compounding,
covered drug, device, biological, conversion, marketing, promotion,
or medical supply. sale, or distribution of a covered

drug, device, biological, or medical
supply.
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Characteristic Type 1 Manufacturer IF Type 2 Manufacturer IF

e Reimbursed by Medicare, e Same as Type 1 Manufacturer.
Medicaid, or Children’s Health
Insurance Program AND

e [f the product is a drug or
biological, and it requires a

Covered prescription (or doctor’s

Products authorization) to administer OR

e |f the product is a device or
medical supply, and it requires
premarket approval or
premarket notification by the
FDA.

Figure 3 provides a reference guide for determining if a drug, device, biological, or medical supply
purchasing entity is an applicable GPO in accordance with Open Payments. Figure 3 also outlines the
characteristics of applicable GPOs.

Figure 3: Determining if an Entity Is an Applicable GPO

Characteristic Group Purchasing Organization IF

e Entity’s physical location is within the United States and/or it conducts
Operate in US? activities within the United States. This includes any territory,
possession, or commonwealth of the United States.

e Purchases, arranges for, or negotiates the purchase of a covered drug,
Activities device, biological, or medical supply for a group of individuals or
entities, but not solely for use by the entity itself.

e Reimbursed by Medicare, Medicaid, or Children’s Health Insurance
Program AND

e |If the product is a drug or biological, it requires a prescription (or

Covered products doctor’s authorization) to administer OR

e If the product is a device or medical supply, it requires pre-market
approval or pre-market notification by the FDA.

Section 1.3: Who Are Entities Reporting On

Applicable manufacturers and applicable GPOs are required to report payments or other transfers of
value to covered recipients and physician owners/investors. Covered recipients in Open Payments
include any physician, physician assistant, nurse practitioner, clinical nurse specialist, certified registered
nurse anesthetist or anesthesiologist assistant, or certified nurse-midwife who is not a bona fide
employee of the applicable manufacturer that is reporting the payment and teaching hospitals.
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For the purposes of Open Payments, “physicians” are defined as legally authorized to practice by their
state as follows:

e Doctors of medicine or osteopathy practicing medicine or surgery
e Doctors of dental medicine or dental surgery practicing dentistry
e Doctors of podiatric medicine

e Doctors of optometry

e Chiropractors

For the purposes of Open Payments, “NPPs” are defined as legally authorized to practice by their state
as follows:

e Physician Assistant

Nurse Practitioner

Clinical Nurse Specialist

e Certified Registered Nurse Anesthetist or Anesthesiologist Assistant
e Certified Nurse-Midwife

A teaching hospital is any institution that received a payment for Medicare direct Graduate Medical
Education (GME), Inpatient Prospective Payment System (IPPS) Indirect Medical Education (IME), or
psychiatric hospital IME programs under 1886(d) (5) (B), 1886(h), or 1886(s) of the Social Security Act
during the last calendar year for which such information is available.

Additionally, applicable manufacturers and applicable GPOs are required to report ownership or
investment interests in the entity held by a physician (referred to as a physician owner or investor) or
the physician’s immediate family members, and report payments or other transfers of value to these
physicians holding ownership or investment interests. A physician’s immediate family member is the
physician’s (1) spouse; (2) natural or adoptive parent, child, or sibling; (3) stepparent, stepchild,
stepbrother, or stepsister; (4) father, mother, daughter, son, brother, or sister-in-law; (5) grandparent or
grandchild; or the (6) spouse of a grandparent or grandchild.

Section 1.4: Open Payments System Overview

The Open Payments system is the tool developed to support Open Payments. Users will interact with
the system to perform several functions based on their role.

Applicable manufacturers, applicable GPOs, physicians, NPPs, and teaching hospitals who participate in
the Open Payments program must register in the Open Payments system. Figure 4 provides a high-level
process flow.
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Figure 4: High-Level Process Flow for Open Payments

Data
Collection

IDM
Registration

Open Payments
System
Registration

Data
Submission

Review and
Dispute

Publication

Applicable manufacturers and applicable GPOs collect data
about their financial relationships with physicians, non-
physician practitioners, and teaching hospitals.

Applicable manufacturers, applicable GPOs, physicians, non-
physician practitioners, teaching hospitals register in CMS’s
Enterprise Portal and request access to the Open Payments
System

Applicable manufacturers, applicable GPOs, physicians, non-
physician practitioners, teaching hospitals register in the Open
Payments System.

Applicable manufacturers and applicable GPOs submit detailed
data and legally attest to the accuracy of the data.

Physicians, non-physician practitioners, and teaching hospitals
review and dispute (if necessary) data in the Open Payments
System. Applicable manufacturers and applicable GPOs correct
data and resolve disputes as appropriate.

CMS posts the data on the public website.

1.4a: Open Payments Browser Requirements
The Open Payments system is a web-based application which operates through one of the listed

browsers below.

Google Chrome (Version 89 or higher),

Microsoft Edge (Version 89 or higher),
Safari (Version 13.1.2), and
Mozilla Firefox (Version 83 or higher) browsers.

1.4b: Functionalities within the Open Payments System
Users will perform functions within the Open Payments system based on what is required of them by

the program and their specific user roles. Most of the functions required by Open Payments will require

interaction with the Open Payments system.

10
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Key functions of Open Payments system users include the following:

For applicable manufacturers/applicable GPOs: Create an entity profile in the system, submit data into
the system, verify the data, and attest to the accuracy of the data.

For physicians/NPPs/teaching hospitals: Register in the system, review the data supplied by applicable
manufacturers and/or applicable GPOs, and dispute or affirm the data.

This User Guide will cover the functions of the system in detail in each chapter.

When working in the Open Payments system, it is important to remember to never use the navigation
buttons on your browser toolbar or your mouse. Only use the navigation buttons (i.e., “Back”, “Cancel”
or “Continue” buttons) within the Open Payments system itself.

1.4c: Setting Email Filters to Accept Open Payments Emails

The Open Payments system will transmit emails to communicate with users. Take precautions to ensure
that these emails are not directed into your junk mail or spam folders. Open Payments notification
emails will come from the address openpaymentsnnotifications@cms.hhs.gov.

1.4d: Accessibility Guidance

This section provides some basic guidance for keyboard and JAWS screen reader users. While not all
screen reader users use JAWS and not all JAWS users have the same version, this guidance should be
applicable to other screen readers and most versions of JAWS.

1.4d (1): "Skip to Main Content" Link

The "Skip to main content" link provides a shortcut to the main content of the page. Using the link
allows a keyboard user to reach the core information on the page without having to tab through the
global portal banner.

Screen reader users can use the link to jump their screen reader to the start of the portal content and
skip the global banner area on each page. Activating the "Skip to main content" link brings the user to
the beginning of the Open Payments content area on the page.

1.4d (2): Useful JAWS Keystrokes

The keystrokes given in Figure 5 find the next occurrence of a particular element on a page. Using the
Shift key at the same time will find the previous occurrence. These shortcuts allow a screen reader user
to quickly jump their screen reader between the form fields on each page or explore the overall
structure of the page by jumping between the different headings on the page that denote the start of
different content areas on the page.

11
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Figure 5: Useful JAWS Keystrokes

Key What it finds Why this is useful

The F key allows users to move from form field to form field. Most
pages in the Open Payments website are made of forms. The F key

F Form field ) )
allows JAWS users to determine what fields are on the Open
Payments form pages quickly.
The H key allows users to move from heading to heading. Headings
H Heading define the structure of many pages. Moving between sections of an

Open Payments page allows for a quick guide to page structure and
a way to access sections easily.

Section 1.5: Additional Information and Resources

CMS supports Open Payments system users through several different methods. These include webinars,
Frequently Asked Questions (FAQs), step-by-step quick reference guides (QRGs), and technical support
provided by the Open Payments Help Desk.

1.5a: Open Payments Website
The Open Payments website at https://www.cms.gov/openpayments is your primary resource for

information about Open Payments. This website contains numerous resources aimed at preparing and
informing users about Open Payments regulations as well as the system. Check this website often for
updated tools, resources, and important announcements pertaining to Open Payments.

1.5b: Open Payments Resources

CMS has developed many resources to help applicable manufacturers, applicable GPOs, physicians,
NPPs, and teaching hospitals understand and participate in the Open Payments program. These
resources cover topics such as registration, data collection and submission, the review and dispute
process, and data publication. They can be found on the Resources page of the Open Payments website,
at https://www.cms.gov/OpenPayments/Resources.

1.5c: Open Payments Help Desk

The Open Payments Help Desk serves as the single point of contact for all Open Payments-related
inquiries. The Help Desk offers guidance on Open Payments, actions users can take in the system, and
technical support. You can submit inquiries to openpayments@cms.hhs.gov or call 1-855-326-8366. For
the TTY line, call 1-844-649-2766. The Help Desk’s hours of operation are posted on the Open Payments
website.

1.5d: Open Payments Mailing List

By registering for the Open Payments mailing list, you will be signed up to receive periodic email
notifications regarding program, system, and resource updates. This is a good way to keep informed on
any updates, changes, or important messages from CMS. To sign up for the Open Payments mailing list,
visit the Open Payments website at https://www.cms.gov/openpayments and enter your email address

at the bottom of the home page.
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Figure 6: Receive Email Updates

Receive Email Updates

Entering your email address will take you to a page where you can select which mailing list you want to
subscribe to.

Figure 7: New Subscriber Screen on the CMS Website

qu e WWw.oms.gov  www.medicaid.gov www.medicare.gov

New Subscriber

Primary Email Address

You must enter a primary email address. You will use this to access and update your
subscriptions or modify your subscriber preferences.

Email Address *  Subscriber@yopmail.com
Confirm Email L
Address

Email Delivery Preference

If you would like to change how subscription updates are delivered to you, select an option
below

@ Send updates immediately by email
O Send updates daily by email

© Send updates weekly by email

Certain high priority updates may be sent regardless of your delivery preferences
Optional Password
Enter an optional password to add password protection to your subscriber preferences

Password

Confirm Password

Submit Cancel

Your contact information is used to deliver requested updales or lo access your subscriber preferences.

Privacy Policy - Help
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Under the Section “Open Payments,” select “General Updates on Open Payments” and then the
“Submit” button at the bottom of the page to join the mailing list. You may also select either the boxes
entitled “Physicians and Teaching Hospitals”, “Non-Physician Practitioner” or “Applicable Manufacturers
and Group Purchasing Organizations”. Make sure you also select the general updates box to ensure you
receive all appropriate email updates.

Figure 8: Checkboxes for selecting email updates on the Quick Subscribe screen

qm wpemaces | WWw.cms.gov www.medicaid.gov www.medicare.gov

Quick Subscribe for subscriber@yopmail.com

Centers for Medicare & Medicaid Services (CMS) offers updates on the topics below.
Subscribe by checking the boxes; unsubscribe by unchecking the boxes.

Access your subscriber preferences to update your subscriptions or modify your password
or email address without adding subscriptions.

# [ Medicare Tools & Information

# [) Medicare-Medicaid Coordination

* [J Innovations

# [J Regulations & Guidance

=0 Research, Statistics, Data, & Systems
# [ Outreach & Education

# [ office of Acquisition and Grants

# [J CMS$ Internal Communications
# () Regional Office Lists

* [J Resources & Tools

# [ WETG Email Updates

# (J Chief Technology Office

= [J Open Payments
General Updates on Open Payments
O Physicians and Teaching Hospitals
Applicable Manufacturers and Group Purchasing Organizations

(O Non-physician practitioner
* O cms System Notifications/Outages
4 U IQIES S&C
# O Provider Compliance
* [J oIS Portal Project

* () Master Data Management (MDM)

Submit Cancel

Your contact information is used to deliver requested updates or to access your subscriber preferences.

Privacy Policy | Cookie Statement | Help
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Reporting and Data Collection

Chapter 2: Introduction to Reporting and Data Collection

This chapter provides information about data collection for entities required to report certain payments
and other transfers of value in Open Payments.

Data is reported to the Open Payments system through bulk file uploads using character-separated
values (CSV) files and through manual data entry through a graphic user interface (GUI). See Chapter 4
for details on how to prepare and submit the data.

A complete listing of data elements used for payment data input into the Open Payments system can be
found in the “Submission Data Mapping Document.” Due to changes in record formats, there are three
versions of the Submission Data Mapping document, one for Program Year 2016-2020 and one for
Program Years 2021-2022,and 2023-onwards. The two documents are available on the Resources page
of the Open Payments website at https://www.cms.gov/OpenPayments/Resources. These documents

provide specific, detailed descriptions of the information that must be collected by reporting entities to
document general, research, and physician ownership/investment interest payments.

Section 2.1: General Payments Reporting and Data Collection

This section on general payments reporting and data collection provides information about data
collection for entities required to report certain general payments and other transfers of value in the
Open Payments system. Five categories of information related to general payments made by applicable

manufacturers and applicable GPOs to recipient physicians, NPPs, and teaching hospitals should be
captured during data collection; these categories are shown in the bulleted list below.

Submission File Information contains metadata elements collected to properly identify and attribute
submitted files.

Recipient Demographic Information identifies the recipient of the general payment or other transfers of
value.

Associated Drug, Device, Biological, or Medical Supply Information identifies the drug, device,
biological, or medical supply that is related to the payment or other transfers of value.

Payment or Other Transfers of Value Information specifies information regarding the general payment
or other transfers of value.

General Record Information captures other general information about the payment or other transfers
of value.

15


https://www.cms.gov/openpayments/About/Resources.html

Open Payments User Guide_for_Reporting_Entities_January-2024

On the Resources page of the Open Payments website

(https://www.cms.gov/OpenPayments/Resources), you can find and download the CSV sample files
(also referred to as templates) that show how the data elements listed below will be reported to the
Open Payments system.

Users who hold a submitter role can access submission templates in the “Resources” tab of the Open
Payments system.

Figure 9: Open Payments System "Resources" Tab for submitters displaying available reporting
templates

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Gt ) ®

Home Submissions Review and Dispute Manage Entities Resources

Open Payments Resources

Links to the Open Payments resources are available below.

For help obtaining a PDF viewer, go to the CMS.gov Help page.

Resources

Open Payments User Guide for Reporting Entities [PDF]

Open Payments User Guide for Covered Recipients [PDF]

Cpen Payments FAQ's [PDF]

CMS Resources Website

Error and Warning Code Key [XLSX]

List of Drug Names and National Drug Codes (NDC})

List of Medical Device or Medical Supply Names and Primary Device |dentifier

Reporting Templates

s s s s s w

Report templates are available through the links below. Download the template(s) for the program year(s) and payment category/categories for the records fo be
submitted. The system will reject files prepared with an incorrect payment category or program year template.

Research

o PY 2018 - 2020 CSV Template File: Research Payments [CSV]

» PY 2021 - 2022 C3V Template File: Research Payments [CSV]

« PY 2023 and Onwards CSV Template File: Research Payments [CSV]
General

= PY 2018 - 2020 CSV Template File: General Payments [CSV]

= PY 2021 - 2022 CSV Template File: General Payments [CSV]

« PY 2023 and Onwards CSV Template File: General Payments [CSV]
Ownership

« PY 2018 and Onwards CSV Template File: Physician Owner/lnvestor [CSV]

Due to changes in record formats, there are three general payments sample files for “Program Years
(PY) 2016 -2020”, “PY 2021-2022”, and PY 2023 and onwards”.

Section 2.2: Research Payments Reporting and Data Collection

This section on research payments reporting and data collection provides information about data
collection for entities required to report certain research-related payments and other transfers of value
in the Open Payments system. Five categories of information related to research payments made by

applicable manufacturers and applicable GPOs to covered recipient physicians, NPPs and teaching
hospitals should be captured during data collection; these categories are shown in the list below:
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Submission File Information contains metadata elements collected to properly identify and attribute
submitted files.

Recipient Demographic Information identifies the recipient of the research payments or other transfers
of value.

Associated Drug, Device, Biological or Medical Supply Information identifies the drug, device,
biological, or medical supply that is related to the payment or other transfers of value.

Payment or Other Transfers of Value Information specifies information regarding the research payment
or other transfers of value.

Research-related Information captures specific information about payments or other transfers of value
for research activities.

On the Resources page of the Open Payments
website(https://www.cms.gov/OpenPayments/Resources), you can find the CSV sample files (also

referred to as templates) that show how the data elements listed below will be reported to the Open
Payments system.

Users who hold a submitter role can also access the sample files within the Open Payments system on
the “Resources” tab.

Due to changes in record formats, there are three research payments sample files, one for PY 2016-
2020,0ne for PY 2021 to 2022, and one for 2023 and onwards.

Section 2.3: Physician Ownership/Investment Interests Reporting and Data
Collection

This section on physician ownership/investment interests reporting and data collection provides
information about data collection for reporting entities required to report physician ownership or
investment interests in the Open Payments system.

Three categories of information related to ownership/investment interests held by physicians in
applicable manufacturers and applicable GPOs should be captured during data collection; these
categories are shown in the bulleted list below.

Submission File Information contains metadata elements collected to properly identify and attribute
submitted files.

Physician Demographic Information identifies the recipient of the ownership or investment interests.
Ownership or Investment Information captures information about the ownership or investment.

On the Resources page of the Open Payments website https://www.cms.gov/OpenPayments/Resources

, you can find the CSV sample files (also referred to as templates) that show how the data elements
listed below will be reported to the Open Payments system.
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Users who hold a submitter role can also access the sample files within the Open Payments system on
the “Resources” tab.

There are two physician ownership/investment sample files: One for PY 2016 to 2022, and one for PY
2023 and onwards.

Registration

Chapter 3: Applicable Manufacturer and Applicable GPO Registration

This chapter provides information on registering in CMS’s Identity Management system (IDM) via the
CMS Enterprise Portal at https://portal.cms.gov and registering in the Open Payments system.

Registration in both systems is required for access to the Open Payments system. All applicable
manufacturers and applicable GPOs that make payments or other transfers of value to covered
recipients and physician owners or investors for the Open Payments program must complete
registration for both systems (IDM and Open Payments) prior to reporting payments or other transfers
of value made to physicians, NPPs, and teaching hospitals. Note that registration is required for
reporting entities submitting data in a single report as well as reporting entities submitting data as part
of a consolidated report. Each individual user is required to create their own account.

This chapter is divided into the following sections:

Two-Step Registration Process Overview, which provides information about the registration process.
Registration includes user registration in IDM via the CMS Enterprise Portal, as well as creating an entity
profile in the Open Payments system.

IDM Registration, which provides details on registering for IDM and requesting access to the Open
Payments system.

Open Payments Users and User Roles, which contains information on who is authorized to register in
the Open Payments system and the user roles that must be filled by the Open Payments system users.

Registering Applicable Manufacturers and Applicable GPOs for the Open Payments System, which
contains instructions for registering, logging in to the system, and managing the applicable
manufacturer or applicable GPO registration and user roles.

Entity Recertification, which contains instructions for recertifying reporting entity information in the
Open Payments system for entities that registered for the prior calendar year.

Vetting, which contains information on the reporting entity vetting process and timeframes.
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Section 3.1: Two-Step Registration Process Overview

Applicable manufacturers and applicable GPOs must register in the Open Payments system to submit,
attest, correct, and view data.

Prior to registration in the Open Payments system, you must successfully register in IDM to obtain log in
credentials. Once you have registered in IDM, you are able to create your entity profile in the Open
Payments system.

Open Payments registration is completed in two steps, illustrated in Figure 10. First, users must obtain
IDM credentials and request access to the Open Payments system via the CMS Enterprise Portal at
https://portal.cms.gov. Second, you must register your reporting entity in the Open Payments system. If
your reporting entity is already registered, you can register as an individual and affiliate with the
reporting entity.

Figure 10: Applicable Manufacturer and Applicable GPO Registration

Identity Management Open Payments System
(IDM)

* Individual user(s) * Register reporting
registers in IDM entity and individual
(reporting entities do user(s) in the Open
not register in IDM) Payments System

* Request access to the
Open Payments system

(. / \. J

Section 3.2: Identity Management (IDM) Registration and Open Payments
Access

Identity Management (IDM) is an identity management and services system that (1) serves as an identity
proofing tool to verify a person’s identity and (2) provides you with access to CMS applications, including
Open Payments. Registering in IDM provides you with login credentials required for access to the Open
Payments system. You will be able to set up your own login credentials in the form of a user ID and
password during the IDM registration process. IDM credentials allows you to log in to the CMS
Enterprise Portal and request access to various CMS applications, including the Open Payments system.

To begin the registration process, access IDM via the CMS Enterprise Portal at https://portal.cms.gov. A
list of IDM FAQs is available on the CMS portal at CMS Enterprise Portal - Help Center, and information
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about IDM registration can be found on the Resources page of the Open Payments website at
https://www.cms.gov/OpenPayments/Resources.

If you already have IDM credentials, you can move to 3.2c: Requesting Access to Open Payments with
IDM Credentials for instructions on how to request access to the Open Payments application.

IDM will lock your account if no account activity is reported for 60 or more days. When you log in after
60-days, the system will display the “Unlock My Account” view. To unlock the account, enter the user ID
and correctly answer all challenge questions. Then enter a new password in the input fields of “New
Password” and “Confirm New Password”. If the account does not reactivate, contact the Open Payments
Help Desk at openpayments@cms.hhs.gov or by phone at 1-855-326-8366. For the TTY line, call 1-844-
649-2766.

IDM will automatically remove your account if you have not logged in for two years or more. Once
removed, the account cannot be reactivated again and you will be required to set up a new account
using steps in Section 3.2b through 3.2d, followed by steps in Section 3.4.

3.2a: System Requirements

CMS screens are designed to be viewed at a minimum screen resolution of 1024 x 768. For optimal
performance, screen resolution should be set to 1920 x 1080. The following additional considerations
optimize access to the CMS Enterprise Portal:

Disable pop-up blockers prior to accessing CMS Enterprise Portal.
Use one of the following browsers with JavaScript enabled:

o Google Chrome (Version 89 or higher)
o Microsoft Edge (Version 89 or higher)
o Safari (Version 13.1.2)

o Motzilla Firefox (Version 83 or higher)

3.2b: IDM New User Registration
Go to the CMS Enterprise Portal page at https://portal.cms.gov. The system displays the CMS Enterprise
Portal public landing page.

Step 1: On the CMS Enterprise Portal page, select New User Registration to continue.
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Figure 11: CMS Enterprise Portal Public Landing Page

CMS.gov | Entferprise Portal 2 Applications @ Help @ About

Login with PIV Card

CMS.gov |Enferprise Portal

User ID is a required field
Password is a required field

¥ lagree to the Terms & Conditions
Login

Forgot your User ID or your Password?
Need to unlock your account?

Step 2: On the “Select Your Application” page, select “Open Payments” from the drop-down list and
agree to the Terms and Conditions of the CMS Enterprise Portal page, then select the Next button to
continue.

CMS.gov | Entferprise Portal 22 Applications @ Help @ About

Step #1: Select Your Application

Step 1 of 3 - Select your application from the dropdown. You will then need to agree to the terms & conditions.

Select Your Application v

Novitasphere

One Pragram Integrity System (OnePI)
OneMAC

PARHM Dashboard

Payment Recovery Information System (PRIS) - RAC & RADV Appeals

Step 3: Accept the Terms and Conditions of the CMS Enterprise Portal page and then select Next to
continue.
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CMS.gov |Eﬂferprise Porfal 2 Applications @ Help @ About

Step #1: Select Your Application
Step 1 of 3 - Select your application from the dropdown. You will then need to agree to the terms & conditions.

Open Payments v

© Application Description : Open Payments s a national disclosure program that promotes a transparent and accountable health care system by making the financial
relationships between applicable manufacturers and group purchasing organizations (GPOs) and health care providers available to the public. The Open Payments System
(OPS)is used by applicable manufacturers and GPOs to report payments and other transfers of value made to covered recipients, as well as certain information regarding
the ownership or investment nterests held by physicians or physicians' immediate family members. OPS s also available for covered recipients and provides
functionalities related to review and dispute of reported data. Covered recipients may use OPS for activities related to review and dispute. Covered Recipients include
physicians, non-physician practitioners and teaching hospitals. For more information and full definitions of covered recipient types visit the Open Payments website at:
www.cms.gov/OpenPayments.

Terms & Conditions
‘OMB N0.0938-1236 | Expiration Date: 08/31/2025 | Paperwork Reduction Act

Consent to Monitoring

By logging onto this website, you consent to be monitored. Unauthorized attempts to upload information and/or change information on this web site are strictly
prohibited and are subject to prosecution under the Computer Fraud and Abuse Act of 1986 and Title 18 U.S.C. Sec.1001 and 1030. We encourage you to read the HHS
Rules of Behavior.

Pratectina Your Privacy <
| agree to the Terms and Conditions
Next Cancel [ J
How can |
help you?

Two Terms and Conditions sections of particular importance to read are:
e Consent to monitoring; and
e Collection of Personal Identifiable Information (PII).

“Consent to monitoring” means that you agree to allow CMS to monitor your activity and actions

performed through CMS applications while logged into the CMS Enterprise Portal and accessed through
IDM.

“PIl” is information that can be used to uniquely identify, contact, or locate a single person, or can be
used with other sources to uniquely identify a single individual. Personal information collected will be
used for the purpose of verifying your identity only.
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Step 4: On the “Register Your Information” page enter your personal user information. Be sure to enter
all information in all required fields. Note: Selecting the “Cancel” button will cause you to lose all data
entered. Select the Next button when all information has been entered.

Data fields to be completed are the following:
e Name (First, Middle, Last, Suffix)
e Date of Birth (Month, Date, Year)
e Is Your Address US Based (Yes/No)
e Home Address, City, State, Zip Code

e Personal Email Address
e Confirm Email Address

e Personal Phone Number

Enter your legal name, current home address, primary phone number, and email address correctly. IDM
collects personal information only to verify your identity with Experian, an external identity verification
provider (explained in the next section). If this information is not validated successfully and identity
proofing fails, contact the Open Payments Help Desk at 1-855-326-8366.

Figure 12: Register Your Information Page

CMS.gov | Enterprise Porfal 88 Applications @ Help @ About

Step #2: Register Your Information

Step 2 of 3- Please enter your personal and contact information

All fields are required unless marked (optional).

Enter First Name Enter Middle Name (optional) Enter Last Name Suffix (optional) v

Select Birth Month v Select Birth Date v Select Birth Year v

Is Your Home Address U.S. Based?
@vs O

Enter Home Address Line 1 Enter Home Address 2 (optional)
Enter City Select State v Enter ZIP Code Enter ZIP+4 Code (optional)

Enter Email Address Confirm Email Address

Next S : e
help you?

NOTE FOR INDIVIDUALS WITH FOREIGN ADDRESSES: Individuals with addresses outside of the United
States can register in IDM via the online portal, but the identity proofing must be conducted manually.
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Once you have entered your information into the CMS Enterprise Portal, contact the Open Payments
Help Desk at openpayments@cms.hhs.gov for assistance with the manual identity proofing process.

Step 5: On the “Create User ID, Password & Security Question/Answer” page, create an IDM user ID and
password in accordance with the guidance provided below. You will be asked to select a security
guestion and provide a security answer. Select the Next button when finished.

Note: Selecting the “Cancel” button will cause you to lose all data entered.

Figure 13: Create User ID, Password & Security Question/Answer Page

Step #3: Create User ID, Password & Security Question/Answer

Step 3 of 3 - Please create User ID and Password. Select a Security Question and provide Answer.

Enter User ID

Enter Password @ Confirm Password @

Becurity answer to be used in case you forget your password or you need to unlock your account.

Select Your Security Question v

Enter Security Answer

e The CMS Portal User ID must:

— Must be between 6 - 74 characters and contain at least one letter;

— Can contain alphanumeric characters;

— Allowed special characters are limited to hyphens (-), underscores (_), apostrophes ('), and
periods (.)

— The @ symbol is allowed only if the User ID is in a valid email address format

(.doe@abc.edu or 123@abc.com)
— Cannot contain 8 consecutive numbers;
— Cannot begin or end with special characters;

— Cannot contain more than 1 consecutive special character;
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Password Requirements:
— Password must be a minimum of 15 characters;
— Password must contain: 1 upper case and 1 lower case letter, and 1 number;

— The following special characters may beused: " ' #$S% &' () *+,-./\:;<=>?@[]*_"{
|}~

— Password cannot contain: Parts of User ID, First Name, Last Name, common passwords;
— Password can only be changed once every 24 hours;

— Password must be different from the last 6 passwords;
— Password must not exceed 60 chars.;

Confirm password:

— Confirm password;

— Enter the same password;

Select your security question:

— Select a question from the dropdown list of questions;
Security answer:

— Can contain alphanumeric characters;

— Can contain spaces;

— Must be at least 4 characters;

— Cannot contain part of the security question;

— Your security answer will be required in order for you to reset your password or unlock your
account;
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Step 6: On the “New User Registration Summary” page, review the information and make any necessary
changes before submitting. Select the Submit User button to submit the information.

Figure 14: New User Registration Summary Page

New User Registration Summary

Plaase review your information snd make amy necessary changes before submitting .

‘Mw

@ Application Description : Open Payme
relationships betwesn spplicable ma

aticnal disclesurs program thst promotes s
Eroup purchasing organizatians

snd GPOS to repart payments

First Hame Lz Maree

Karen Enter Micdle Name [optional] Miller Suiffix (optional] W
Sirth Meonth Birth Dawe Birch vear

Agril L L L 15976 4

Hore Aot Line L

T100 Security Bhvd Enter Home Address 2 {optional)

ity Stati TP Cede

Haltimare Maryland ~ 21244 Enter 2IP+4 Code (optionall
Emiail Address Canfirm Emai Addres

kcaren millergryopmail.com karen_ mallen@yopmail com

Phisri Kember
O3-202-3333

Al fields are required unless marked (optional).

Usar iD

kcarenmiller

Entisr Pazswiord Canlrm Passwand

A= E s —— ‘&

Sacufity Cedstion

What i the tay,/'stuffed animal you liked the most as.a kid? W

Serurity ARSwer
Habbit
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Step 7: A “Confirmation” page is displayed acknowledging successful registration in IDM. Select the
“CMS.gov Enterprise Portal” link (top left) or the Login link in the green window to take you to the CMS
Enterprise Portal home page. Note that profile configuration can take up to 24 hours. If you are unable
to log in after that timeframe, call the Open Payments Help Desk at 1-855-326-8366. For the TTY line,
call 1-844-649-2766.

Figure 15: Confirmation Page

CMS.gov | Enterprise Portal B2 Applications @ Help @ About 5 Email Alerts

@ Confirmation 3

Your User ID has been successfully registered with GMS Enterprise Portal. An emall has been sent to your registered email address.

You can now logi

Step 8: Request access to the Open Payments system.

3.2c: Requesting Access to Open Payments with IDM Credentials

Once you have IDM credentials, you can request access to the Open Payments system through the
Enterprise Portal at https://portal.cms.gov.

Step 1: On the CMS Enterprise Portal home page, enter your CMS User ID and Password and agree to
“Terms & Conditions” by selecting the checkbox next to the “Agree to our Terms & Conditions” link.
Select the Login button to log in.

Figure 17: CMS.gov Enterprise Portal Landing Page

Loginwith PV Card

CMS.gov |p tenprise Portal
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You will be prompted to register a Multi-Factor Authentication (MFA) device. Select the MFA you would

like to register by using the drop-down arrow.

Figure 18: Registering a Multi-Factor Authentication (MFA) Device

Next, enter the information for your MFA (in figure 19, the user selected “Text Message (SMS)” as their
MFA device).

Figure 19: Entering Device MFA Information

Howean1
belpyou?

Step 2: You will land on the “My Portal” page. Select the Add Application button.

Figure 20: “My Portal” Page
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&  @KenMiler v @Help @ LogOut

My Porta

@Wwelcome to CMS Enterprise Portal.

Step 3: Select Open Payments from the dropdown. There are three roles that are applicable for users:

Reporting Entity Officer or Teaching Hospital Authorized Official Role: Only US users that are registering
a NEW reporting entity profile (applicable manufacturer or applicable group purchasing organization) not
already registered in the Open Payments system or a NEW teaching hospital profile, should choose this
role. Go to Step 3a (below) to request this role.

Physician, Non-Physician Practitioner, Teaching Hospital Authorized Representative, or Reporting
Entity Submitter/Attester/Compliance Role:

Only US and foreign (those users that do not have a US-based address and/or a US Social Security
number) physicians, non-physician practitioners, and users nominated for a role by a covered
recipient/registered entity should choose this role including reporting entity officers and teaching
hospital authorized officials who were nominated (or are self-nominating). Users who will be registering
a NEW reporting entity profile (applicable manufacturer or applicable group purchasing organization) or
users registering a NEW teaching hospital profile should NOT choose this role. Go to Step 3a (below) to
request this role.

Open Payments Foreign User Role: Only foreign users (those users that do not have a US-based address
and/or a US Social Security number) who are registering a NEW reporting entity profile (applicable
manufacturer or applicable group purchasing organization) not already registered in the Open Payments
system) or a NEW teaching hospital profile, should choose this role. Note: After selecting this role, users
should wait for an email from the Open Payments Help Desk that will provide additional information. Go
to Step 3c (below) to request this role.

Figure 21: “Request Application Access” Page

© selectaRole

Select a Role v

CMS Compliance

Government Agents File Transfer

Research File Transfer

Reporting Entity Officer or Teaching Hospital Authorized Official

Physician, Non-Physician Practitioner, Teaching Hospital Authorized Representative, or Reporting Entity Submitter/Attester/Compliance
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Step 3a: Choosing the Reporting Entity Officer or Teaching Hospital Authorized Official Role:

1)

2)

3)

4)

Select the Reporting Entity Officer or Teaching Hospital Authorized Official Role, and then
select Next.

o Select a Role
Role

Reporting Entity Officer or Teaching Hospital Authorized Official

10 Role Description: Select this role if you are an officer of an applicabile manufacturer or GPOtrying to report data, or an authorized official of a Teaching Hospital trying to access data
that was reported about the teaching hospital. i you are an officer of an applicable manufacturer or GPO and biased outside of United States, you need to request Open Payments:

foreign user role.

@ Complete Identity Verification

Next, select Launch to begin Identity Verification (RIDP).

a Complete ldentity Verification

@ \dentity Verification
This role requires an additional lével of verification. You will be asked to provide additional information toverfy your identity. Please select "Launch” to begin the identity verification

process. You will return to the next step below when identity verification is complete.

Select Next to begin.

CMS_gov |l\/|y Enterprise Portal = My Apps Y ® IDM Foreign ¥ @ Help ® LogOut

Step #1: Identity Verification Overview

To complete this role request, it is important to note that Experian, a trusted and reliablc agent, nceds to collect further details

aboutyou.

Please ensure that you have entered your full legal name, current home address, your personal primary phone number, date-of-
birth, and your personal e-mail address correctly to ensure a seamless and secure process.

For additional information or assistance, we encourage you to visit the Experian Customer Assistance website:

http://www.experian.com/help.

Experian identity verification is limited to US addresses and US territories only. If you have a foreign address please call your lier 1

Help Desk Lo verify your identily.

“ cancel

Experian will perform a soft credit inquiry to verify your identity. Identity proofing does not
affect your credit score. Soft credit inquiries are visible only to the user and only appear on
credit reports produced by Experian. Credit inquiries are not visible to lenders. If you order a
credit report from Experian, you will see an entry of inquiry by the Centers for Medicare &
Medicaid Services with CMS’s address and the date of request. If you have questions about

30



Open Payments User Guide_for_Reporting_Entities_January-2024

Experian’s verification process, please refer to Experian Customer Assistance at
http://www.experian.com/help/.

5) After reading the Terms and Conditions, select Next.

I My Apps a ®HarenMiller v @ Help B LogOut

Step #2: Accept Terms & Conditions
OME No_ 0333-1238 | Expiration Date. 0831/2025

Protect
P

ing Your Privacy

rovides the appropnata use of all HHS information tachnology resources for Department users. ncluding

6) When entering your information into the Identity Verification screen, ensure you enter only
your personal information. You will only have three attempts to enter information that

matches the Experian database.

7) Tips for successfully completing Identity Verification:

Full Legal Name:

¢ You must use your full legal name as listed on your Driver’s License or financial account
information.

e Your surname must match the surname Experian has for you on file.

¢ Do not use nicknames.

¢ If you have a two-part name, enter the second part in the middle name field.

Social Security Number:

e Ensure that Social Security Number fields are filled in correctly. Users can review and edit
these fields prior to sending the information to Experian.

Date of Birth:

e Ensure that the Date of Birth field is entered accurately. Users can review and edit this
field prior to sending the information to Experian.

Current Residential Address:
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e Ensure your personal/residential/home address is used:
e Where you receive Credit card, utility bill statements.
e Associated with your credit report.
e Do NOT use your business address.
e [f you have a recent change in address, try to identity proof with a prior address.
e Do not enter any extraneous symbols in the address field.

Personal Phone Number

e Enter a personal landline phone number (if you have one).
e Acell phone can be used, but a residential landline is preferred.

8) After reviewing the above information enter your information in the spaces provided, and then

select Next.

CMS.gov [My Enterprise Portal

Step #3: Enter Your Information

Is Your Address US Based?
@re O

7100 Security Bhvd Enter Home Addvess Line 2 foptions

26024355

9) If RIDP is successful, you will receive the confirmation notice. Select Next to continue.

: : &
@ Confirmation
You have successfully completed the Remote Identity Proofing process.

10) If RIDP is unsuccessful, note the response code, and follow the directions in the Error message. If
the Error message refers you to the “Tier 1 Help Desk”, call the Open Payments Help Desk at 1-
855-326-8366. For the TTY line, call 1-844-649-2766.

11) Once you have completed Identity Verification, enter a brief justification for being granted this
role, and select Submit.
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Request Application Access

7= Thefollowing is the step-by-step process for requesting a role in a CMS Enterprise Portal application. A summary of each step taken will be shown after each step. You will
be presented with all your role related information to review at the last step. Please note that the number of steps and the questions asked will vary depending on the role that

you are requesting and your current level of access.

o Select an Application + Completed
& Edit

& Open Payments

o Select a Role ' Completed
& edit

" Applicable Manufacturer, GPO, Physician, Non-Physician Practitioner, or Teaching Hospital

e Enter Reason for Request

Enter a Reason for Request

Required field.

12) You will be shown a confirmation screen. Select OK.

Coallmation

R 5 O L B R D

13) Review the information and select OK.
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B TraenMiber v @ ko

&® Confirmation

Your DM Fequest has been surcessfilly submitted,

Request New Application Access Acknowledgement

ed

caticnis: 3641087

® LogOut

14) After selecting OK, log out of the system and log back in to continue to the next steps.

Step 3b: Choosing the Physician, Non-Physician Practitioner, Teaching Hospital Authorized

Representative, or Reporting Entity Submitter/Attester/Compliance Role:

1) Select the Physician, Non-Physician Practitioner, Teaching Hospital Authorized
Representative, or Reporting Entity Submitter/Attester/Compliance role, and then

select Next.

e Select a Role
Role

Physician, Non-Physician Practitioner, Teaching Hospital Authorized Representative, or Reporting Entity Submitter/Attester/Compliance

Practitioners include: Physician Assistant, Nurse Practitioner, Clinical Nurse Specialist, Certified Regi: Nurse

1@ Role Description: Select this role if you are a submitter, attester, or compliance user of an applicable manufacturer or GPO trying to report data; or a physician, physician
representative, non-physician practitioner, nen-physician practitioner representative; or a teaching hospital representative trying to access attributed data. Non-Physician
i ist Assistant and Certified Nurse-Midwife.

x W

2) Enter a brief reason for requesting the role and then select Submit.

° Select a Role
Submitter/Attesten Compliance

a Enter Heason for Hegiest

Errer a Ramscn o Hegune

W' Physician, Non-Physician Practitioner, Teaching Hospital Authorized Representative, or Reporting Entity
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3) You will be shown a confirmation screen. Select OK.

o lmation

B P 5 O Y O e

—— — -

Ednoal

4) You will receive a Confirmation page. Select OK, then log out and back in again to
begin creating your Open Payments profile.

& Confirmation

L e

Rl v hple s o deoris o Wi bed e i
[P —

s

Step 3c: Choosing the Open Payments Foreign User Role:

1) Select the Open Payments Foreign User Role and select Next.
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0 Select a Role
Role
Open Payments Foreign User x WV

@ Role Description: Select this role if you are an officer of a reporting entity and your permanent address is outside of the United States and/or you do not have a social security

number. Once you request the role, Open Payments Helpdesk will reach out to you.

2) Enter a brief justification for requesting this role, then select Submit.

° Select a Role " Completed
# Edit

&/ Open Payments Foreign User

@ Enter Reason for Request

Enter a Reason for Request

Required field,

3) You will be shown a confirmation screen. Select OK.

Coallmation
R A S O A B P

— — -

4) You will see confirmation that you requested this role. You will receive an email from the
Open Payments Help Desk in one to two business days providing you with your next steps.

36



Open Payments User Guide_for_Reporting_Entities_January-2024

CMS.gov My Enterprise Portal &  @DMFoeignv @Help @ LogOut

®@ Confirmation

Your IDM request has been successfully submitted.

Request New Application Access Acknowledgement

Your IDM request has been successfully submitted

The tracking number for your request for Open Payments Foreign User role in Open Payments application is: 2338802

Please use this numberin all correspendence concerning this request.

You will receive an email when your request has been processed.

Once your reguest is approved then you will need to log out and then log back into the Enterprise Portal system to access the application via the tile on the My Portal
Landing page. If you are still having trouble, please contact the tier 1 Help Desk associated with your application.

3.2d: Adding Multi-Factor Authentication (MFA)
To add Multi-Factor Authentication (MFA),

Step 1: Navigate to My Profile and select Manage MFA Devices.

Figure 16: My Profile

= My Apps ' w @ Iklp  Blo

My Profile

View My Profile
e Pl First Name;  parer
Middle Hame;

LastName: g
Change Business Cortact Informatizn

Dateof Birth: - 01/24/2560
Emall Address:  karen.millermvapmalloam

Ehange Securiby Cusskiza
Phone Number: 1 444-1

a Chanpe Fassear
0

Home Address Line 1 1223 Fain Stroct

Home Address Line 2:

City: daltimare

State: M

ZIP Code: 21344

ZIF+4 Code:
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Step 2: Select “Register a Device”.

Figure 17: Manage MFA Device Register a Device Page

My Profile

a
&
0
&

Manage Multi-Factor Authentication (MFA) Devices

Device Type Identifier Status Actions

Email ) ) ”
admin@abcmedic.com | Active

Edit

View Profile
Change Profile

Change Business Contact Information
Register a device

Change Password

Change Security Question and Answer

Manage MFA Devices

Step 3: Select the device you wish to register.

Figure 18: Register MFA Devices

My Profile

o
a
®
Al
e
V)
&

Manage Multi-Factor Authentication (MFA) Devices

\iew Profile Device Type Identifier Status Actions

Email ) ) '.
. ) admin@abcmedic.com | Active
Change Profile

Edit

Change Business Contact Information
Register Multi-Factor Authentication (MFA) Device

ange Passwor R P " P—— — at +
Change Pas d Adding a MFA Code to your login, also known as Multi-Factor Authentication (MFA), can make your login more secure
by providing an extra layer of protection to your User |10 and Password.

Change Security Question and Answer Select the MFA device type that you want to use to login

Manage MFA Devices Select MFA Device "

Select MFA Device

Text Message (SMS)

Interactive Voice Response (IVR)
Google Authenticator

Okta Verify
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Step 4: Depending on the device you choose to register, you will be asked to provide information about

that device (Phone number). Enter the required information for the device you are registering and select
“Send MFA Code”.

Figure 19: Send MFA Code

My Profile

Manage Multi-Factor Authentication (MFA) Devices

[] View Profile Device Type Identifier Status Actions

Email "
. admin@abcmedic.com | Active
n Change Profile Edit

® ioocBusine .
Change Business Contact Information
4ld

a Change Password

O Change Security Question and Answer

Register Multi-Factor Authentication (MFA) Device

Adding a MFA Code to your login, also known as Multi-Factor Authentication [MFA), can make your login more secure
by providing an extra layer of protection to your User ID and Password.

Select the MFA device type that you want to use to login

6’ Manage MFA Devices

Text Message (SMS) W

D Text Message (SMS)

The SMS option will send your MFA Code directly to your mobile device via a text message. This option requires you
to provide a ten (10) digits U.S. phone number for a mokbile device that is capable of receiving text messages. Carrier
service charges may apply for this option.

Enter Phone Number

Required field.

Send MFA Code Cancel
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Step 5: Enter the code sent to your device and select “Add Device” to successfully add your MFA Device.

Figure 20: Enter MFA Device Code

@ The MFA code has been sent to your MFA device. If you are having trouble, we can resend the MFA
code in 30 seconds.

Re-send MFA Code

I’Enler Code Received

Required field.

Add Device Cancel

Step 6: You have successfully added an MFA device to your IDM account.

Figure 21: Manage MFA Devices Page

a O Karen Milerw @ Help & Log Out

CMS_gQ\/ |Mv Enterprise Portal

My Profile
Manage Multi-Factor Authentication (MFA) Devices
@ view Profiie Device Type Identifier Status Actions
a-a
Email o~ Edit
karenmiler@yopmail.com
Change Profile E s El'

g Eait [l z=o
Text M
@ Change Business Contact Information D (;35)955396 +1555-555-5555  ncve | |4 [111]
Remove
n Change Password
Register a device
0 Change Security Question

‘9 Manage MFA Devices

Section 3.3: Open Payments Users and User Roles

Users in the Open Payments system affiliated with applicable manufacturers and applicable GPOs must
hold at least one of four user roles: officer, submitter, attester, or compliance. Each reporting entity
must maintain at least one officer in the entity profile. The officer must be highly placed within the
entity, a Chief Executive Officer, Chief Financial Officer, Chief Compliance Officer, or other Officer of the
applicable manufacturer or applicable group purchasing organization, or equivalent position (specific
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titles may vary depending on the management structure of the entity). These roles are discussed in
detail below.

Reporting entities must have individuals assigned to specific roles within the Open Payments system to
perform specific functions. Each role has a specific function in the system. There can be a total of twelve
unique users per entity, with no more than five of those users holding an officer role, and with no more
than two of those users holding a compliance role. Each user can hold multiple user roles. It is important
that prior to registration your entity determines who is the appropriate individual to fill each of these
roles and perform the required tasks.

There are the four user roles for applicable manufacturers and applicable GPOs:

e Officer: A person who manages the applicable manufacturer or applicable GPO in the Open
Payments system, manages all user roles and is permitted to view and download the compliance
communications associated with the reporting entity.

e Submitter: A person who submits data on payments, other transfers of value, and/or ownership
and investment interests for the applicable manufacturer or applicable GPO. The submitter also
receives all notifications of disputes initiated by covered recipients against the reporting entity’s
submitted data.

e Attester: A person who attests to the accuracy of the data that has been submitted for the
applicable manufacturer or applicable GPO.

e Compliance: A person who views and downloads compliance communications uploaded and
sent by the CMS Compliance Team to the applicable manufacturer or applicable GPO

The roles, responsibilities, and access levels for the roles are shown in Figure 32, below.
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Figure 22: Open Payments User Roles

User Roles Functions Requirements
e Manage the reporting entity’s profilein | « Must be an officer as designated
the Open Payments system by the applicable manufacturer
e Nominate (approve) other individuals or applicable GPO
for submitter, attester, officer, and e If nominated, must either accept
compliance roles or reject the nomination
e Modify nominations and user roles for
Officer other users associated with reporting
entity
e Deactivate other users from the
reporting entity
e May view and download compliance
communications for their reporting
entity
Submit data in the Open Payments system | ® Not required to be an officer of
on behalf of the applicable manufacturer the applicable manufacturer or
or applicable GPO applicable GPO
May nominate individuals for user roles e |f nominated, must either
Submitter May edit payments or other transfers of accept or reject the nomination
value and ownership/investment interests
submitted to the Open Payments system
Receives emails regarding data disputed by
physicians, NPPs and teaching hospitals
Attest to accuracy of the data in the Open e Must be an officer of the
Payments system on behalf of the applicable manufacturer or
applicable manufacturer or applicable GPO applicable GPO as required in
Attester May nominate individuals for user roles the Open Payments Final Rule at
42 C.F.R. § 403.908(e)
e |If nominated, must either
accept or reject the nomination
May view and download compliance e Not required to be an officer of
communications for their reporting entity the applicable manufacturer or
. i applicable GPO
Compliance Respond to any compliance ppli

communications sent by CMS

If nominated, must either
accept or reject the nomination
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Section 3.4 Registering Applicable Manufacturers and Applicable GPOs

Once your reporting entity has decided who should fill the required user roles, you can begin Open
Payments registration. You will enter the required information for your reporting entity profile, user
personal profile, and nominees for each user role. Reporting entity registration has five steps, as shown
in Figure 33. Details on these steps are included later in this section.

Figure 23: Entity Registration

Step 5
Nominate
additional

USers

Step1 Step4

Select Confirm
entity type user role

An authorized official of the entity enters all required information to create the entity’s profile. The
authorized official must be highly placed within the entity (e.g., a Chief Executive Officer, Chief Financial
Officer, Chief Compliance Officer, or other Officer of the applicable manufacturer or applicable GPO.
Specific titles may vary depending on the management structure of the reporting entity).

During registration, the authorized official must select the user role of officer to complete the
registration process. The entire registration process takes approximately 30 minutes and must be
completed in a single session. You cannot save partially completed entries for completion later. You will
be able to edit, manage, or update a profile once it is created. Note that the system does not have an
auto-save feature and will time out after 30 minutes of inactivity.

Refer to Section 3.3: Open Payments Users and User Roles for more information on user roles.

Figure 34 and Figure 35 detail which fields are required and which fields are optional when creating an
entity and user profile. It is important to have this information on-hand prior to beginning the
registration process.

Figure 24: Entity Profile Fields

ps
Reporting Entity Type Required
Reporting Entity Legal Name Required
Business Type Required
Doing Business As (DBA) Name Required
Reporting Entity Business Address Required
Reporting Entity Business Phone Number Required
Reporting Entity Type of Ownership Required
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porey
Taxpayer Identifier Number (TIN)/ Employer Identification Number (EIN) Required
Dun & Bradstreet (D&B) Data Universal Numbering System (DUNS) Optional
Food and Drug Administrator (FDA) Establishment Identifier (FEI) Optional
Uniform Resource Locator (URL) of Parent Company* Required
Consolidated Report Indicator (Y/N) (default N) Required
Primary Point of Contact Name Required
Primary Point of Contact Business Phone Number Required
Primary Point of Contact Title at the Entity Required
Primary Point of Contact Email Address Required
Backup Point of Contact Name Required
Backup Point of Contact Business Phone Number Required
Backup Point of Contact Title at the Entity Required
Backup Point of Contact Email Address Required
Contact Information for Review and Dispute Required

If the reporting entity does not have a URL, enter the value https://www.cms.gov in the “Uniform

Resource Locator (URL) of Parent Company” field.

Figure 25: User Profile Fields

Fields Required or Optional?
First Name Required
Middle Name Optional
Last Name Required
Name Suffix Optional
Job Title Required
Business Address Required
Business Phone Number Required
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Fields Required or Optional?

Email Address Required

The list of required information is also available in the quick reference guide “Required Fields for
Registration,” which can be downloaded from the Resources page of the Open Payments website
(https://www.cms.gov/OpenPayments/Resources).

After submitting both the entity and user profiles, Open Payments will vet the entity to ensure itis a
valid entity. See Section 3.7: Vetting for information on vetting. You cannot perform any functions in the
Open Payments system until the reporting entity has been successfully vetted and registered.

Important Notes:

e Registration for both the reporting entity and authorized official must be completed in one
session.

e The Open Payments system will log out all users after 30 minutes of inactivity.

e Never use the navigation buttons on your browser toolbar. Only use the navigation buttons (i.e.,
“Back” button) within the Open Payments system itself.

3.4a: Registering a Reporting Entity (First-Time System Users)

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials and
navigate to the Open Payments home page. Select the Application link.

Figure 26: Open Payments Home Screen

CMS.gov |My Enterprise Portal (&) SusanJones w @ Help ® Log Out

My Portal

f-’n\

Open Payments Request/Add Apps

Application

Step 2: The on-screen text contains important information regarding the registration process. Read the
on-screen text and select “Create My Profile” when you are ready to begin the registration process.
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Figure 27: Open Payments System Landing Page for first-time system users

Open Payments (Sunshine Act)

» Access the Open Payments
Wgelz:ome to the Open Payments 1 Mt tulli
stem
y ? Need help with the website?
Owr records indicate that you have nof yet registered in the Open C Contact Us by email
Paymenis systern. Before you can perform any aclions in the system, you reate
must first create your profile and complets the regisiration process M}' Pf{}ﬁle a Review the Open Pax .
Privacy Policy [POF, 102 KB]
Getting Started

Open Payments (the Sunshine Act) is a national disclosure program that promotes 3\
oA A A A A AN A A A SN AL L ’.‘/ VA AV,
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Step 3: The on-screen text contains important information regarding creating the reporting entity and
individual profile. Read the on-screen text and select the link to the quick reference guide “Required
Fields for Registration” for a list of information required during registration. Select “Start Profile” at the

bottom of the page when you are ready to continue.

Figure 28: Create Profile Page

Create Profile

(@ Sselect Profile Type

@ Register Entity

@ Personal Information

@ Review and Submit Profile
Access the Open Payments

User Guide

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

- IR R

Open Payments (Sunshine Act)

Create Profile

To begin creating a profile and registering in the Open Payments system, you must identify your affiliation
with an applicable manufacturer, applicable group purchasing organization (GPQ), teaching hospital,
physician, or non-physician practitioner. Users with provider type of Physician Assistant, Nurse
Practitioner, Clinical Nurse Specialist, Certified Registered Nurse Anesthetist or Anesthesiologist
Assistant, or Certified Nurse-Midwife are called Non-Physician Practitioner in the Open Payments
system.

If the applicable manufacturer, applicable GPO, teaching hospital, physician, or non-physician practitioner
has not registered in the Open Payments system, you may register them and then yourself.

For reporting entities, prior to beginning registration, collect the information required for reporting entity
registration, then proceed with the registration process.

For reporting teaching hospital, physician, or non-physician practitioner registration, prior to beginning
registration, collect the information required for covered recipient registration, then proceed with the
registration process.

If the applicable manufacturer, applicable GPO, teaching hospital, physician, or non-physician practitioner
has already been registered in the Open Payments system and you have not affiliated with them in the
Open Payments system, you may:
« Ask a user already affiliated with the reporting entity or covered recipient to nominate you for a
user role; or

« Create a personal profile and request a role with the reporting entity or covered recipient user. Note
that users who wish to associate themselves with physicians or non-physician practitioner must be
nominated by the physician or non-physician practitioner.

Required Information
Fields for required information are marked with an asterisk.

It is important that you have all required information available when you begin because registration must
be completed in one session. A registration session will time out after 30 minutes of inactivity. If that
occurs, all information entered during that session will be lost.

Alist of required information is available in the "Required Information for Registration” quick reference
guide [PDF] . This QRG is also available on the Resources page of the Open Payments website.

Registering as a Physician or a Teaching Hospital

If you are a physician who works at a teaching hospital and wish to see data related to you in your
capacity as a physician, select the “Physician or Non-Physician Practitioner” option when registering.
Registering as a user affiliated with a teaching hospital will allow you to see only data related to that
teaching hospital and not your records. You may register as both a physician and a user affiliated with a
teaching hospital if needed.

Physicians should register themselves in the Open Payments system and not delegate this task to
another individual.

Registering as a Non-Physician Practitioner

If you are registering as a Physician Assistant, Nurse Practitioner, Clinical Nurse Specialist, Certified
Registered Nurse Anesthetist or Anesthesiologist Assistant, or Certified Nurse-Midwife, select the
"Physician or Non-Physician Practitioner" option when registering. If you are a Physician Assistant, Nurse
Practitioner, Clinical Nurse Specialist, Certified Registered Nurse Anesthetist or Anesthesiologist
Assistant, or Certified Nurse-Midwife who works at a teaching hospital and wish to see data related to
you in your capacity as a non-physician practitioner, select the “Physician or Non-Physician Practitioner”
option when registering.

When you are ready to begin registration, select “Start Profile.”

Cancel Start Profile
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Step 4: Select the profile type “Applicable manufacturer or applicable group purchasing organization
(GPO)” and select “Continue.”

Figure 29: Select Profile Type Page

Open Payments (Sunshine Act)

Select Profile Type

Create Profile
Afield with an asterisk (*) is required.

@ Select Profile Type If you received a nomination ID and/or registration 1D in an email notifying you of your nomination for a user role,

begin creating your profile by selecting the “I have a Nomination ID and/or a Registration ID" link.
Register Enti
@ L Yy If you did not receive a nomination ID and/or a registration ID in an email, begin creating your profile by

@ Personal Information indicating whether you are a reporting entity or covered recipient.

@ Review and Submit Profile Note: If you are a physician who works at a teaching hospital and wish to see data related to you in your
capacity as a physician, select the “Physician or Non-Physician Practitioner” option when registering.
Registering as a user affiliated with a teaching hospital will allow you to see only data related to that teaching

» Access the Open Payments hospital and not your records. You may register as both a physician and a user affiliated with a teaching hospital
Lu User Guide if needed

Need help with the website? If you have any questions regarding the user type you should register as, please contact the Open Payments
? Contact Us by emall Help Desk openpayments@cms.hhs.gov for guidance.

Review the Open Payments *Required: Select the type of entity or covered recipient you are affiliated with OR the "I have a
a Privacy Policy [PDF] Nomination ID and/or a Registration ID" link. @

ﬁ @ Applicable manufacturer or applicable group purchasing organization (GPO)
O Physician or Non-Physician Practitioner
O Teaching hospital

OR

I have a Nomination ID and/or a Registration ID

Cance'
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Step 5: Once your entity type is selected, provide the reporting entity’s Taxpayer Identification
Number/Employer Identification Number (TIN/EIN). This will be the reporting entity’s Employer
Identification Number (EIN), a nine-digit number used by the entity for tax reporting. The format for the
TIN/EIN is 99-9999999. Enter the reporting entity’s TIN/EIN in the space provided and select “Find.”

Figure 30: Find and Entity Page

Open Payments (Sunshine Act)

Find an Entity

A field with an asterisk (*) is required.

Create Profile

To find an entity in the Open Payments system, enter the entity's Taxpayer Identification Number

«" Select Profile Type (TIN)Employer Identification Number (EIN) below.
(@ Register Entity If the Entity's TIN/EIN Is Not Found
) If the TIN/EIN entered does not return any results, the entity has not yet been registered within the Open
@ Personal Information . . ‘ N R i "
Payments system. You may register the entity by selecting the "Register Your Entity on Open Payments’
@ Review and Submit Profile link. Note: You must also register yourself for the officer user role when registering an entity. You may hold

more than one user role.

If the Entity's TIN/EIN Is Found
Access the Open Payments

User Guide [PDF, 37.3 MB] If the TIN/EIN search returns results, check the results to see if the entity you wish to register with is listed.
If the entity is not listed, you may register the entity by selecting "Other." If the search results contain the

entity you wish to associate yourself with, you may select that entity and proceed with creating your
persenal profile and nominating yourself for a role with that entity.

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

SRR

Required: Enter the TIN/EIN of the entity.

*Enter TIN/EIN:
99-9999999

ﬁ 34-5678901 Find

Cancel

Back
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Step 6: The system will perform a search for that TIN/EIN to determine if it has already been registered.

If the TIN/EIN returns a match, your reporting entity has already been registered. You may choose to
proceed by nominating yourself for a role with that entity by selecting the reporting entity name, or you

may select “Cancel” to exit entity registration. See Section 3.6d for instructions on how to complete the
self-nomination process.

If no match is found for that TIN/EIN, you can proceed with registering that reporting entity. Select the
“Register your Entity on Open Payments” hyperlink to continue with entity registration.

Figure 31: Find an Entity Page

Open Payments (Sunshine Act)

Find an Entity

Create Profile A field with an asterisk (*) is required.

To find an entity in the Open Payments system, enter the entity's Taxpayer Identification Number
«" Select Profile Type (TIN)/Employer Identification Number (EIN) below.

@ Register Entity If the Entity's TIN/EIN Is Not Found

If the TIN/EIN entered does not return any results, the entity has not yet been registered within the Open
Payments system. You may register the entity by selecting the "Register Your Entity on Open Payments”

@ Review and Submit Profile link. Note: You must also register yourself for the officer user role when registering an entity. You may hold
more than one user role.

If the Entity's TIN/EIN Is Found

@ Personal Information

Access the Open Payments

User Guide [PDF, 37.3 MB] If the TIN/EIN search returns results, check the results to see if the entity you wish to register with is listed.
If the entity is not listed, you may register the entity by selecting "Other." If the search results contain the
Need help with the website? entity you wish to associate yourself with, you may select that entity and proceed with creating your

Contact Us by email personal profile and nominating yourself for a role with that entity.

Review the Open Payments
Privacy Policy [PDF, 102 KB]

P g

Required: Enter the TIN/EIN of the entity.

*Enter TIN/EIN:
99-9999999
34-5678901 Find

No entity with that TIN/EIN is registered on Open Payments

q Register your Entity on Open Payments

Cancel Back

Step 7: Enter the reporting entity’s information. All required fields will be marked with an asterisk (*).
You will not be able to proceed with registration until all the required fields have been entered. Take
care to use proper field formatting required by the system. For example, when entering the entity
phone number and Taxpayer Identification Number/Employer Identification Number (TIN/EIN), you
must include the hyphen (“-“) in the proper place within the field to pass field validation.
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URL is also a required field. If the reporting entity you are registering does not have a website, enter the
generic URL of https://www.cms.gov into this field. When you are done, select “Continue.” Selecting the

“Cancel” button will cause you to lose all data entered.

Additional Information on the fields for entity registration:

¢ The Consolidated Report Indicator indicates whether the applicable manufacturer or applicable
GPO intends to submit a consolidated report. Consolidated reporting allows the reporting entity to
submit bulk data files across multiple registered entities. Applicable manufacturers or applicable
GPOs should select “yes” if another applicable manufacturer or applicable GPO under common
ownership with the registering entity is submitting a report on its behalf. The option selected in the
“Consolidated Report Indicator” is a system indicator only and does not commit you to submitting a
consolidated report. See Section 4.12 for more on consolidated reporting.

¢ The Entity Business Type indicates the type of applicable manufacturer or applicable GPO
registering in the Open Payments system. Entities may select whether the type is any of the
following:

o Applicable manufacturer

If applicable manufacturer is selected, an entity must select one of the following business types:

— applicable manufacturer-drugs/biologicals

— applicable manufacturer-devices/medical supplies

— applicable manufacturer-drugs/biologicals and devices/medical supplies

— applicable manufacturer-physician-owned distributorship

— applicable manufacturer-hospital-owned distributor

— applicable manufacturer-distributor/supplier (non-hospital, non-physician-owned)
o Applicable GPO

If GPO is selected, an entity must select one of the following business types:

— GPO-drugs/biologicals

— GPO-devices/medical supplies

— GPO- drugs/biologicals and devices/medical supplies

— GPO-physician-owned distributorship

— GPO-hospital-owned

— GPO-hospital and physician-owned

— GPO-non-hospital, non-physician-owned

— GPO-government-owned
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The Primary and Backup Points of Contact are individuals who will serve as the points of

contact for the reporting entity and CMS. These must be separate individuals. They do not have
to be registered in the Open Payments system.

The Primary and Backup Points of Contact fields are to provide contact information for
individual(s) from your entity who will assist with the dispute resolution process. Individuals
listed as contacts for review and dispute do not have to be registered in the Open Payments
system. The contents of the “Review and Dispute Primary Point of Contact” and ‘Review and
Dispute Backup Point of Contact” fields will be visible to the covered recipients associated with

the records during the review process. The contents will be displayed exactly as entered in these
fields.

Figure 32: Register Entity Page
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Step 8: Enter the required information and select your user roles. For a description of user roles, see
Section 3.5. When registering a new reporting entity, you must select the role of officer for yourself. The
system will not allow you to proceed if this role is not selected. You may also select the role of submitter
and/or attester and/or compliance for yourself. When you are done, select the “Continue” button.

Note: Selecting the “Back” button will cause you to lose all data entered.

Figure 33: Your Role Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

10)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Your Role

Afield with an asterisk (*) is required

Create Profile

Select your user role(s) below. Note that the individual who registers an entity must register for the officer user

«" Select Profile Type role. You may hold more than one user role.

@ Register Entity An entity may have a maximum of 12 active users, with up to 5 users in an officer role and up fo 2 users in the

compliance role. You may nominate other users on the next screen or after registration is complete.
«” Entity Information

The user roles are as follows:
Your Roles

Nominate Additional Roles Officer:

@ Personal Information

Updates the applicable manufacturer or applicable GPO profile information and can approve and modify

nominations for user roles.
@ Review and Submit Profile

Can deactivate other users from the entity.

o Can review and download compliance messages on behalf of the applicable manufacturer or applicable
User Guide [PDF] GPO

Submitter:
Need help with the website?
Contact Us by email « Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO

- IS R

Review the Open Payments « The submitter role can be held by individuals from third-party entities who submit records on behalf of the
Privacy Policy [PDF] applicable manufacturer or applicable GPO.
Attester:

« Attests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO.

« Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests

Compliance

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable
GPO.

Your first name and last name have been prepopulated from your CMS Enterprise Identity Management system
(EIDM) profile. You may edit these fields as needed. However, changing this information in Open Payments will
not change the corresponding information in your EIDM profile. Enter in your business email and business
telephone number, select the role(s) you wish to hold, and select the "Continue” button

*First Name: Middle Name:
Karen
*Last Name: Suffix (Jr, Sr, etc.):
Miller
*Business Email Address: *Business Telephone Number:
999-999-9999 or Maximum 20 digits
openpayments@yopmail.com 444-444-4444

Indicate the role(s) you will hold in the Open Payments system. Only an officer may manage the
access level of attesters, submitters and compliance role.

Highest Level of Role
¥ Officer
Reporting-related Roles
¥ Submitter
7| Attester
Compliance-related Roles
# Compliance

Cancel Back
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Step 9: You may nominate additional individuals for the officer, submitter, attester, and compliance
roles at this step. To add a nomination, select the “Add” button and proceed to Step 10. If you do not
wish to nominate additional individuals, select the “Continue” button and proceed to Step 11.

If you will not be fulfilling all four user roles yourself, you must nominate at least one other individual to
fill each of the remaining roles. At least one individual must be identified for officer, submitter, and
attester roles in the Open Payments system during initial entity registration. The system will not allow
you to proceed without at least one individual associated with each user role except compliance. The
system will allow registering an entity without assigning a user for compliance role.

Refer to Section 3.3: Open Payments Users and User Roles for more information on user roles.

Figure 34: Applicable Manufacturer or Applicable GPO: Nominate Additional Roles Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Applicable Manufacturer or Applicable GPO:
Nominate Additional Roles

A field with an asterisk (*) is required.

Create Profile

 Select Profile Type
‘You may nominate other individuals for user roles with your reporting entity now or at a later time. An entity may

@ Register Entity have a maximum of 12 active users, with 5 users in an officer role and up to 2 users in the compliance role.
+” Entity Information Officer:
+" Your Roles « Updates the applicable manufacturer or applicable GPO profile information and can approve and modify
i fc I
Nominate Additional Roles riominations for useroles
@ Personal Information « Can deactivate other users from the entity.
+ Can review and download compliance messages on behalf of the applicable manufacturer or applicable
@ Review and Submit Profile
GPO.
Submitter:

User Guide [PDF] « Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO.

Need help with the website? « The submitter role can be held by individuals from third-party entities who submit records on behalf of the
Contact Us by email applicable manufacturer or applicable GPO.

Review the Open Payments Attester:

Privacy Policy [PDF]

L», Access the Open Payments
?
H

« Attests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO

+ Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests.

Compliance

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable

GPO.

Role: First Last Business Email Address: Business Actions:
Name: Name: Telephone
Number:

Officer, Karen Miller openpayments@yopmail.com 555-555-5555 (You)
Submitter,
Attester,
Compliance
Add
Cancel Back Continue
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Step 10: If you selected “Add,” the page will expand to show nominee information fields that will need
to be completed. Fill in the information for the individual being nominated. Once you are done, select
the “Add” button at the bottom of the page again. This will add the nominee information to the

reporting entity’s profile, as well as open another set of information fields to enter an additional
nominee.

Note: Selecting the “Back” button will cause you to lose all data entered.

Figure 35: Applicable Manufacturer or Applicable GPO: Nominate Additional Roles Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Grganization Switch User Type

Review and Dispute ~ Manage Enti Messages Resources

Applicable Manufacturer or Applicable GPO:
Nominate Additional Roles

Afield with an asterisk (*) is required

Create Profile

+ Select Profile Type
“You may nominate other individuals for user foles with your reporting entity now or at a later time. An entity may

@ Register Entity have a maximum of 12 active users, with 5 users in an officer role and up to 2 users in the compliance role.
+ Entity Information Officer:
« YourRoles + Updates the applicable manufacturer or applicable GPO profile information and can approve and modify
e nominations for user roles

@ Personal Information + Can deactivate other users from the entity

+ Gan review and download compliance messages on benalf of the applicable manufacturer or applicable
@ Review and Submit Profile

‘Submitter:

User Guide [PDF] + Submits and edits payment information on behalf of the applicable manufacturer o applicable GPO.

Need help with the website? + The submitter role can be held by individuals from third-party entities who submit records on behalf of the
Contact Us by email applicable manufacturer or applicable GPO

B Access the Open Payments
?

Attester:
Review the Open Paymenits ster:

Privacy Policy [PDF]

+ Adtests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO.

+ Can submit assumptions made in the reporting of payments, other transfers of value, o ownership or
investment interests.

Compliance

+ Can review and downioad compliance messages on behalf of the applicable manufacturer or applicable

Role: First  Last  Business Email Address: Business  Actions:
Name: Name: Telephone
Number:
Officer, Leslie  Smith submitter@yopmail.com  555-555-5555 (YOU)
Submitter,
Attester.
Compliance

Nominee Information

Enter the individual's personal information and the role(s) for which they are being nominated. Once
entered, select the "Add” bution. Repeat this process for all individuals you wish to nominate. After you
have entered all of this information, select the "Continue” button.

“First Name: Middle Name:

Tom

“Last Name: Suffix (Jr., Sr, etc.):
Smith

“Business Email Address:
openpayments@yopmail.com

“Indicate the role or roles this person will have:
Officer
! Submitter
Atester

Compliance
Business Address:

“Country:
United States .

“Business Address, Line 1:
7500 Security Bivd

Business Address, Line 2:

“City Name: *State:
Baltimore Please Select v
“Zip Code: “Business Telephone Number:
99999 9999 999-999-9999
21244 555-555-5655
Cancel
Cancel Back Continue
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Repeat the process until you have entered all individuals you wish to nominate at this time. An entity
can have up to twelve unique users with a maximum of five users holding the role of officer and
maximum of two users holding the role of compliance. Note that individuals can be nominated for user
roles after entity registration is complete.

The page will display a summary of all the individuals being nominated for user roles for this reporting
entity. Once you have entered all nominations you wish to include at this time, select the “Continue”
button.

Figure 36: Applicable Manufacturer or Applicable GPO: Nominate Additional Roles Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

_ Applicable Manufacturer or Applicable GPO:
Create Profile Nominate Additional Roles

A field with an asterisk (*) is required.
«" Select Profile Type
Confirmation:

@ Register Entity « Your nominee has been successfully added.

+/ Entity Information You may nominate other individuals for user roles with your reporting entity now or at a later time. An entity may

have a maximum of 12 active users, with 5 users in an officer role and up to 2 users in the compliance role.
«" Your Roles

Nominate Additional Roles Officer:

@ Personal Information « Updates the applicable manufacturer or applicable GPO profile information and can approve and modify
nominations for user roles

@ Review and Submit Profile

« Can deactivate other users from the entity.

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable

L», Access the Open Payments GPO.
?

User Guide [PDF]
Submitter:

Need help with the website?

Contact Us by email + Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO.

Review the Open Payments « The submitter role can be held by individuals from third-party entities who submit records on behalf of the
a Privacy Policy [PDF] applicable manufacturer or applicable GPO.
Attester:

« Attests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO.

« Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests.

Compliance

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable

GPO.
Role: First Last Business Email Address:  Business Actions:
Name: Name: Telephone
Number:
Officer, Karen Miller openpayments@yopmail.com 555-555-5555 (YOu)
Submitter,
Attester,
Compliance
Submitter Tom Smith openpayments@yopmail.com 555-555-5555 Edit Delete
Add

Cancel s
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Step 11: Review any pre-populated information for accuracy and enter other personal information.
Required fields are marked with an asterisk (*). You will not be able to proceed with registration until all

the required fields have been completed. Once your personal information has been entered, select the
“Continue” button.

Note: Selecting the “Back” button will cause you to lose all data entered.

Figure 37: Enter Personal Information Page

Open Payments (Sunshine Act)

Enter Personal Information

Create Profile Afield with an asterisk (*) is required.

Provide personal and business information below to create your user profile.
+" Select Profile Type
Your first name and last name have been prepopulated from your CMS Enterprise Identity Management system
«" Register Entity (EIDM) profile. You may edit the prepopulated fields as needed. However, changing this information in Open
Payments will not change the corresponding information in your EIDM profile.
@ Personal Information
Once you have entered the information, select the “Continue” button

@ Review and Submit Profile

Your Name
Access the Open Payments Fj, - - 3
L‘» User Guide (POF] First Name: Last Name:
Lesllie Smith
Need help with the website?
? Contact Us by email Middle Name: Suffix (Jr., Sr., etc.):
21244
B Review the Open Payments
iy EoRc e Your Business Contact Information
Enter your business or entity information.
*Business Email Address: *Job Title:
openpayments@yopmail.com Senior Analyst
*Country:
United States v
“*Business Address, Line 1:
7500 Security Bivd
Business Address, Line 2:
“City Name: "State:
Baltimore Maryland
*Zip Code: *Business Telephone Number:
99999 9999 999-099-9999
21244 566-555-5555

Cancel Back
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Step 12: Review the information entered for your reporting entity and personal profile. Select the
“Back” button at the bottom of the page to go back and edit any information. Once you have reviewed
the information and determined it to be correct, select the “Continue” button.

Figure 38: Review and Submit Profile Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Swilch User Type

Review and Submit Profile

Review the information on this page to ensure it is correct. Select the "Back” bution fo navigate to the previous
pages to correct any invalid information. Select the “Continue” button to submit your profile.

Create Profile

" Select Profile Type
+" Register Entity Entity's Legal Name: ABCDE Medical

+ Personal Information Reporting Entity Type: Applicable Manufacturer
Business Type: App! er-dn

@ Review and Submit Profile
Food & Drug Administration (FDA) Establishment Identifier:

B Access the Open Payments. Data Universal Numbering System (D-U-N-S® Number):
User Guide [FDF] URL of Parent Company: www.CMS . gov
7 Need help with the website?
g Contact Us by email

Business Address:

Review the Gpen Payments .
Privacy Policy [PDF] Country: United States

Business Address, Line 1: 7500 Security Bivd.
Business Address, Line 2:

City Name: Baltimore

State: Maryland

Zip Code: 21244

Business Telephone Number: 555-555-5555

Business Ownership Information

Type of Ownership: Corporation

Taxpayer Identifier Number (TIN)/Employer Identification Number (EIN): 22-3635343
Doing Business As (DBA) Name: ABCDE Medical

Will this entity's information be submitted in a consolidated
report (i.e., one entity reports on behalf of another entity)?

No, my entity’s data will not be submitted in a consolidated report

Points of Contact

The two identified points of contact will receive important notification emails regarding Open
Payments.

Being entered as a paint of contact does not register that individual in the Open Payments system or

give that individual access to the system. Individuals must be registered in the system if they want to

access the Open Payments system.

Primary Point of Contact

Name: Mary Smith Business Telephone Number: 333-333-3333

Title at the Entity: Manager Business Email Address:
openpayments@yopmail.com

Backup Point of Contact

Name: Joe Miller Business Telephone Number: 444-444-4444

Title at the Entity: Senior Manager Business Email Address:
oopenpayments@yopmail.com

Contact Information for Review and Dispute

Contact Information:
Please contact Mary Smith

Nominations:
Role: First  Last Middle  Suffix (Jr, Sr, Business Email Address:
Name: Name:  Name: etc.)

Officer, Karen  Miller openpayments@yopmail.com
Submitter,

Attester,

Compliance

Submitter Tom Smith openpayments@yopmail.com

Cancel Back
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The following message will appear on-screen to confirm your reporting entity and personal profile have
been successfully created. An email notification with the entity’s registration ID will be sent to you, the

individuals you nominated for user roles during registration, and the individuals listed as points of
contact for the reporting entity.

Figure 39: Success Confirmed Page

Open Payments (Sunshine Act)

Success Confirmed

‘You have successfully submitted profile information for ABCDE Medical.

Create Profile

‘You may now go te Open Payments Home

o ST You will receive an email confirming that a profile was submitted for the entity. The email confirmation

 Register Entity message will have the entity's registration ID.

The entity will undergo vetting. You will receive an email with the results of the vetting soon. The entity will
be successfully registered in the Open Payments system if it passes vetting. You can refer to the
" Review and Submit Profile Open Payments User Guide [PDF, 37.3 MB] for further information.

«" Personal Information

For help obtaining a PDF viewer, go to the CMS.gov Help page.

L,» Access the Open Payments Notle‘ You will not be able to take any actions related to this profile until the entity has been successfully
User Guide [PDF, 37.3 MB] registered.

? Need help with the website?
H Contact Us by email

a Review the Open Payments
Privacy Policy [PDF, 102 KB]

After both the reporting entity profile and officer profile are created, the Open Payments system vets
the reporting entity based on the information provided in the entity profile. An overview of the vetting
process can be found in Section 3.7.

If the reporting entity’s registration is successful, Open Payments will send an email notification to the
officer(s) as well as the primary and backup points of contact. This email will state that the entity has
been successfully registered. You will be able to access the entity’s profile in the Open Payments system
and begin performing your tasks.

If the reporting entity’s registration is unsuccessful, Open Payments will send an email notification to
the officer(s) and points of contact stating the entity could not be successfully verified and registered.
Contact the Open Payments Help Desk at openpayments@cms.hhs.gov or 1-855-326-8366 for
assistance. For the TTY line, call 1-844-649-2766.

3.4b: Registering an Entity (Returning System Users)

If you already have access to an existing entity in the Open Payments system and wish to register a new
reporting entity with the system, follow these steps:
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Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials and

navigate to the Open Payments home page. Select the “Manage Entities” tab from the menu bar on the
Open Payments home page.

Figure 40: Open Payments System Landing Page for returning system users.

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} [2 ® &2 @

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Welcome to the Open Payments System
Announcements

User Guide [PDF]

Need help with the website?
Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

['-,» Access the Open Payments
?

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

‘You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB contral number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Select “Register New Entity.”

Figure 41: Manage Entities Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fat | ®

Home Submissions Review and Dispute Manage Entities My Profile

Manage Entities

Register New Entity

The entities you are associated with are listed below. Select an entity from the list below to view
the entity's profile and, if you hold the officer role, manage user roles affiliated with the entity.

Entities pending recertification must be recertified before users can perform any system actions for
those entities. Entity recertification requires that an active officer within the Open Payments system
reviews, updates (as necessary), and confirms the accuracy of the entity's profile information.

Changes made to the Entity Name, TIN, or DUNS Number fields will cause your entity to be re-
vetted.

Your Entities

Name: Registration ID: Status: Date Verified:
ABCDE Medical 100000355013 Vetted 05/24/2019 08:30:01

> ®

Messages Resources

Access the Open Payments
User Guide [PDF]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]
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Step 3: Select the profile type “Applicable manufacturer or applicable group purchasing organization
(GPO)” and select “Continue.”

Figure 42: Select Profile Type Page

Open Payments (Sunshine Act)

Select Profile Type

Create Profile
Afield with an asterisk (*) is required.

@ Select Profile Type If you received a nomination ID and/or registration 1D in an email notifying you of your nomination for a user role,

begin creating your profile by selecting the “I have a Nomination ID and/or a Registration ID" link.
Register Enti
@ L Yy If you did not receive a nomination ID and/or a registration ID in an email, begin creating your profile by

@ Personal Information indicating whether you are a reporting entity or covered recipient.

@ Review and Submit Profile Note: If you are a physician who works at a teaching hospital and wish to see data related to you in your
capacity as a physician, select the “Physician or Non-Physician Practitioner” option when registering.
Registering as a user affiliated with a teaching hospital will allow you to see only data related to that teaching

» Access the Open Payments hospital and not your records. You may register as both a physician and a user affiliated with a teaching hospital
Lu User Guide if needed

Need help with the website? If you have any questions regarding the user type you should register as, please contact the Open Payments
? Contact Us by emall Help Desk openpayments@cms.hhs.gov for guidance.

Review the Open Payments *Required: Select the type of entity or covered recipient you are affiliated with OR the "I have a
a Privacy Policy [PDF] Nomination ID and/or a Registration ID" link. @

ﬁ @ Applicable manufacturer or applicable group purchasing organization (GPO)
O Physician or Non-Physician Practitioner
O Teaching hospital

OR

I have a Nomination ID and/or a Registration ID

Cance'
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Step 4: Once your entity type is selected, provide the reporting entity’s Taxpayer Identification
Number/Employer Identification Number (TIN/EIN). This will be the entity’s Employer Identification
Number (EIN), a nine-digit number used by the entity for tax reporting. The format for the TIN/EIN is 99-
9999999. Enter the entity’s TIN/EIN in the space provided and select “Find.”

Figure 43: Find and Entity Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Find an Entity

Create Profile A field with an asterisk (*) is required.

To find an entity in the Open Payments system, enter the entity's Taxpayer Identification Number (TIN)/Employer

«" Select Profile Type Identification Number (EIN) below.

@ Register Entity If the Entity's TIN/EIN Is Not Found

@ Personal Information If the TIN/EIN entered does not return any results, the entity has not yet been registered within the Open
Payments system. You may register the entity by selecting the "Register Your Entity on Open Payments" link.

@ Review and Submit Profile Note: You must also register yourself for the officer user role when registering an entity. You may hold more than
one user role.

Access the Open Payments If the Entity's TIN/EIN Is Found
User Guide [PDF] . . . . L
If the TIN/EIN search retums results, check the results to see if the entity you wish to register with is listed. If the

Need help with the website? entity is not listed, you may register the entity by selecting "Other.” If the search results contain the entity you
Contact Us by email wish to associate yourself with, you may select that entity and proceed with creating your personal profile and
nominating yourself for a role with that entity.

Review the Open Payments
Privacy Policy [PDF]

B v

Required: Enter the TIN/EIN of the entity.

*Enter TIN/EIN:
99-9999999

ﬂ 34-5678901

Cancel Back
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Step 5: The system will perform a search for that TIN/EIN to determine if it already has a profile.

If the TIN/EIN returns a match, it means your reporting entity has already been registered in the Open

Payments system. You may choose to proceed by nominating yourself for a role with that reporting

entity by selecting the entity name, or you may select “Cancel” to exit entity registration. See Section

3.6d for instructions on how to complete the self-nomination process.

If no match is found for that TIN/EIN, you can proceed with registering that entity. Select “Register your

Entity on Open Payments” to continue with reporting entity registration.

Figure 44: Find an Entity Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) )

Home Submissions Review and Dispute Manage Entities My Profile

Find an Entity

Create Profile A field with an asterisk (*) is required.

«" Select Profile Type Identification Number (EIN) below.

one user role.

Access the Open Payments If the Entity's TIN/EIN Is Found
User Guide [PDF]

Need help with the website?

nominating yourself for a role with that entity.

Review the Open Payments
Privacy Policy [PDF]

D vy

Required: Enter the TIN/EIN of the entity.

*Enter TIN/EIN:
99-9999999

34-5678901 Eon

ﬁ Register your Entity on Open Payments

Cancel

To find an entity in the Open Payments system, enter the entity's Taxpayer Identification Number (TIN)/Employer

(@ Register Entity If the Entity's TIN/EIN Is Not Found

@ Personal Information If the TIN/EIN entered does not return any results, the entity has not yet been registered within the Open
Payments system. You may register the entity by selecting the "Register Your Entity on Open Payments" link.

@ Review and Submit Profile Note: You must also register yourself for the officer user role when registering an entity. You may hold more than

If the TIN/EIN search returns results, check the results to see if the entity you wish to register with is listed. If the
entity is not listed, you may register the entity by selecting "Other." If the search results contain the entity you
Contact Us by email wish to associate yourself with, you may select that entity and proceed with creating your personal profile and

No entity with that TIN/EIN is registered on Open Payments

£ ®

Messages Resources

Back
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Step 6: Enter the reporting entity information. All required fields will be marked with an asterisk (*). You
will not be able to proceed with registration unless all the required fields have been completed.

Also, take care to use proper field formatting required by the system. For example, when entering the
reporting entity phone number and Taxpayer Identification Number/Employer Identification Number
(TIN/EIN), you must include the hyphen (“-“) in the proper place within the field to pass field validation.

The URL is also a required field. If the reporting entity you are registering does not have a website, enter
the URL of https://www.cms.gov into the field.

When you are done, select the “Continue” button. Selecting the “Back” button will cause you to lose all
data entered.

Additional Information on the fields for entity registration:

e The Consolidated Report Indicator indicates whether the applicable manufacturer or applicable
GPO intends to submit a consolidated report. Consolidated reporting allows the reporting entity to
submit bulk data files across multiple registered entities. Applicable manufacturers or applicable
GPOs should select “Yes” if another applicable manufacturer or applicable GPO under common
ownership with the registering entity is submitting a report on its behalf. The option selected in the
“Consolidated Report Indicator” is a system indicator only and does not commit you to submitting a
consolidated report. See Section 4.12 for more on consolidated reporting.

¢ The Entity Business Type indicates the type of applicable manufacturer or applicable GPO
registering in Open Payments. Entities may select whether the type is any of the following:

o Applicable manufacturer

If applicable manufacturer is selected, an entity must select one of the following business types:

— applicable manufacturer-drugs/biologicals

— applicable manufacturer-devices/medical supplies

— applicable manufacturer-drugs/biologicals and devices/medical supplies

— applicable manufacturer-physician-owned distributor

— applicable manufacturer-hospital-owned distributor

— applicable manufacturer-distributor/supplier (non-hospital, non-physician-owned)
o Applicable GPO

If GPO is selected, an entity must select one of the following business types:

— GPO-drugs/biologicals

— GPO-devices/medical supplies

— GPO- drugs/biologicals and devices/medical supplies
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— GPO-physician-owned

— GPO-hospital-owned

— GPO-hospital and physician-owned

— GPO-non-hospital, non-physician-owned
— GPO-government-owned

The Primary and Backup Points of Contact are individuals who will serve as the points of
contact for the reporting entity and CMS. These must be separate individuals. They do not have
to be registered in the Open Payments system.
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The Primary and Backup Points of Contact fields provide contact information for individual(s)
from your entity who will assist with the dispute resolution process. Individuals listed as
contacts for review and dispute do not have to be registered in the Open Payments system. The
contents of the “Review and Dispute Primary Point of Contact” and ‘Review and Dispute Backup
Point of Contact” fields will be visible to the covered recipients associated with the records
during the review process. The contents will be displayed exactly as entered in these fields.

Figure 45: Register Entity Page
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Step 7: Enter the required information and select your user roles. For a description of user roles, see
Section 3.3. When registering a new reporting entity, you must select the role of officer for yourself. The
system will not allow you to proceed if this role is not selected. You may also select the role of
submitter, attester, and/or compliance for yourself. When you are done, select “Continue.”

Note: Selecting the “Back” button will cause you to lose all data entered.

Figure 46: Your Role Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Gt A ® & ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Your Role

Afield with an asterisk (*) is required

Create Profile

Select your user role(s) below. Note that the individual who registers an entity must register for the officer user

«" Select Profile Type role. You may hold more than one user role.

@ Register Entity An entity may have a maximum of 12 active users, with up to 5 users in an officer role and up to 2 users in the
«compliance role. You may nominate other users on the next screen or after registration is complete.
+ Entity Information
The user roles are as follows:

Your Roles
Nominate Additional Roles Officer:
@ Besscnallisfomation « Updates the applicable manufacturer or applicable GPO profile information and can approve and modify

nominations for user roles.
@ Review and Submit Profile

« Can deactivate other users from the entity.

L‘ e —— = Can review and download compliance messages on behalf of the applicable manufacturer or applicable
) User Guide [PDF] GPO.
Submitter:
7 Need help with the website?
H Contact Us by email « Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO.
e a—. « The submitter role can be held by individuals from third-party entities who submit records on behalf of the
a Privacy Policy [PDF] applicable manufacturer or applicable GPO.
Attester:

= Attests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO.

« Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests.

Compliance

= Can review and download compliance messages on behalf of the applicable manufacturer or applicable
GPO

Your first name and last name have been prepopulated from your CMS Enterprise Identity Management system
{(EIDM) profile. You may edit these fields as needed. However, changing this information in Open Payments will
not change the corresponding information in your EIDM profile. Enter in your business email and business
telephone number, select the role(s) you wish to hold, and select the "Continue" button.

*First Name: Middle Name:
Leslie
*Last Name: Suffix (Jr., Sr., etc.):
Smith
*Business Email Address: *Business Telephone Number:
999-999-9999 or Maximum 20 digits
openpayments@yopmail.com 555-555-5555

Indicate the role(s) you will hold in the Open Payments system. Only an officer may manage the
access level of attesters, submitters and compliance role.

Highest Level of Role

I Officer
Reporting-related Roles

¥ Submitter

¥ Attester
Compliance-related Roles

%) Compliance

Cancel Back Continue |
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Step 8: You may nominate additional individuals for the officer, submitter, attester, and compliance
roles at this step. If you do not wish to nominate additional individuals, select “Continue.”

If you will not be fulfilling all four user roles yourself, you must nominate at least one other individual to
fill each of the remaining roles. At least one individual must be identified for officer, submitter, and
attester roles in the Open Payments system during initial entity registration. The system will not allow
you to proceed without at least one individual associated with each user role except compliance. The
system will allow registering an entity without assigning a user for compliance role.

Figure 47: Applicable Manufacturer or Applicable GPO: Nominate Additional Roles Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Swilch User Type

fa} ) > ©

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Applicable Manufacturer or Applicable GPO:
Nominate Additional Roles

A field with an asterisk (*) is required.

Create Profile

+" Select Profile Type
You may nominate other individuals for user roles with your reporting entity now or at a later time. An entity may
@ Register Entity have a maximum of 12 active users, with 5 users in an officer role and up to 2 users in the compliance role.
Officer:
+ Updates the applicable manufacturer or applicable GPO profile information and can approve and modify
nominations for user roles.

+" Entity Information

«" Your Roles
Nominate Additional Roles

@ Personal Information

» Can deactivate other users from the entity.

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable
GPO.

@ Review and Submit Profile Submitter:

« Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO.

» Access the Open Payments + The submitter role can be held by individuals from third-party entities who submit records on behalf of the
L’ User Guide [PDF] applicable manufacturer or applicable GPO.

Need help with the website? Attester: o . .
? Contact Us by email + Aftests to the accuracy, completeness, and timeliness of the data submitted for the applicable

manufacturer or applicable GPO.

a Review the Open Payments

4 + Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
Privacy Policy [PDF]

investment interests.

Compliance
+ Can review and download compliance messages on behalf of the applicable manufacturer or applicable
GPO.
Role: First Last Business Email Address: Business Actions:
Name: Name: Telephone
Number:
Officer, Karen Miller openpayments@yopmail com 555-555-5555 (You)
Submitter,
Attester,
Compliance
Add
S
Cancel Back Continue
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Step 9: To add a nominee, select “Add.” The page will expand to show nominee information fields that
will need to be completed. Fill in the information for the individual being nominated. Once you are
done, select the “Add” button at the bottom of the page again. This will add the nominee information to

the reporting entity’s profile, as well as open another set of nominee information fields to enter an
additional nominee.

Note: Selecting the “Back” button will cause you to lose all data entered.

Figure 48: Applicable Manufacturer or Applicable GPO: Nominate Additional Roles Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Swich Us

Applicable Manufacturer or Applicable GPO:
Nominate Additional Roles

Afiold with an astarisk () is required

Create Profile

" Select Profile Type
You may nominate other individuals for user roles with your reporting entity now or at a later time. An entity may

@ Register Entity have a maximum of 12 active users, with 5 USers in an officer role and Up 10 2 USers in the compliance roke

«" Entity Information Officer:
« Your Roles = Updates the applicable manufacturer or applicable GPO profile information and can approve and modity
nominations for user roles
Nominate Additional Roles

@ Personal Information = Can deactvate other users from the entiy.

= Can review and downioad compliance messages on behalf of the appicable manufacturer or applicable
@ Review and Submit Profile GPO.

Submitter:

User Guide [PDF] + Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO.
Nosd help with o wabshe? + The submiter role can be heid by individuals rom third-party enliies who submit ecords on behalf of the
Contact Us by email applicable manufacturer or applicable GPO.

Attester:

'-_’,‘ Access the Open Payments
?
]

Review the Open Payments
e B - Attests 1o the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applcable GPO

= Can submit assumptions made in the reporting of payments, cther transfers of value, or ownership o
investment inferests

Compliance

= Can review and downioad compliance messages on behall of the applicable manufaciurer or applicable
GPO

Role: First  Last  Business Email Address: Business  Actions:
Name: Name: Telephone
Number:
Officer, Tom  Smith  openpaymenis@yopmailcom 555.555.  (YOU)
Submitter, 5555,
Attester,
Compliance

Nominee Information

Enter the individuar' personal information and the role(s) for which they are being nominated Once
entered, select the "Add™ button. Repeat s process for &ll ndividuals you wish to nominate. Aler you
have entered all of this information, select the "Continue” button,

“First Name: Middle Name:

Tom
“Last Name: Suffix (Jr, St etc.):
Smitn

“Business Email Address:
openpayments@yopmail.com

“Indicate the role o roles this person will have:
Officer
“ Submiter
Attester

Compliance
Business Address:

*Country:
United States

“Business Address, Line 1:
7500 Securty Bivd

Business Address, Line 2:

“City Name: *State:
Baltimore Maryland

*Zip Code: “Business Telephone Number:
09000 9999 00

21248

Cancel

Gancel Back Continue
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Repeat the process until you have entered all individuals you wish to nominate at this time. An entity
can have up to 12 unique users with a maximum of five holding the role of officer and maximum of two

holding the role of compliance. Note that individuals can be nominated for user roles after registration is
complete.

The page will display a summary of all the individuals being nominated for user roles for this entity.
Once you have entered all nominations you wish to include at this time, select “Continue.”

Figure 49: Applicable Manufacturer or Applicable GPO: Nominate Additional Roles Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} @ 3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Applicable Manufacturer or Applicable GPO:

Create Profile

«" Select Profile Type
@ Register Entity
« Entity Information

«" Your Roles

Nominate Additional Roles

Afield with an asterisk (*) is required.
Confirmation:
+ Your nominee has been successfully added.

You may nominate other individuals for user roles with your reporting entity now or at a later time. An entity may
have a maximum of 12 active users, with 5 users in an officer role and up to 2 users in the compliance role.
Officer:

« Updates the applicable manufacturer or applicable GPO profile information and can approve and modify

Nominate Additional Roles -
nominations for user roles.

@ Personal Information ;
« Can deactivate other users from the entity.

@ Review and Submit Profile « Can review and download compliance messages on behalf of the applicable manufacturer or applicable

GPO.

Access the Open Payments Submitter:
User Guide [PDF] - Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO.

« The submitter role can be held by individuals from third-party entities who submit records on behalf of the

Need help with the website? A ‘
applicable manufacturer or applicable GPO.

Contact Us by email
Attester:
- Attests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO.

Review the Open Payments
Privacy Policy [PDF]

- IRV

« Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests.

Compliance
+ Can review and download compliance messages on behalf of the applicable manufacturer or applicable
GPO.
Role: First Last Business Email Address: Business Actions:
Name: Name: Telephone
Number:
Officer, Karen Miller openpayments@yopmail.com 555-555-5555 (You)
Submitter,
Attester,
Compliance
Submitter Tom Smith openpayments@yopmail.com 555-555-5555 Edit Delete
Add

Cancel Back I Continue I

Step 10: Review the information entered for your reporting entity and personal profile. Select the
“Back” button at the bottom of the page to go back and edit any information. Once you have reviewed
the information and determined it to be correct, select the “Continue” button.
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Figure 50: Review and Submit Profile Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Review and Submit Profile

Review the information on this page to ensure it is correct. Select the “Back™ button to navigate to the previous
pages to correct any invalid information. Select the “Continue” button to submit your profile.

Create Profile

«" Select Profile Type

+" Register Entity Entity's Legal Name: ABCDE Medical
+ Personal Information Reporting Entity Type: Applicable Manufacturer
: g /hiologi
@ T — Business Type: Applicable manufacturer-drugs/biological
Food & Drug i ation (FDA) i d
» Access the Open Payments Data Universal Numbering System (D-U-N-S® Number):
L User Guide [PDF]

URL of Parent Company: www.CM3s.gov
P Contisoyemal .
. Business Address:

a :x;i:&?igﬁg%?mems Country: United States

Business Address, Line 1: 7500 Security Bivd
Business Address, Line 2:

City Name: Baltimore

State: Maryland

Zip Code: 21244

Business Telephone Number: 555-555-5655

Business Ownership Information

Type of Ownership: Corporation

Taxpayer Identifier Number (TINJEmployer Identification Number (EIN): 22-3635343
Doing Business As (DBA) Name: ABCDE Medical

Will this entity's information be submitted in a consolidated
report (i.e., one entity reports on behalf of another entity)?

No, my entity’s data will not be submitted in a consolidated report

Points of Contact

The two identified points of contact will receive important notification emails regarding Open
Payments.

Being entered as a point of contact does not register that individual in the Open Payments system or

give that individual access to the system. Individuals must be registered in the system if they want to

access the Open Payments system.

Primary Point of Contact

Name: Mary Smith Business Telephone Number: 333-333-3333

Title at the Entity: Manager Business Email Address:
openpayments@yopmail.com

Backup Peint of Contact
Name: Joe Miller Business Telephone Number: 444-444-4444

Title at the Entity: Senior Manager Business Email Address:
openpayments@yopmail.com

Contact Information for Review and Dispute

Contact Information:
Please contact Mary Smith

Nominations:
Role: First Last Middle Suffix (Jr., Sr., Business Email Address:
Name: Name: Name: etc.):
Officer, Karen Miller openpayments@yopmail.com
Submitter,
Altester,
Compliance
Submittar Tom Smith openpayments@yopmail.com
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The following message will appear to confirm your reporting entity and personal profile have been
successfully created. An email notification with the entity registration ID will be sent to the identified
officer(s) and points of contact.

Figure 51: Success Confirmed Page

Open Payments (Sunshine Act)

Success Confirmed

‘You have successfully submitted profile information for ABCDE Medical

Create Profile

‘You may now go to Open Payments Home

s electiictielVpe You will receive an email confirming that a profile was submitted for the entity. The email confirmation

+ Register Entity message will have the entity's registration ID.

The entity will undergo vetting. You will receive an email with the results of the vetting soon. The entity will
be successfully registered in the Open Payments system if it passes vetting. You can refer to the
+ Review and Submit Profile Open Payments User Guide [PDF, 37.3 MB] for further information.

«" Personal Information

For help cbtaining a PDF viewer, go to the CMS.gov Help page.

L,» Access the Open Payments Not‘e‘ You will not be able to take any actions related to this profile until the entity has been successiully
User Guide [PDF, 37.3 MB] registered.

? Need help with the website?
H Contact Us by email

a Review the Open Payments
Privacy Policy [PDF, 102 KB]

After both the reporting entity and officer profiles are created, the Open Payments system vets the
entity based on the information provided in the entity profile. An overview of the vetting process can be
found in Section 3.7.

If the reporting entity’s registration is successful, Open Payments will send an email notification to the
officer(s) as well as the primary and backup points of contact. This email will state that the entity has
been successfully registered. You will be able to access the entity’s profile in the Open Payments system
and begin performing their tasks.

If the reporting entity’s registration is unsuccessful, Open Payments will send an email notification to
the officer(s) and points of contact stating the entity could not be successfully verified and registered.
Contact the Open Payments Help Desk at openpayments@cms.hhs.gov or 1-855-326-8366 for
assistance. For the TTY line, call 1-844-649-2766.

Section 3.5: Entity Recertification

Applicable manufacturers and applicable GPOs who registered for Open Payments in a previous
calendar year are required to recertify themselves each year prior to submitting data or performing
review and dispute activities. You will not be able to perform any submission or review and dispute
activities for a registered entity until that entity is recertified. If you attempt to perform any such actions
before recertification an error message will notify you that your entity requires recertification.
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You can recertify an entity starting on January 1 of each calendar year. After recertification, you can
perform user role management activities for the entity as well as view and download previously
submitted data. However, you will not be able submit new data, edit data, or delete existing data until
the start of the submission period.

During recertification, you either confirm that the details of the entity’s profile in the Open Payments
system are accurate or update the entity’s profile information if its profile in Open Payments is
inaccurate or outdated. Note that only users who hold the role of officer in the reporting entity can
recertify. If you do not have an active officer for your entity, you will need to contact the CMS Open
Payments Help Desk at openpayments@cms.hhs.gov or 1-855-326-8366 for assistance. For the TTY line,
call 1-844-649-2766.

If your entity has a status of “Failed Vetting” due to unsuccessful attempts to register in a previous
calendar year, you must recertify after updating your entity’s profile.

To recertify a reporting entity, follow these steps.
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Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials and

navigate to the Open Payments home page. Select the “Manage Entities” tab from the menu bar on the
Open Payments home page.

Figure 52: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

3 ) E2 ©)

Submissions Review and Dispute Manage Entities My Profile Messages

Resources
@ Access the Open Payments
Welcome to the Open Payments System User Guide [PDF]
Announcements 7 Need help with the website?
g Contact Us by email
Program Year 2018 Review and Dispute Period Open -
The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities Review the Open Payments
i - o Privacy Policy [PDF]
y receive disputes from covered recipients and should work with them directly to resolve the

disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Visit the Open Payments website at htips://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: From the “Manage Entities” page, select the hyperlink for the entity you wish to recertify.

Figure 53: Manage Entities Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) 2 )

Home Submissions Review and Dispute Manage Entities My Profile

Manage Entities

Register New Entity

The entities you are associated with are listed below. Select an entity from the list below to view
the entity's profile and, if you hold the officer role, manage user roles affiliated with the entity.

Entities pending recertification must be recertified before users can perform any system actions for
those entities. Entity recertification requires that an active officer within the Open Payments system
reviews, updates (as necessary), and confirms the accuracy of the entity's profile information.

Changes made to the Entity Name, TIN, or DUNS Number fields will cause your entity to be re-
vetted.

Your Entities

Name: Registration 1D: Status: Date Verified:
ABCDEF Medical - h 100000355013 — 05/24/2019 8:30:01

Pending Recertification

ABCDE Medical 100000325011 Vetted 05/24/2019 8:30:01

> ®

Messages Resources

Access the Open Payments
User Guide [PDF]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]
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Step 3: On the entity page, select the “Update Entity” button.

Figure 54: Entity Information Page
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Step 4: Review the entity information and edit the fields as needed. Note that the reporting entities
must supply a point of contact for review and dispute activities that will be used to aid in review and
dispute activities. This review and dispute contact information will be visible on your entity’s profile
page, as well as the "Record ID” pages of all records the entity has submitted. Once you have entered all
required information and made other changes, if necessary, check the recertification box for the option
applicable to your entity:says, “I re-certify that the entity information entered above is accurate.” Then
select the “Submit” button. Beginning with Program Year 2023, you have the additional option to
recertify your entity as having no payments to report for the program year.

Figure 55: Entity Information Page in an editable view
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Once you have made changes, you will receive an onscreen confirmation message.
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Figure 56: Manage Entities Page showing entity successfully updated confirmation message

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa} &3 ®

Home Submissions Review and Dispute Manage Entities Messages Resources

Manage Entities User Guide [PDF, 37.3 ME]

Confirmation:

Need help with the website?
Contact Us by email

« Entity successfully updated.

Review the Open Payments
Privacy Policy [FDF, 102 KB]

B Access the Open Payments
?

Register New Entity

The entities you are associated with are listed below. Select an entity from the list below to view
the entity's profile and, if you hold the officer role. manage user roles affiliated with the entity.

Entities pending recertification must be recertified before users can perform any system actions for
those entities. Entity recertification requires that an active officer within the Open Payments system
reviews, updates (as necessary), and confirms the accuracy of the entity's profile information.

Changes made to the Entity Name. TIN, or DUNS Number fields will cause your entity to be re-
vetted.

Your Entities

Name: Registration ID: Status: Date Verified:
ABCDEF Medical 100000355013 Wetted 11/29/2017 16:26.56
ABCDE Medical 100000325011 Vetted 08/18/2017 16:00:05

Changes made to the Entity’s Legal Name, State, Country, TIN, or DUNS Number fields will trigger your
entity to be re-vetted. Updating any of the remaining fields will not trigger the vetting process. You will
be able to perform the submission and review and dispute functions once your entity is successfully re-
vetted.

Section 3.6: Nominations

The nomination process allows you to nominate an individual(s) to fill specific roles within the reporting
entity. Users nominated for a particular role can perform certain tasks in the Open Payments system
once they accept the nomination. Once a reporting entity is successfully registered in the Open
Payments system, you can begin nominating additional users to fill user roles. There are two ways that
individuals can be nominated for a user role:

1. Nominated by an existing Open Payments user for a role with a reporting entity; or
2. Anindividual may nominate him- or herself for a role (“self-nomination”).

You may nominate other individuals for specific user roles within the Open Payments system. The
system will generate an email notification to the nominee once their nomination has been approved by
an officer.
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During initial reporting entity registration, the authorized official must nominate at least one user for
each of the three roles (officer, submitter, and/or attester). It is not mandatory to nominate a user for
the compliance role during initial registration. This process is shown in the entity registration process
shown in Section 3.3. Reporting entities can also nominate individuals after registration is complete. The
process for this is shown in Section 3.6a.

You can hold multiple roles. Entities may nominate up to 12 unique users with a maximum of five
holding the role of officer and a maximum of two holding the role of compliance. To nominate an
individual for a role, the following information must be input into the Open Payments system about that
individual:

First name

Last name

Job title
Business address
Business phone
Email address

Once you receive the nomination notification, you must access the Open Payments system via the CMS
Enterprise Portal and either accept or reject the nomination. You have 10 calendar days to accept or
reject the nomination. If you do not act on your nomination within 10 days, the nomination will expire.
The process for accepting or rejecting your nomination(s) is shown in Sections 3.6b and 3.6c.

If the nomination is accepted, you will be able to complete a user profile, gain access to the entity’s
profile, and perform the duties of your role. An email notification, generated by the Open Payments
system, will be sent informing all users holding the role of officer with the entity that the nomination has
been accepted. If you reject the nomination, you will not be able to perform the actions on that
reporting entity’s behalf and the reporting entity’s officers will receive an email notification of the
rejection. You will need to have IDM credentials to access the Open Payments system and accept or
reject your nominations.

If you have been nominated for multiple user roles with a reporting entity, an officer with that entity
must confirm all your user role nominations before you can begin performing actions in the system.

Reporting entities may have third parties submit payments or other transfers of value on their behalf. In
this case, the officer would nominate the third party to fulfill the submitter role. See Section 4.13 for
more information on third-party data submission.

Self-nominations occur when a user nominates him- or herself for a user role within the Open Payments
system. A user holding the officer role with the reporting entity must approve this nomination before
the nominee can perform any functions within the system. Users choosing to self-nominate in the
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system must also obtain IDM credentials to access Open Payments. The following figure depicts the self-
nomination process.

Figure 57: Self-Nomination Process

Obtain ;‘“‘“s Elpe_n Find Entity
oM ayments via e

Credentials TIN/EIN

Select User Complete
Role User Profile

Enterprise
Portal

To self-nominate for a role in the Open Payments system, you must access the Open Payments system
via the CMS Enterprise Portal and use the reporting entity’s TIN/EIN to find the reporting entity in the
Open Payments system.

Once you have submitted their nomination request, the officer for that reporting entity will receive an
email notification asking to approve the nomination. If the officer approves the nomination, the
nominee will receive an email notification and be granted access to the system. Section 3.6d provides
instructions for self-nomination and Section 3.6f provides instructions for officers with the reporting
entity on how to approve or reject self-nominations.

Note: If the entity no longer has a user in the system who holds the officer user role to approve a self-
nomination, the self-nominator can contact the Open Payments Help Desk at
openpayments@cms.hhs.gov or 1-855-326-8366 for assistance to nominate himself or herself as an
officer. For the TTY line, call 1-844-649-2766. If the entity does not have an officer and the user wants
to nominate themselves for a non-officer role, the nomination will not be approved until the reporting

entity has an active officer.

You can also be deactivated from a reporting entity. Deactivation removes your association with a
reporting entity in the Open Payments system, including removing your access to that reporting entity’s
information and records. It does not remove you from the Open Payments system. Section 3.6g provides
information and instructions on user deactivation. In the “My Profile” page of the Open Payments
system, user roles are listed with a status. An explanation of those statuses is in the table below.

84


mailto:openpayments@cms.hhs.gov

Open Payments User Guide_for_Reporting_Entities_January-2024

Figure 58: User Role Statuses for Reporting Entities

User Role Status

Meaning

Nominated

The individual has been nominated for the user role with the reporting
entity.

Nomination Approved

The individual’s nomination has been approved by an officer. The individual
has not yet accepted or declined the nomination.

Declined The individual declined the user role.

Accepted The individual accepted the user role.

Requested An individual self-nominated for the user role.

Approved The individual’s self-nomination for the user role has been approved by an
officer with the entity.

Vetted The entity has successfully been vetted by the Open Payments system. The

individual holds the officer user role. (Applicable only to the individual who
registered the reporting entity and only for that individual’s officer user role)

Conditionally Active

The entity has been conditionally approved by the Open Payments Help
Desk. The individual holds the officer user role. See Section 3.7a. (Applicable
only to the individual who registered the reporting entity and only for that
individual’s officer user role)

3.6a: Nominating Individuals for a Role with an Existing Reporting Entity

Nominations can be made when registering a new reporting entity or after the entity has been

successfully registered. To nominate individuals after an entity has been successfully registered, follow

the process detailed below:
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Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,

navigate to the Open Payments home page, and select the “Manage Entities” tab from the menu bar on
the Open Payments home page.

Figure 59: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

2 & S > ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: On the “Manage Entities” page, indicate the reporting entity for which you will nominate an
individual for a user role by selecting the reporting entity’s hyperlinked name.

Figure 60: Manage Entities Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} 3 ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Manage Entities

Need help with the website?

Register New Entity Contact Us by email

The entities you are associated with are listed below. Select an entity from the list below to view
the entity's profile and, if you hold the officer role, manage user roles affiliated with the entity.

Review the Open Payments
Privacy Policy [PDF]

L’» Access the Open Payments
?
H

Entities pending recertification must be recertified before users can perform any system actions for
those entities. Entity recertification requires that an active officer within the Open Payments system
reviews, updates (as necessary), and confirms the accuracy of the entity's profile information.

Changes made to the Entity Name, TIN, or DUNS Number fields will cause your entity to be re-
vetted.

Your Entities

Name: Registration ID: Status: Date Verified:
ABCDE Medical b 100000355013 Vetted 05/24/2019 08:30:01
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Step 3: Select the “Manage Roles” tab.

Figure 61: Manage Entities Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

ABCDE Medical

Entity Details Manage Roles

Access the Open Payments
User Guide [PDF]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

Do Q

This page provides the information for your selected entity. Only an authorized official or authorized
representative in the officer role can update any incorrect information in the entity profile by
selecting the "Update Entity" button

Update Entity

. . \
Entity Information 7
Entity's Registration ID: 100001225047
Entity's Legal Name: ABCDE Medical
Reporting Entity Type: Applicable Manufacturer | -

Business Type: Applicable manufacturer-drugs/biological

Food & Drug Admini: ion (FDA) It Identifier:

Data Universal Numbering System (D-U-N-S® Number): 100000355

URL of Parent Company: www.cms.com

Business Address

Country: United States

Business Address, Line 1: 7500 Security Blvd.

Business Address, Line 2:

City Name: Baltimore Zip Code: 21244

State: Maryland Business Telephone Number: 555-555-5555

Business Ownership Information

Type of OQwnership: Corporation

Taxpayer Identifier Number (TIN)/Employer Identification Number (EIN): 34-5678901
Doing Business As (DBA) Name: ABCDE Medical

Will this entity’s information be submitted in a consolidated report (i.e., one entity reports on
behalf of another entity)? No, my entity's data will not be submitted in a consolidated report

Points of Contact

The two identified points of contact will receive important notification emails regarding Open
Payments.

Primary Point of Contact

Name: Mary Smith

Business Telephone Number: 333-333-3333

Title at the Entity: Manager

Business Email Address: openpayments@yopmail.com

Backup Point of Contact

Name: Joe Miller

Business Telephone Number: 444-444-4444
Title at the Entity: Senior Manager

Business Email Address: openpayments@yopmail.com

Contact Information for Review and Dispute

Contact Information:
Please Contact Mary Smith

Recertification Information

Recertified By: Rashid Alam

Date and time recertified: June 06, 2019, 17:11PM GMT
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Step 4: Select “Nominate New Role.”

Figure 62: Entities Manage Roles Tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa} ) > ®

Home Submissions Review and Dispute Manage Entities Resources

ABCDE Medical

Access the Open Payments
User Guide [PDF, 37.3 MB]

Entity Details Manage Roles Need help with the website?

Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

v

Select the "Nominate New Role" button to nominate a new individual o fill a role within your entity.
Select the "Modify" button by a user's name to add or remove a role for an already affiliated user.
Select the "Deactivate User" button by a user's name to remove that user completely from your

entity.
Note: An officer may modify or deactivate another officer but cannot deactivate themselves from
the entity.
An explanation of the statuses below can be found in the Open Payments User Guide [FDF, 37.3
MB].
Nominate New Role
Name: Role: Status: Actions:
Karen Miller Attester Approved Modify

Submitter  Approved

Officer Verified
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Step 5: Enter the required nominee information. Once you are done, select “Send Nomination.”
Note: Selecting the “Cancel” button will cause you to lose all data entered.

Figure 63: Nominate New Role Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Swiich User Type

1) 2 ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Entity Details Manage Roles Need help with the website?

Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

ABCDE Med'cal L‘» Access the Open Payments
?
a

Nominate New Role

Afield with an asterisk (*) is required.

Nominate someone who will have a role on Open Payments for your entity. 3 si\‘
*First Name: Middle Name: (
Iary \ )
*Last Name: Suffix (Jr., Sr, etc.):
Davis
*Business Email Address: .

openpayments@yopmail co

*Indicate the role or roles this person will have:
Officer
¥ Submitter
Attester

Compliance

*Country:
Please Select v

*Business Address, Line 1:
7500 Security Blvd

Business Address, Line 2:

*City Name: *State:
Baltimore Maryland v
*Zip Code: *Business Telephone Number:
99999 9999 999-999-9999
21244 444-444 4444
Cancel Send Nomination
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The on-screen message below will appear once you have completed the nomination.

Figure 64: Entities Manage Roles Tab confirming success of nomination

Open Payments (Sunshine Act)

Appheable Manulaciurer o Groug Purchasing Orgamization Swilch Liser Typa

) (A @

Home Submissions Review and Dispute Manage Entities My Profile

ABCDE Medical a Access the Open Payments
Lisar Guida [PDF, 37.3 ME)
Entty Detalls Manage Roles ? Meed help with the website?
Contact Us by emal
Confirmation: a Review the Opan Payments
Privacy Puolicy [PDF, 102 KE]

« You have successiully submitted Role Information.

Selact the "Mominate Mew Role™ button 1o nominate a new Individual bz il & rale within your entity
Selact the "Modify™ button by a usar's name to add or remove a role for an already affiliated user
Select the "Deactivabe User” bution by & user's namd 10 remove that user complately frorm your

anfity.
Note: An officer rmay modify or deactivale another officer butl cannol deactivate themsalves from
thi antity.
An gocplanation of the statuses balow can be found in the Open Payments User Guide [FDF, 37.3
MEB] .
Haorminate New Rals
Name: Role: Status: Actions:
Karen Miller Antester Approved Modity
Submitter  Approved
Officer Werified
Momination
Mary Davis Submitber Modi
Y Agproved Iy

If the nomination was made by a user with an officer role, the nominee will receive an email notification
that he or she has been nominated for a role in the Open Payments system. The email will contain
instructions for accepting or rejecting the nomination as well as a registration ID and a nomination ID.

If the nomination was made by a user who does not hold the role of officer, an email notification is sent
to all officers of the reporting entity to approve or modify the nomination. If one of the officers
approves the nomination, the Open Payments system sends a notification email to the nominee
informing him or her of the approval of their nomination and provide instructions on how to accept or
reject the nomination and a registration ID and nomination ID.

3.6b: Accepting a Nomination (First Time System Users)
You will be notified of your nomination for a role and must access the Open Payments system via the
CMS Enterprise Portal and either accept or reject your nomination. You will use the registration ID and
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nomination ID received in the nomination email to complete your profile in the Open Payments system
and receive access to the functions for that specific role.

You will have 10 calendar days to accept or reject a nomination. If you have not acted on your
nomination within 10 days, the nomination will expire. If you want a user role after the nomination
expires, then you will have to nominate yourself for a user role (see Section 3.6d for instructions on self-
nomination).

The process for accepting nominations is outlined in Figure 75, below.

Figure 65: Accepting Nominations

Access Open Complete

Recleve Obtain 1DM Payments via Accept/reject profile (if

email
notification

credentials Enterprise nomination nomination
Portal is accepted)

To accept a nomination in the Open Payments system, follow the steps below:

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select “Create My Profile.”

Figure 66: Open Payments System Landing Page for first-time system users

Open Payments (Sunshine Act)

Access the Open Payments
User Guide [PDF, 37.3 MB]

Welcome to the Open Payments
System

Need help with the website?

Our record's indicate INal you have not yel registered in te Open Creat Contact Us by email
Payments system. Before you can perform any actions in the system, you reate
must first create your profife and complete the registration process M}" Profile e

Privacy Policy [PDF, 102 KB]

Getting Started

Cpen Payments (the Sunshine Act) is a national disclosure program that promoles transparency by
publishing the financial refationships between applicable manufacturers and applicable group
purchasing organizations (GPOs) and healthcare providers (physiclans and teaching hospitals) on a
publicty accessible website. The Open Payments system enables the annual reporting of these
relationships to CMS

Register in the Open Payments System

To perform actions in the system, you must register and assaciate yourself with a type of reporting
entity or covered recipient. You may select applicable manufacturer or applicable GPQ, physician, or
teaching hospital

(R AT AT AT AT R T e AT AT AT A R A AT A L W N N NN .
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Step 2: Read the instructions on the “Create Profile” page. Once done, select “Start Profile” at the
bottom of the page.

Figure 67: Create Profile Page

Open Payments (Sunshine Act)

Create Profile
Create Profile

To begin creating a profile and registering in the Open Payments system, you must identify your affiliation

@ Select Profile Type with an applicable manufacturer, applicable group purchasing organization (GPO), teaching hospital,
physician, or non-physician practitioner. Users with provider type of Physician Assistant, Nurse
@ Register Entity Practitioner, Clinical Nurse Specialist, Certified Registered Nurse Anesthetist or Anesthesiologist
Assistant, or Certified Nurse-Midwife are called Non-Physician Practitioner in the Open Payments
@ Personal Information s
ystem.
@ Review and Submit Profile If the applicable manufacturer, applicable GPO, teaching hospital, physician, or non-physician practitioner

has not registered in the Open Payments system, you may register them and then yourself.

» Access the Open Payments For reporting entities, prior to beginning registration, collect the information required for reporting entity

Lc User Guide registration, then proceed with the registration process.

? Need help with the website? For‘ rfpc;rtlng te:lacrtwltr;]g r‘wofspltal,t‘physwcwaln‘((j)rf non-phys(ljmanlp.rac;mlonletr riglst:itlon, prior t;) bial?;mg
[ Contact Us by email registration, collect the information required for covered recipient registration, then proceed with the

registration process.

If the applicable manufacturer, applicable GPO, teaching hospital, physician, or non-physician practitioner
has already been registered in the Open Payments system and you have not affiliated with them in the
Open Payments system, you may:

Review the Open Payments
a Privacy Policy [PDF]

« Ask a user already affiliated with the reporting entity or covered recipient to nominate you for a
user role; or

« Create a personal profile and request a role with the reporting entity or covered recipient user. Note
that users who wish to associate themselves with physicians or non-physician practitioner must be
nominated by the physician or non-physician practitioner.

Required Information

Fields for required information are marked with an asterisk.

It is important that you have all required information available when you begin because registration must
be completed in one session. A registration session will time out after 30 minutes of inactivity. If that
occurs, all information entered during that session will be lost

Alist of required information is available in the "Required Information for Registration" quick reference
guide [PDF] . This QRG is also available on the Resources page of the Open Payments website.

Registering as a Physician or a Teaching Hospital

If you are a physician who works at a teaching hospital and wish to see data related to you in your
capacity as a physician, select the “Physician or Non-Physician Practitioner” option when registering.
Registering as a user affiliated with a teaching hospital will allow you to see only data related to that
teaching hospital and not your records. You may register as both a physician and a user affiliated with a
teaching hospital if needed.

Physicians should register themselves in the Open Payments system and not delegate this task to
another individual.

Registering as a Non-Physician Practitioner

If you are registering as a Physician Assistant, Nurse Practitioner, Clinical Nurse Specialist, Certified
Registered Nurse Anesthetist or Anesthesiologist Assistant, or Certified Nurse-Midwife, select the
"Physician or Non-Physician Practitioner" option when registering. If you are a Physician Assistant, Nurse
Practitioner, Clinical Nurse Specialist, Certified Registered Nurse Anesthetist or Anesthesiologist
Assistant, or Certified Nurse-Midwife who works at a teaching hospital and wish to see data related to
you in your capacity as a non-physician practitioner, select the “Physician or Non-Physician Practitioner”
option when registering.

When you are ready to begin registration, select “Start Profile.”

Cancel Start Profile
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Step 3: Select the “I have a Nomination ID and/or a Registration ID” link on the “Select Profile Type”

page.

Figure 68: Select Profile Type Page

Create Profile

(1) Select Profile Type

(@ Register Entity

@ Personal Information

@ Review and Submit Profile

Access the Open Payments
User Guide

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

P~ g

Open Payments (Sunshine Act)

ﬁ @ Applicable manufacturer or applicable group purchasing organization (GPO)

Select Profile Type

Afield with an asterisk (*) is required.

If you received a nomination ID and/or registration ID in an email notifying you of your nomination for a user role,
begin creating your profile by selecting the “I have a Nomination ID and/or a Registration ID" link.

If you did not receive a nomination ID and/or a registration ID in an email, begin creating your profile by
indicating whether you are a reporting entity or covered recipient.

Note: If you are a physician who works at a teaching hospital and wish to see data related to you in your
capacity as a physician, select the “Physician or Non-Physician Practitioner” option when registering.
Registering as a user affiliated with a teaching hospital will allow you to see only data related to that teaching
hospital and not your records. You may register as both a physician and a user affiliated with a teaching hospital
if needed

If you have any questions regarding the user type you should register as, please contact the Open Payments
Help Desk openpayments@cms.hhs.gov for guidance.

*Required: Select the type of entity or covered recipient you are affiliated with OR the "I have a
Nomination ID and/or a Registration ID" link. @

O Physician or Non-Physician Practitioner
O Teaching hospital

OR

I have a Nomination ID and/or a Registration ID

Cancel
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Step 4: Select the User Type “Applicable Manufacturer or Applicable GPO.” Enter the registration ID and
nomination ID that you received in the nomination notification email and then select “Show
Nomination.”

Figure 69: Search for Nomination Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Search for Nomination

Create Profile Afield with an asterisk (*) is required.

From the dropdown list below, select your User Type.
+" Select Profile Type

Register Enti
® egister Entity Enter your Nomination |D and Registration ID included in the nomination email you have

Search Nomination received. Note: nominees for Physician or Non-Physician practitioner authorized representatives
Entity Information receive only Nomination ID numbers.

CopfiggiNomination Select the "Show Nomination" button to see the information associated with your nomination.

@ Perscnal Information

*User Type
@ Review and Submit Profile Applicable Manufacturer or Applicable GPO v
*Registration ID: *Nomination ID:
RS TS CE PR e The ID is a 12-digit number The ID is a 12-digit number
User Guide
100000000780] 221872775579

Need help with the website?
Contact Us by email

Show Nomination
Review the Open Payments

Privacy Palicy [PDF]

P~ g

Cancel
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Step 5: Review the nomination information displayed. If the information is correct, select the “Continue”
button. If it is not correct, select the “Cancel” button to cancel the nomination process and contact an
individual who holds the user role of officer with the reporting entity for assistance.

Figure 70: Search for Nomination page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) ® > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Search for Nomination

Afield with an asterisk (*) is required.

Create Profile

From the dropdown list below, select your User Type.
«" Select Profile Type

® Register Entity Enter your Nomination ID and Registration ID included in the nomination email you have
received. Note: nominees for Physician or Non-Physician practitioner authorized representatives
Entity Information receive only Nomination ID numbers.

Confirm Nomination

Search Nomination

Select the "Show Nomination" button to see the information associated with your nomination.
@ Personal Information

*User Type
@ Review and Submit Profile Applicable Manufacturer or Applicable GPO v
*Registration ID: *Nomination ID:
LB (72 Qe PRy The ID is a 12-digit number The ID is a 12-digit number
User Guide
100000000780 221872775579

Need help with the website?
Contact Us by email

Show Nomination
Review the Open Payments

Privacy Policy [PDF]

P2 Gg

Nomination Search Results

Review and confirm the entity identified below is correct. Select the "Continue" button if this is
the correct entity.

— Tom Smith was nominated as Submitter
Entity Information: Applicable manufacturer-drugs/biological

Entity's Legal Name: ABCDE Medical

Cancel Continue
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Step 6: Review and confirm the reporting entity information displayed on the page.

If this information is not correct, you may still proceed with registration. After you complete
registration, contact an individual who holds the user role of officer for the reporting entity in the Open
Payments system to notify them of the inaccurate information. Officers may edit the entity’s profile.

If the information is correct, select the “Continue” button to proceed.

Figure 71: Confirm Entity page

Open Payments (Sunshine Act)

Confirm Entity

Below Is the information for your selected entity. Review and confirm the entity identified below is correct.
Select "Continue" button to begin creating your user profile.

Create Profile

+" Select Profile Type

® Register Entity Entity's Registration ID: 100000355013
Entity's Legal Name: ABCDE Medical
+" Search Nomination

Reporting Entity Type: Applicable Manufacturer
Entity Information

Confirm Nomination Business Type: Applicable manufacturer-drugs/biological
@ Personal Information Food & Drug Administration (FDA) Establishment Identifier:
@ Review and Submit Profile Data Universal Numbering System (D-U-N-S& Number):

URL of Parent Company: www.cms.gov

Access the Open Payments

User Guide [PDF, 37.3 MB] Business Address

Need help with the website? Country: United States
Contact Us by email

Business Address, Line 1: 7500 Security Blvd
Review the Open Payments

Business Address, Line 2:
Privacy Policy [PDF, 102 KE] usiness Address, Line

P~ g

City Name: Baltimore State: Maryland

Zip Code: 21244 Business Telephone Number:
555-555-5555

Business Ownership Information

Type of Ownership: Corporation

Taxpayer Identifier Number (TIN)/Employer Identification Number (EIN): 12-3456789
Doing Business As (DBA) Name: ABCDE Medical

Consolidated Report Type: | don't know whether my entity's data will be submitted in a
consolidated report

Cancel Back Continue
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Step 7: Select “Yes, | accept” for roles you accept and “No, | do not accept” for roles you do not accept.

If you reject all roles for which you have been nominated, select the “Continue” button after selecting
“No, | do not accept” for all roles. The system will ask you if you’re sure you want to reject these roles. If
you confirm your choice to reject the roles, you will not be able to perform any actions on behalf of the
reporting entity and the nominator will receive an email notifying him or her that you rejected the
nominations. The nominator will then be allowed to nominate other people for the roles.

If you accept one or all roles and select “Continue,” you will continue the nomination confirmation
process.

Figure 72: Confirm Nomination Page

Open Payments (Sunshine Act)

AppEcable Manutacturer of Group Purchasing Orgamization Switch User Type

Confirm Nomination

A Tield with an asterisk (*) is required,

Create Profile

" Select Profile Type Confirm your nomination by acoepting or rejecting the user roles for which you were nominated. These roles are
listed at the bottom of the page. Onece yow have made your choices, select the "Continue" button to proceed.
Reglster Entl .
@ 9 i The functions of the user rales are as follows:
" Search Nomination Officer:
« Lpdates the applicable manufacturer or applicable GPO profile information and can approve and modify
" Entity Information nominations for user roles,
Confirm Nemination « Can deactivate other users fram the entity.
@ Personal Information = Can review and download compliance messages on behall of the applicable manufaciurer or applicathe
GPO.
@) Review and Submit Prafile .
Submitter:

« Submits and edits payment infarmation on behall of the applicable manutaciurer or applicable GPO.
Access the Open Payments

User Guide [FOF] + The submiller role can be held by individuals from third-party enlities who submil records on behall of the
appllzable manufacturer or applicable GPO.
Meed halp with the website?

Contact Us by email Attester:
= Aftests lo the accuracy, compleleness, and timelinass of the data submitled for the applicable
Revlew the Open Payments manufaciurer or applicable GPO.

P~

Frivacy Palicy [PDF] a (3an submit assumptions made in the reporting of payments, ather transters of value, or ownership or
investment interests.

Compliance
« Can review and cownload compllance messages on behalf of the applicable manufacturer or applicabe
GPO,

ABCDE Medical

*Confirm Nominations:

ﬁ Submitter  ® yes, | accept ' No, | do not accept

Cancel Back Continue
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Step 8: Enter your personal information and select “Continue.”

Figure 73: Enter Personal Information Page

Open Payments (Sunshine Act)

Enter Personal Information

A field with an asterisk (*) is required

Create Profile

Provide personal and business information below to create your user profile.
+" Select Profile Type

Your first name and last name have been prepopulated from your CMS Enterprise Identity Management system
+" Register Entity (EIDM) profile. You may edit the prepopulated fields as needed. However, changing this information in Open

Payments will not change the corresponding information in your EIDM profile
@ Personal Information
Once you have entered the information, select the "Continue" button

@ Review and Submit Profile

Your Name
» Access the Open Paymenis *First Name: #| ast Name:
L User Guide [PDF] . .
Lesllie Smith
7 Need help with the website?
[4 Contact Us by email Middle Name: Suffix (Jr., Sr, etc.):
Review the Open Payments
E Privacy Policy [PDF]

Your Business Contact Information
Enter your business or entity information.

*Business Email Address: *Job Title:
openpayments5@yopmail com Director
*Country:
United States v

*Business Address, Line 1:
7500 Security Blvd.

Business Address, Line 2:

*City Name: *State:
Baltimore Maryland v
*Zip Code: *Business Telephone Number:
CEIe 9999 0999-999-9999
21244 555-555-5555
Cancel Back Continue
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Step 9: You will be asked to review the information you have entered. To correct any errors, select the
“Back” button at the bottom of the page to return to previous pages and make your corrections. If the

information is correct, select “Continue.”

Figure 74: Review and Submit Profile Page.

Create Profile

«" Select Profile Type
+«" Register Entity
+«" Personal Information

@ Review and Submit Profile

Access the Open Payments
User Guide [PDF, 37.3 MB]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

v

Open Payments (Sunshine Act)

Review and Submit Profile

Review the information on this page to ensure it is correct. Select the “Back” butten to navigate to the
previous pages to correct any invalid information. Select the “Continue” button to submit your profile.

Entity's Registration ID: 100000355013

Entity's Legal Name: ABCDE Medical

Reporting Entity Type: Applicable Manufacturer

Business Type: Applicable manufacturer-drugs/biological
Food & Drug Administration (FDA) Establishment Identifier:
Data Universal Numbering System (D-U-N-S® Number):

URL of Parent Company: www.cms.gov

Business Address:

Country: United States

Business Address, Line 1: 7500 Security Bivd
Business Address, Line 2:

City Name: Baltimore
State: Maryland

Zip Code: 21244

Business Telephone Number: 444-444-4444

Business Ownership Information

Type of Ownership: Corporation
Taxpayer |dentifier Number (TIN)/Employer Identification Number (EIN): 12-3456789
Doing Business As (DBA) Name: ABCDE Medical AMGPO

Will this entity's information be submitted in a consolidated
report (i.e., one entity reports on behalf of another entity)?

| don't know whether my entity's data will be submitted in a consolidated report

Nominations:
Role: First Last Middle Suffix (Jr., 8r.,, Business Email Address:
Name: Name: Name: etc.):
Submitter Tom Smith openpaymentsd@yopmail.com
Cancel Back Continue
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The following message will appear on-screen to confirm your nomination has been successfully

accepted. Notification emails will be sent to all of the users who hold the role of officer with that entity
that you have accepted your nomination.

Figure 75: Success Confirmed Page

Open Payments (Sunshine Act)

Success Confirmed

You have successfully accepted your affiliation with Love Touch Cleaning Service
and created your own profile, Tom Smith.

Create Profile

+" Select Profile Type You may now go to Open Payments Home

+ Register Entity For help obtaining a PDF viewer, go to the CMS.gov Help page.
«" Personal Information

+" Review and Submit Profile

Access the Open Payments

User Guide [PDF, 37.3 MB]

Need help with the website?
Contact Us by email

B v

Review the Open Payments
Privacy Policy [PDF, 102 KB]
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3.6c¢: Accepting a Nomination (Returning System Users)

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “My Profile” tab from the menu bar on the
Open Payments home page.

Figure 76: Open Payments System Landing Page for returning system users

2 @ > ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

L» Access the Open Payments
?
-

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Select the “My Roles and Nominations” tab.

Figure 77: My Profile Page

fal

My Profile

Overview

ME]
Profile Name

Karan Miller

Rode:
Cfficar
Submitier
Attasier

Open Payments (Sunshine Act)

Appicehie Mannfcamer ar oo Fiechasing Organization Seatch ser Typo

®

Home Submissions Review and Dispute Manage Entities My Profile

Profile Detalls My Roles &
Nominations

This page conlains Infonmation abaut your authorized rode(s)

An explanation of the statuses below can be found in the COpen Payments User Guide [POF, 37.3

Your Authorized Roles

Entity: Status:

ABCDE Medical Requested
ABCDE Medical Requested
ABCDE Medical Requested

Recent Notifications

There are no recent notifications fior this profile.

=
?
+]

3 ©)

Messages Resources

Accass the Open Payments
Lisar Guide [PDF, 37.3 MB]

Mead halp with the wabsita?
Contact Us by emall

Review the Open Payments
Privacy Policy [PDF, 102 KE]
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Step 3: On the “My Roles and Nominations” tab, select “Accept a Role.”

Figure 78: My Roles and Nominations tab

Open Payments (Sunshine Act)

Applcsnke Manracherer of Creup Murchesing Orgenizetan Swiich User Type

fa} Ei El E3 ®

Home Submissions Review and Dispute Manage Entities ¢ Profile Messages Resources

User Guide [FOF, 37.3 MB]

Cvarviaw Profike Datails My Roles &

Mggd help with this websie?
Nominations

Contact Us by amail

Rewlew the Open Payments

Below ane your user roles for each entity with which you are affiliated. Yeu have the cpfion 1o Privazy Palicy [PDF, 102 KB]

accept additional roles or request additional robes for your affiliated entities.

My Profile [P Access e pen Payments
?
I

An axplanation of tha staluses balow can ba found in the Open Payments Llser Guide [PDF, 37.3

ME] .

fccept a Role Request a Rols
My Roles
Raole: Hame: Status:
Crfficar ABCDE Medical Requested
Submitler ABCDE Medical Requested
Attaster ABCDE Medical Raquestad
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Step 4: Enter the registration ID and nomination ID provided in the email notification and select “Show
Nomination.”

Figure 79: Search for Nomination Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa} S > S

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Search for Nomination

Create Profile Afield with an asterisk (*) is required.

From the dropdown list below, select your User Type.
«" Select Profile Type

Register Enti
@ egister Entity Enter your Nomination ID and Registration ID included in the nomination email you have

Search Nomination received. Note: nominees for Physician or Non-Physician practitioner authorized representatives
Entity Information receive only Nomination ID numbers.

Cenfirnlblomination Select the "Show Nomination" button to see the information associated with your nomination.

@ Personal Information

*User Type
@ Review and Submit Profile Applicable Manufacturer or Applicable GPO v
*Registration ID: *Nomination ID:
Access the Open Payments The ID is a 12-digit number The ID is a 12-digit number

User Guide

Need help with the website?
Contact Us by email

Show Nomination
Review the Open Payments
Privacy Policy [PDF]

P~

Cancel
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Step 5: Review the nomination information displayed. If the information is correct, select “Continue.” If
the information is incorrect, select “Cancel” and contact the reporting entity’s authorized official.

Figure 80: Search for Nomination Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Search for Nomination

Create Profile Afield with an asterisk (*) is required.

From the dropdown list below, select your User Type.
«" Select Profile Type

Register Enti
® 9 ty Enter your Nomination ID and Registration ID included in the nomination email you have

Search Nomination received. Note: nominees for Physician or Non-Physician practitioner authorized representatives
Entity Information receive only Nomination ID numbers.

ConfimiNomination Select the "Show Nomination" button to see the information associated with your nomination.

@ Personal Information

*User Type
@ Review and Submit Profile Applicable Manufacturer or Applicable GPO v
*Registration ID: *Nomination ID:
@ LR TS OEE FEYIENE The ID is a 12-digit number The ID is a 12-digit number
User Guide
100000000780 221872775579
7 Need help with the website?
[ Contact Us by email
Show Nomination
Review the Open Payments
a Privacy Policy [PDF]

Nomination Search Results

Review and confirm the entity identified below is correct. Select the "Continue" button if this is
the correct entity.

ﬁ Tom Smith was nominated as Submitter

Entity Information: Applicable manufacturer-drugs/biological

Entity's Legal Name: ABCDE Medical

Cancel Continue
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Step 6: Review the reporting entity information on the page and select the “Continue” button to
proceed with the nomination confirmation process. If any of the entity details are incorrect, contact the
reporting entity’s authorized official.

Figure 81: Confirm Entity Page

Create Profile

+" Select Profile Type
(@ Register Entity

+" Search Nomination

Entity Information
Confirm Nomination

@ Personal Information

@ Review and Submit Profile
Access the Open Payments
User Guide [PDF, 37.3 MB]

Need help with the websita?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

P~ g

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Confirm Entity

Below Is the information for your selected entity. Review and confirm the entity identified below is correct.
Select "Continue" button to begin creating your user profile.

Entity's Registration ID: 100000355013

Entity's Legal Name: ABCDE Medical

Reporting Entity Type: Applicable Manufacturer

Business Type: Applicable manufacturer-drugs/biological
Food & Drug Administration (FDA) Establishment Identifier:
Data Universal Numbering System (D-U-N-S& Number):

URL of Parent Company: www.cms.gov

Business Address

Country: United States

Business Address, Line 1: 7500 Security Blvd
Business Address, Line 2:

City Name: Baltimore State: Maryland

Zip Code: 21244 Business Telephone Number:
555-555-5555

Business Ownership Information

Type of Ownership: Corporation
Taxpayer Identifier Number (TIN)/Employer Identification Number (EIN): 12-3456789
Doing Business As (DBA) Name: ABCDE Medical AMGPO

Consolidated Report Type: | don't know whether my entity's data will be submitted in a
consolidated report

Cancel Back Continue
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Step 7: Select “Yes, | accept” for roles you accept and “No, | do not accept” for roles you do not accept.

If you reject all roles for which you have been nominated, Select the “Continue” button after selecting
“No, | do not accept” for all roles. The system will ask you if you are sure you want to reject these roles.
If you confirm your choice to reject all roles, you will not be able to perform any actions on behalf of the
entity and the nominator will receive an email notifying him or her that you rejected the nominations.
The nominator will then be allowed to nominate other people for the roles.

If you accept one or all roles and select “Continue,” you will continue the nomination confirmation
process.

Figure 82: Confirm Nomination Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Confirm Nomination

A field with an asterisk (*) is required.

Create Profile

+ Select Profile Type Confirm your nomination by accepting or rejecting the user roles for which you were nominated. These roles
are listed at the bottom of the page. Once you have made your choices, select the "Continue” button to

@ Register Entity proceed.

«" Search Nomination The functions of the user roles are as follows:

+" Entity Information oOfficer:

« Updates the applicable manufaciurer or applicable GPO profile information and can approve and modify
nominations for user roles.

Confirm Nomination

Personal Information

Attester:
Review the Open Payments . ;
Privacy Policy [PDF] « Attests to the accuracy, completeness, and timeliness of the data submitted for the applicable

manufacturer or applicable GPO.

) « Can deactivate other users from the entity.
@ RETELT | SIE TR L « Can review and download compliance messages on behalf of the applicable manufacturer or applicable
GPO.
@ Access the Open Payments Submitter:
User Guide [PDF] « Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO.
7 Need help with the website? = The submitter role can be held by individuals from third-party entities who submit records on behalf of
o Contact Us by email the applicable manufacturer or applicable GPO.

« Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests.

Compliance

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable
GPO.

ABCDE Medical
— ~Confirm Nominations:
Submitter

® Yes, laccept ' No, | do not accept

Cancel

Back Continue
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Step 8: Review the reporting entity information and personal profile. Select the “Back” button at the
bottom of the page to go back and edit any personal information. If the entity information is not correct,

select “Cancel” and contact your reporting entity’s authorized official. If the information is correct,

select “Continue.”

Figure 83: Review and Submit Profile Page

Create Profile

+" Select Profile Type

+" Register Entity

+" Personal Information

@ Review and Submit Profile
Access the Open Payments
User Guide [PDF, 37.3 MB]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

- JIES N

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Review and Submit Profile

Review the information on this page to ensure it is correct. Select the “Back” button to navigate to the
previous pages to correct any invalid information. Select the “Continue” button to submit your profile.

Entity's Registration ID: 100000355013

Entity's Legal Name: ABCDE Medical

Reporting Entity Type: Applicable Manufacturer

Business Type: Applicable manufacturer-drugs/biological
Food & Drug Administration (FDA) Establishment Identifier:
Data Universal Numbering System (D-U-N-S® Number):

URL of Parent Company: www.cms.gov

Business Address:

Country: United States

Business Address, Line 1: 7500 Security Blvd
Business Address, Line 2:

City Name: Baltimore

State: Maryland
Zip Code: 21244

Business Telephone Number: 555-555-5555

Business Ownership Information

Type of Ownership: Corporation
Taxpayer Identifier Number (TIN)/Employer Identification Number (EIN): 12-3456789
Doing Business As (DBA) Name: ABCDE Medical AMGPO

Will this entity's information be submitted in a consolidated
report (i.e., one entity reports on behalf of another entity)?

| don't know whether my entity's data will be submitted in a consolidated report

Nominations:

Role: First Last Middle Suffix (Jr, Sr., Business Email Address:
Name: Name: Name: etc.):

Submitter Mary Davis openpayments@yopmail.com

Cancel Back Continue
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The following message will appear on-screen to confirm your acceptance of one or more user roles.

Notification emails will be sent to all users who hold the role of officer with that entity that you have
accepted your nomination.

Figure 84: Success Confirmed Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Success Confirmed

You have successfully accepted your affiliation with ABCDE Medical

Create Profile

You may now go te Open Payments Home
«" Select Profile Type

For help obtaining a PDF viewer, go to the CMS.gov Help page.
«" Register Entity
«" Personal Information

«" Review and Submit Profile

Access the Open Payments
User Guide [PDF, 37.3 MB]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

- IS R
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3.6d: Self-Nomination with a Registered Entity (First Time System Users)
Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials and
navigate to the Open Payments home page. The on-screen text contains important information

regarding the registration process. Read the on-screen text and select “Create My Profile” to begin the
registration process.

Figure 85: Open Payments System Landing Page for first-time system users

Open Payments (Sunshine Act)

Access the Open Payments
\sMeIcome to the Open Payments e
stem
y Need help with the website?
Our records indicate that you hrave not yet registered in the Open Creat Contact Us by emall
Payments sysiem. Belfore you can perform any aclions in the system, you reate
must first creale your profile and complete the registration process M)" Profile Review Ihe Open Payments
Privacy Policy [PDF, 102 KB]
Getting Started

Open FPayments (the Sunshine Act) is 2 national disciosure program that promoles ransparency by
publishing the finandial relationships between applicable manufacturers and applicable group
purchasing organizations (GPOs) and healthcare providers (physiclians and teaching hospitals) on a
publicty accessible website. The Open Payments system enables the annual reporting of these
retationships to CMS

Register in the Open Payments System
To perform actions in the system, you must register and associate yourself with a type of reporting

entity or covered reciplent. You may select applicable manufaciurer or applicable GPO, physician, or
teaching hospital
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Step 2: The on-screen text contains important information regarding creating the reporting entity and
individual profile. Read the on-screen text and select the link to the quick reference guide “Required
Fields for Registration” for a list of information required during registration. Select “Start Profile” at the
bottom of the page when you are ready to continue.

Figure 86: Create Profile Page

Open Payments (Sunshine Act)

Create Profile
Create Profile

To begin creating a profile and registering in the Open Payments system, you must identify your affiliation

(@ Select Profile Type with an applicable manufacturer, applicable group purchasing organization (GPO), teaching hospital,
physician, or non-physician practitioner. Users with provider type of Physician Assistant, Nurse

@ Register Entity Practitioner, Clinical Nurse Specialist, Certified Registered Nurse Anesthetist or Anesthesiologist
Assistant, or Certified Nurse-Midwife are called Non-Physician Practitioner in the Open Payments

(@ Personal Information
system.

@ Review and Submit Profile If the applicable manufacturer, applicable GPO, teaching hospital, physician, or non-physician practitioner

has not registered in the Open Payments system, you may register them and then yourself.

» Access the Open Payments For reporting entities, prior to beginning registration, collect the information required for reporting entity

Lc User Guide registration, then proceed with the registration process.

? Need help with the website? For‘ rﬁpc:rtlng ITCTI:;? ho{sp\tal‘t‘physwcwa.n‘:r{non-phys(ljman.p.ractﬂtlonle‘r rczglstrlahﬂon, prior t((j: bigl?r:l\ng
[ Contact Us by email registration, collect the information required for covered recipient registration, then proceed with the

registration process.

a Review the Open Payments

If the applicable manufacturer, applicable GPO, teaching hospital, physician, or non-physician practitioner
Privacy Policy [PDF] pp! PP ) g hospital, phy: phy: p

has already been registered in the Open Payments system and you have not affiliated with them in the
Open Payments system, you may:
» Ask a user already affiliated with the reporting entity or covered recipient to nominate you for a
user role; or

- Create a personal profile and request a role with the reporting entity or covered recipient user. Note
that users who wish to associate themselves with physicians or non-physician practitioner must be
nominated by the physician or non-physician practitioner.

Required Information
Fields for required information are marked with an asterisk.

It is important that you have all required information available when you begin because registration must
be completed in one session. A registration session will time out after 30 minutes of inactivity. If that
oceurs, all information entered during that session will be lost.

Alist of required information is available in the "Required Information for Registration” quick reference
guide [PDF] . This QRG is also available on the Resources page of the Open Payments website.

Registering as a Physician or a Teaching Hospital

If you are a physician who works at a teaching hospital and wish to see data related to you in your
capacity as a physician, select the “Physician or Non-Physician Practitioner” option when registering.
Registering as a user affiliated with a teaching hospital will allow you to see only data related to that
teaching hospital and not your records. You may register as both a physician and a user affiliated with a
teaching hospital if needed.

Physicians should register themselves in the Open Payments system and not delegate this task to
another individual.

Registering as a Non-Physician Practitioner

If you are registering as a Physician Assistant, Nurse Practitioner, Clinical Nurse Specialist, Certified
Registered Nurse Anesthetist or Anesthesiologist Assistant, or Certified Nurse-Midwife, select the
"Physician or Non-Physician Practitioner" option when registering. If you are a Physician Assistant, Nurse
Practitioner, Clinical Nurse Specialist, Certified Registered Nurse Anesthetist or Anesthesiologist
Assistant, or Certified Nurse-Midwife who works at a teaching hospital and wish to see data related to
you in your capacity as a non-physician practitioner, select the “Physician or Non-Physician Practitioner”
option when registering.

When you are ready to begin registration, select “Start Profile.”

Cancel Start Profile
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Step 3: Select the profile type “Applicable manufacturer or applicable group purchasing organization
(GPO)” and select “Continue.”

Figure 87: Select Profile Type Page

Open Payments (Sunshine Act)

Select Profile Type

Create Profile
Afield with an asterisk (*) is required.

@ Select Profile Type If you received a nomination ID and/or registration ID in an email notifying you of your nomination for a user role,

begin creating your profile by selecting the “I have a Nomination ID and/or a Registration ID” link.
Register Enti
® g B If you did not receive a nomination ID and/or a registration ID in an email, begin creating your profile by

@ Personal Information indicating whether you are a reporting entity or covered recipient.

@ Review and Submit Profile Note: If you are a physician who works at a teaching hospital and wish to see data related to you in your
capacity as a physician, select the “Physician or Non-Physician Practitioner” option when registering.
Registering as a user affiliated with a teaching hospital will allow you to see only data related to that teaching

» Access the Open Payments hospital and not your records. You may register as both a physician and a user affiliated with a teaching hospital
Lc User Guide if needed.
9 Need help with the website? If you have any questions regarding the user ty;.ae you should register as, please contact the Open Payments
! Contact Us by email Help Desk openpayments@cms.hhs.gov for guidance.
a Review the Open Payments *Required: Select the type of entity or covered recipient you are affiliated with OR the "I have a
Privacy Policy [PDF] Nomination ID and/or a Registration ID" link. @

ﬁ IC} Applicable manufacturer or applicable group purchasing organization (GPO)
O Physician or Non-Physician Practitioner
O Teaching hospital

OR

| have a Nomination ID and/or a Registration ID

Cance‘
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Step 4: Enter the Taxpayer Identification Number/Employer Identification Number (TIN/EIN) of the
reporting entity that you want to associate yourself with. The TIN must be nine digits, with a dash after

the second digit. Select “Find.”

Figure 88: Find an Entity Page

Create Profile

«" Select Profile Type
(@ Register Entity
@ Personal Information

@ Review and Submit Profile

Access the Open Payments
User Guide [PDF, 37.3 MB]

Need help with the website?
Contact Us by email

P23

Review the Open Payments
Privacy Policy [PDF, 102 KB]

ﬁ 12-3456789 Find

Open Payments (Sunshine Act)

Find an Entity

A field with an asterisk (*) is required.

To find an entity in the Open Payments system, enter the entity's Taxpayer |dentification Number
(TIN)YEmployer Identification Number (EIN) below.

If the Entity's TIN/EIN Is Not Found

If the TIN/EIN entered does not return any results, the entity has not yet been registered within the Open
Payments system. You may register the entity by selecting the "Register Your Entity on Open Payments"
link. Note: You must also register yourself for the officer user role when registering an entity. You may hold
more than one user role.

If the Entity's TIN/EIN Is Found

If the TIN/EIN search returns results, check the results to see if the entity you wish to register with is listed.
If the entity is not listed, you may register the entity by selecting "Other." If the search results contain the
entity you wish to associate yourself with, you may select that entity and proceed with creating your
personal profile and nominating yourself for a role with that entity.

Required: Enter the TIN/EIN of the entity.

*Enter TIN/EIN:
99-9999999

Cancel Back
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Step 5: Select the correct entity from the list displayed and select “Continue.”

Note that if no reporting entity is found for the TIN/EIN you supplied, the entity has not yet been
registered in the Open Payments system. You may register the entity in Open Payments yourself if you
are an officer for the reporting entity. If you are not, or do not wish to register the entity yourself, you
may contact an officer within the entity to request that he or she register the entity in the Open

Payments system.

Figure 89: Find an Entity Page

Open Payments (Sunshine Act)

Find an Entity

A field with an asterisk (*) is required.

Create Profile

«" Select Profile Type (TIN)YEmployer Identification Number (EIN) below.
@ Register Entity If the Entity's TIN/EIN Is Not Found

@ Personal Information

more than one user role.

If the Entity's TIN/EIN Is Found

Access the Open Payments

personal profile and nominating yourself for a role with that entity.

Review the Open Payments
Privacy Policy [PDF, 102 KB]

D v

Required: Enter the TIN/EIN of the entity.

*Enter TIN/EIN:
99-9999999
12-3456789 Find

d * ABCDE Medical (Entity's Registration ID: 100000345025)

Other: | want to register a subsidiary or other affiliate with the same TIN/EIN

Cancel

*For the TIN/EIN entered above, the following entities were identified:

Back

To find an entity in the Open Payments system, enter the entity's Taxpayer Identification Number

If the TIN/EIN entered does not return any results, the entity has not yet been registered within the Open
Payments system. You may register the entity by selecting the "Register Your Entity on Open Payments”
@ Review and Submit Profile link. Note: You must also register yourself for the officer user role when registering an entity. You may hold

User Guide [PDF, 37.3 MB] If the TIN/EIN search returns results, check the results to see if the entity you wish to register with is listed.

If the entity is not listed, you may register the entity by selecting "Other." If the search results contain the
Need help with the website? entity you wish to associate yourself with, you may select that entity and proceed with creating your
Contact Us by email

Continue
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Step 6: Review and confirm the reporting entity information displayed on the page.

If the information is correct, select the “Continue” button to proceed. If this information is not correct,
you may still proceed with registration. After you complete registration, contact an individual who holds
the user role of an officer for the reporting entity in the Open Payments system to notify them of the
inaccurate information. Officers may edit the entity’s profile.

Figure 90: Confirm Entity Page

Open Payments (Sunshine Act)

Confirm Entity

Below is the information for your selected entity. Review and confirm the entity identified below is correct.
Select "Continue" button te begin creating your user profile.

Create Profile

«" Select Profile Type
® Register Entity Entity's Registration ID: 100000345025

Entity Information Entity's Legal Name: ABCDE Medical

Your Roles Reporting Entity Type: Applicable Manufacturer

@ Personal Information Business Type: Applicable manufacturer-drugs/biological

@ Review and Submit Profile Food & Drug Administration (FDA) Establishment Identifier:
Data Universal Numbering System (D-U-N-S® Number):

Access the Open Payments URL of Parent Company: www.cms.gov
User Guide [PDF, 37.3 MB]

Need help with the website? Business Address
Contact Us by email
Country: United States

Review the Open Payments . . -
Privacy Policy [PDF, 102 KB] Business Address, Line 1: 7500 Security Blvd.

B v

Business Address, Line 2:
City Name: Baltimore State: Maryland

Zip Code: 21244 Business Telephone Number:
555-555-5555

Business Ownership Information

Type of Ownership: Sole Proprietorship

Taxpayer Identifier Number (TIN)/Employer Identification Number (EIN): 12-3456789
Doing Business As (DBA) Name: ABCDE Medical AMGPO

Consolidated Report Type: Yes, my entity's data will be submitted in a consclidated report

Cancel Back Continue
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Step 7: Enter your personal information and select the roles for which you want to nominate yourself.
Select the “Continue” button to proceed.

Figure 91: Your Role Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Gl ® B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

_ Your Role
Create Profile Afield with an asterisk (*) is required

To associate yourself with a reporting entity in the Open Payments system, you must nominate yourself for one

«" Select Profile Type or more user roles. The user roles are as follows

@ Register Entity Officer:

+" Entity Information

Updates the applicable manufacturer or applicable GPO profile information and can approve and modify

nominations for user roles.
Your Roles

@ Personal Information Can deactivate other users from the entity.

@ - R —— Can review and download compliance messages on behalf of the applicable manufacturer or applicable
eview and Submit Profile

GPO.
Submitter:
L» Access the Open Payments
User Guide [PDF] » Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO
Need help with the website? « The submitter role can be held by individuals from third-party entities who submit records on behalf of the
? Contact Us by email applicable manufacturer or applicable GPO
Review the Open Payments Attester:
a Privacy Policy [PDF]

= Attests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO

= Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests.

Compliance

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable

GPO
*First Name: Middle Name:
Lesllie
*Last Name: Suffix (Jr., Sr., etc.):
Smith
*Business Email Address: *Business Telephone Number:
999-999-9999 or Maximum 20 digits
openpayments@yopmail.com 555-555-5665

Indicate your role(s) in the Open Payments system. Only an officer may manage the access levels of
attesters, submitters, compliance users, and other officers. Your role(s) is/are not confirmed until an
officer with the reporting entity has approved your self-nomination. You will be notified via email if
your nomination is approved

Highest Level of Role

< Officer
Reporting-related Roles

¥ Submitter

¥ Attester
Compliance-related Roles

# Compliance

Gancel e
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Step 8: On the “Enter Personal Information” page, enter your personal information and business contact
information. Required fields are marked with an asterisk (*). When entering a telephone number, be
sure to place hyphens (-) between the area code and prefix, and the prefix and the last four digits. Once
you have entered all the information, select the “Continue” button.

Figure 92: Enter Personal Information Page

Open Payments (Sunshine Act)

Enter Personal Information

Afield with an asterisk (¥} is required.

Create Profile

Provide personal and business information below to create your user profile.
+" Select Profile Type

Your first name and last name have been prepopulated from your CMS Enterprise Identity Management system
+" Register Entity (EIDM) prefile. You may edit the prepopulated fields as needed. However, changing this information in Open

Payments will not change the corresponding information in your EIDM profile
@ Personal Information ) ]
Once you have entered the information, select the "Continue" button.

@ Review and Submit Profile

Your Name
@ Access the Open Payments *First Name: *Last Name:
User Guide [PDF]
Lesllie Smith
7 Need help with the website?
! Contact Us by email Middle Name: Suffix (Jr., Sr, etc.):
Review the Open Paymenis
a Privacy Policy [PDF]

Your Business Contact Information
Enter your business or entity information.

*Business Email Address: *Job Title:
openpaymentsS@yopmail.com Director
*Country:
United States v

*Business Address, Line 1:
7500 Secunty Blvd.

Business Address, Line 2:

*City Name: *State:
Baltimare Maryland v
*Zip Code: *Business Telephone Number:
99999 9999 999-999-9999
21244 555-555-5555
Cancel Back Continue
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Step 9: Review the information entered in your profile. Select the “Back” button at the bottom of the
page to go back and edit any incorrect information. When the information is correct, select the
“Continue” button.

Figure 93: Review and Submit Profile Page

Open Payments (Sunshine Act)

Review and Submit Profile

Review the information on this page to ensure it is correct. Select the “Back” button to navigate to the
previous pages to correct any invalid information. Select the “Continue” button to submit your profile.

Create Profile

«" Select Profile Type
" Register Entity Entity's Registration ID: 100000345025

Entity's Legal Name: ABCDE Medical
«" Personal Information
Reporting Entity Type: Applicable Manufacturer

@ Review and Submit Profile . o
Business Type: Applicable manufacturer-drugs/biological

Food & Drug Administration (FDA) Establishment Identifier:

Access the Open Payments i )
User Guide [PDF, 37.3 MB] Data Universal Numbering System (D-U-N-S® Number):

URL of Parent Company: www.cms.gov
Need help with the website?

Contact Us by email

Review the Open Payments Business Address:

Privacy Policy [PDF, 102 KB]

v

Country: United States

Business Address, Line 1: 7500 Security Blvd.
Business Address, Line 2:

City Name: Baltimore

State: Maryland

Zip Code: 21244

Business Telephone Number: 555-555-5555

Business Ownership Information
Type of Cwnership: Sole Proprietorship
Taxpayer Identifier Number (TIN)JEmployer Identification Number (EIN): 12-3456789

Doing Business As (DBA) Name: ABCDE Medical AMGPO

Will this entity's information be submitted in a consolidated
report (i.e., one entity reports on behalf of another entity)?

Yes, my entity's data will be submitted in a consolidated report

Nominations:

Role: First Last Middle Suffix (Jr., Sr., Business Email Address:
Name: Name: Name: etc.):

Officer, Leslie Smith openpayments@yopmail.com

Submitter,

Attester

e _
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The following on-screen message will appear to confirm your profile creation was successful. A
notification email will be sent to officers of the entity, informing them of your self-nomination request.

Figure 94: Success Confirmed Page

Open Payments (Sunshine Act)

Success Confirmed

Create Profile You have successfully requested to be affiliated with ABCDE Medical.

You may now go to Open Payments Home

RS cicCtiICTIICUVDS You will receive an email when your nomination is approved. You can refer to the

+ Register Entity Open Payments User Guide [PDF, 37.3 ME] for further information.
v P L Inf i For help obtaining a PDF viewer, go to the CMS.gov Help page.
ersonal Information

Note: You will not be able to take any actions related to this profile until the entity has been successfully
+" Review and Submit Profile registered.

Access the Open Payments
User Guide [PDF, 37.3 MB]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

- IS R
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3.6e: Additional Self-Nomination with a Registered Entity (Returning System Users)

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “My Profile” tab from the menu bar on the
Open Payments home page.

Figure 95: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ® E3 )

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

L‘» Access the Open Payments
?
L

Visit the Open Payments website at hitps://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: From the “My Profile Overview” page, select the “My Roles and Nominations” tab.

Figure 96: My Profile Page

Open Payments (Sunshine Act)

Apsibile Manifadures o G Paresashy Sroanzaion Saich Leer Ty

Gt A El =) ®

Home Submissions Rewew and Dispule Manage Entilies Meguages Resources

My Profile

= Proifile Datuile My Roles &
Mominations

Accaad o Opan Payrdets
Usar Guids [POF, 37.3 ME]

s ol with this wabeite?
Caontect Us by amal

P~

. Review the Open Payments
Thi 1ing inf { yondf Buthonizes molels)
B DbgE CORIINg INfGmaton aboul yin® Buthoned roles Privaery Peiley [POF. 102 KB|
An eplanation of e Sialuses BHow can be Tound in I Open Prymsents Liser Guids [POF, 37.3
Profile Name
Lasia Senih

Your Authorized Roles

Robe: Entity: Status:
Ceficar ABZCDE Medcal Requeingd
Suberither ABCDE Medical Requesied
ATERE ABZDE Medeal Reguessd
Recent Notifications

Thera ane no recent notifications for s profile

Step 3: From the “My Roles and Nominations” tab, select “Request a Role.”

Figure 97: My Roles and Nominations tab

Open Payments (Sunshine Act)

Egpinmsds Msanodadie G v teentk; Dispureabin Seaidi e p

Gt (2 4 =

Home Submisskans Review amd Oispute Manage Entiies By Profile

My Profile [P Acoees e Opan Paymaris
Lsar Guide [PDF. 37.3 ]
Crwarview Profile Detalls Wiy Rodes B Femied Riip Wit ha wetaRa T
Haminations ? Comteet U by amal
" I " " Review T Opan P
B W0 00T Lol TOMBE 150 AT ML il WG o 08 DITIAMLRE. Yo v Ihe SpUion 1o a Privacy Polcy [FOF, 102 KE]

BEobpl pOFtoNAl roled oF Meques! BEoRAl rodes for your affilated et

An axpiaration of the siafuses below can be found in The Open Payments User Guide [POF, 373
e

My Roles

Reale: Name: Status:

Cficar ABCDE Medcy Regueaied

Subrritier ARCDE Medea Rpguested

Altiilar ABCDE Medenl Fguestid
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Step 4: Enter the Taxpayer Identification Number/Employer Identification Number (TIN/EIN) of the
reporting entity that you want to associate yourself with. The TIN must be nine digits, with a dash after
the second digit. Select “Find.”

Select the correct entity from the list displayed and select the “Continue” button.

Note: If no reporting entity is found for the TIN/EIN you supplied, the entity has not yet been registered
in the Open Payments system. You may register the entity in Open Payments yourself if you are an
officer for the reporting entity. If you are not, or do not wish to register the entity yourself, you may
contact an officer within the entity to request that he or she register the entity in the Open Payments
system.

Figure 98: Find an Entity page

Open Payments (Sunshine Act)

Applicable Manulachure o Group Purchesng Qrgenizeion Swich User Teps

) 2 = ®

Home Submissions Review and Dispute Manage Entities Messages Resources

Find an Entity

A figld with an assesisk (%] is required

Create Profile

To find an entity in the Open Payments system. enter the entity’s Taxpayer ldentification Number
+" Salect Profile Type (TINVErployer identification Number (EIN) balaw,

@ Register Entity If the Entity's TIN/EIN Is Not Found

It the: TINEIN entered does not netum any results, the enlity has not yel been reglsterad within the Open
Fayments system. You may register the entity by selecting the “Register Your Entity en Open Fayments”

@ Review and Submit Profile Bnk, Mote: You must also register yoursalf for the oficer user role whaen registering an entity. You may hold
mone than one user role.

(@) Persenal Information

If the Entity's TIN/EIN Is Found
Access the Open Payments

User Guide [POF, 37.3 MB] If the TINEIN search retumns results. check the results to ses if the entity you wish to reglster with Is listed.

If the entity is not listed, you may register the entity by selecting "Other.” If the $earch results contain the
Need help with the website? SNl YOU wish 10 BSS0CIatE YoUrsell with, you may Select that antity and procesd with creating your
Contact Us by email

personal profile and nominating yourself for a role with that entity

Review the Open Paymenis
Privacy Policy [POF, 102 KB]

B~ 3

Required: Enter the TIN/EIN of the entity.

“Enter TINEIN:

e 13-1456789

“For the TINEIN entered above, the following entities were identified:
e *' AECOE Madkcal (Eniny's Regisiration D 100000345025)
Other. | wanl b register & subsicarny of other afiliabe with tha same TINEIN

- o [
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Step 5: Review and confirm the reporting entity information displayed on the page. If any of the entity
information is incorrect, stop this process and inform a user holding the role of officer for that entity of
the incorrect information. If the information is correct, select the “Continue” button to proceed.

Figure 99: Confirm Entity page

Create Profile

«" Select Profile Type

@ Register Entity

«" Search Nomination

Entity Information
Confirm Nomination

@ Personal Information
@ Review and Submit Profile
Access the Open Payments

User Guide [PDF]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

D vy

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Confirm Entity

Below is the information for your selected entity. Review and confirm the entity identified below is correct. Select
"Continue" button to begin creating your user profile.

Entity's Registration ID: 100000345025

Entity's Legal Name: ABCDE Medical

Reporting Entity Type: Applicable Manufacturer

Business Type: Applicable manufacturer-drugs/biclogical
Food & Drug Administration (FDA) Establishment Identifier:
Data Universal Numbering System (D-U-N-S® Number):

URL of Parent Company: www.cms.gov

Business Address

Country: United States

Business Address, Line 1: 7500 Security Bivd.
Business Address, Line 2:

City Name: Baltimore State: Maryland

Zip Code: 21244 Business Telephone Number:
555-555-5555

Business Ownership Information

Type of Ownership: Sole Proprietorship

Taxpayer |dentifier Number (TINYEmployer Identification Number (EIN): 12-3458788
Doing Business As (DBA) Name: ABCDE Medical AMGPO

Consolidated Report Type: Yes, my entity's data will be submitted in a consolidated report

Cancel Back Continue
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Step 6: Enter your personal information and select the roles for which you want to self-nominate. Select
the “Continue” button to proceed.

Figure 100: Your Role page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ® ©)

Home Submissions Review and Dispute Manage Entities Resources

Your Role

Afield with an asterisk (*) is required

Create Profile

To associate yourself with a reporting entity in the Open Payments system, you must nominate yourself for one

«" Select Profile Type or more user roles. The user roles are as follows:

@ Register Entity Officer:
+" Entity Information « Updates the applicable manufacturer or applicable GPO profile information and can approve and modify
O ———— nominations for user roles.
@ Personal Information « Can deactivate other users from the entity.

X ) + Can review and download compliance messages on behalf of the applicable manufacturer or applicable
@ Review and Submit Profile GFO

Submitter:
Access the Open Payments

User Guide [PDF] « Submits and edits payment information on behalf of the applicable manufacturer or applicable GPO
Need help with the website? » The submitter role can be held by individuals from third-party entities who submit records on behalf of the
Contact Us by email applicable manufacturer or applicable GPO.

Review the Open Payments Attester:

Privacy Policy [PDF]

B~V [

» Aftests to the accuracy, completeness, and timeliness of the data submitted for the applicable
manufacturer or applicable GPO

+ Can submit assumptions made in the reporting of payments, other transfers of value, or ownership or
investment interests

Compliance

« Can review and download compliance messages on behalf of the applicable manufacturer or applicable

GPO

*First Name: Middle Name:

Lesllie
*Last Name: Suffix (Jr., Sr, etc.):

Smith
*Business Email Address: *Business Telephone Number:
999-999-9999 or Maximum 20 digits

openpayments@yopmail. com 555-555-5555

Indicate your role(s) in the Open Payments system_ Only an officer may manage the access levels of
attesters, submitters, compliance users, and other officers. Your rale(s) is/are not confirmed until an
officer with the reporting entity has approved your self-nomination. You will be notified via email if
your nomination is approved

Highest Level of Role

# Officer
Reporting-related Roles

¥ Submitter

¥ Attester
Compliance-related Roles

“ Compliance

Cancel Back
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Step 7: Review the information entered in your profile. Select the “Back” button at the bottom of the
page to go back and edit any incorrect information. When the information is correct, select the
“Continue” button.

Figure 101: Review and Submit Profile page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Review and Submit Profile

Review the information on this page to ensure it is correct. Select the “Back” button to navigate to the previous
pages to correct any invalid information. Select the “Continue” button to submit your profile.

Create Profile

«" Select Profile Type
Entity's Registration ID: 100001225047
Entity's Legal Name: ABCDEF Medical

«" Register Entity

«" Personal Information
Reporting Entity Type: Applicable Manufacturer

@ Review and Submit Profile ) .
Business Type: Applicable manufacturer-drugs/biclagical

Food & Drug Admini ion (FDA) E: i Identifier:
User Guide [PDF] Data Universal Numbering System (D-U-N-S& Number): 100000355

Need help with the website? URL of Parent Company: www.cms,com

Contact Us by email

Review the Open Payments Business Address:
Privacy Palicy [PDF]

L’» Access the Open Payments
?
H

Country: United States

Business Address, Line 1: 7500 Security Blud.
Business Address, Line 2:

City Name: Baltimore

State: Maryland

Zip Code: 21244

Business Telephone Number: 555-655-5555

Business Ownership Information

Type of Ownership: Corporation
Taxpayer |dentifier Number (TINYEmployer Identification Number (EIN): 34-5678301
Doing Business As (DBA) Name: ABCDE Medical

Will this entity's information be submitted in a consoclidated
report (i.e., one entity reports on behalf of another entity)?

No, my entity’s data will not be submitted in a consolidated report

Nominations:

Role: First Last Middle Suffix (Jr., Sr., Business Email Address:
Name: Name: Name: etc.):

Officer Leslie Smith openpayments@yopmail.com

Submitter Leslie Smith openpayments@yopmail.com

Attester Leslie Smith openpayments@yopmail.com

Compliance Leslie Smith openpayments@yopmail.com

Cancel Back Continue
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You will receive the following on-screen notification. A notification email will be sent to officers of the
entity, informing them of your self-nomination request.

Figure 102: Success Confirmed page

Create Profile

«" Select Profile Type
+" Register Entity
«" Personal Information

+" Review and Submit Profile

Access the Open Payments
User Guide [PDF, 37.3 MB]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

- IS R

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Success Confirmed

You have successfully requested to be affiliated with ABCDE Medical.
You may now go to Open Payments Home

You will receive an email when your nomination is approved. You can refer to the
Open Payments User Guide [PDF, 37.3 ME] for further information.

For help obtaining a PDF viewer, go to the CMS.gov Help page.

Note: You will not be able to take any actions related to this profile until the entity has been successfully
registered.

3.6f: Approving or Modifying Nominations (Officers Only)
Note: If your reporting entity does not have an active user who holds the officer role with the entity in
Open Payments, an individual must self-nominate for the officer role, then contact the Open Payments

Help Desk for assistance. That individual will be required to provide documentation to confirm that he or

she can assume the role for the entity.

If your reporting entity does have at least one active user who holds the officer role with the entity in
Open Payments, that officer can follow the steps below to approve and modify self-nominations.
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Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “Manage Entities” tab from the menu bar on
the Open Payments home page.

Figure 103: Open Payments system landing page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the <
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?
H

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: You will see a list of all the reporting entities you are associated with. Select the hyperlink for the
entity for which you will be confirming nominations.

Figure 104: Manage Entities Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fal ® &

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Manage Entities

User Guide [PDF, 37.3 MB]

Register New Entity Need help with the website?
Contact Us by email
The entities you are associated with are listed below. Select an entity from the list below to view

the entity's profile and, if you hold the efficer role, manage user roles affiliated with the entity.

@ Access the Open Payments
?
o

Review the Open Payments
Privacy Policy [PDF, 102 KB]
Entities pending recertification must be recertified before users can perferm any system actions for
those entities. Entity recertification requires that an active officer within the Open Payments system
reviews, updates (as necessary), and confirms the accuracy of the entity's profile infermation.

Changes made to the Entity Name, TIN, or DUNS Number fields will cause your entity to be re-
vetted.

Your Entities

Name: Registration ID: Status: Date Verified:
? ABCDE Medical 100000355013 Vetted 04/26/2017 10:20:02
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Step 3: You will be taken to the “Entity Details” tab, which displays the profile details for the reporting
entity selected. Select the “Manage Roles” tab to continue with the process.

Figure 105: Entity details page

Open Payments (Sunshine Act)

Switch User Typa

\ppl or Group 9

i)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

ABCDE Medical

Access the Open Payments
User Guide [PDF, 37.3 MB]

Entity Details Manage Roles Need help with the website?

Contact Us by email

?

Review the Open Payments

This page provides the infermation for your selected entity. Only an authorized official or authorized Privacy Policy [PDF, 102 KB]

representative in the officer role can update any incorrect information in the entity prefile by
selecting the "Update Entity” button.

Entity Information

Entity's Registration ID: 100000355013
Entity's Legal Name: ABCDE Medical
Reporting Entity Type: Applicable Manufacturer
e ' |
Food & Drug ini ion (FDA) i i
Data Universal Numbering System (D-U-N-S® Number):

URL of Parent Company: www.cms.gov

Business Address

Country; United States

Business Address, Line 1: 7500 Security Blvd

Business Address, Line 2:

City Name: Baltimore Zip Code: 21244

State: Maryland Business Telephone Number: 555-555-5555

Business Ownership Information
Type of Ownership: Corporation
Taxpayer Identifier Number (TIN)JEmployer Identification Number (EIN): 12-3456789

Doing Business As (DBA) Name: ABCDE Medical AMGPO

Will this entity's be i ina lidated report (i.e., one entity reports on
behalf of another entity)? | don't know whether my entity's data will be submitted in a
consolidated report

Points of Contact

The two identified points of contact will receive important notification emails regarding Open
Payments.

Primary Point of Contact

Name: John Smith

Business Telephone Number: $99-999-8999

Title at the Entity: Officer

Business Email Address: openpayments@yopmail.com

Backup Point of Contact
Name: Jane Doe
Business Telephone Number: 555-555-5555

Title at the Entity: Officer

Email penpayl ts1@yopmail.com

Contact Information for Review and Dispute

Contact Information:
New entity

Recertification Information
Recertified By: Karen Miller

Date and time recertified: April 26, 2017, 14:17PM GMT
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Step 4: View the nominations waiting for approval. To approve the nominations with no changes, select
“Approve” next to the name and role.

Figure 106: Manage Roles tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Swilch User Typs

{a} @ > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF, 37.3 M8]

Entity Details Manage Roles Need help with the website?

Contact Us by email

Review the Open Payments
Privacy Policy [PDF, 102 KB]

ABCDE MEdicaI L» Access the Open Payments
?
%]

Select the "Nominate New Role” button to nominate a new individual to fill a role within your entity.
Select the "Modify" button by a user's name to add or remove a role for an already affiliated user.
Select the "Deactivate User” button by a user's name to remove that user completely from your

entity.
Note: An officer may modify or deactivate another officer but cannot deactivate themselves from
the entity. 5
An explanation of the statuses below can be found in the Open Payments User Guide [PDF, 37.3 ;
MB] .
Nominate New Role
Name: Role: Status: Actions:
John Miller Attester Approved Modify
Submitter  Approved
Officer Verified
Tom Smith Submitter  Accepted Modify Deactivate User
Karen Miller Submitter  Accepted Modify Deactivate User

Leslie Smith Officer Requested  Modify  Approve ‘_T-
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The status will change directly on the page from “Requested” to “Approved.” A confirmation message
will be displayed as well.

Figure 107: Red box circles confirmation message

Open Payments (Sunshine Act)

Applicabde Mamdscturer or Group Purchasing Organization Switch Lser Type

{a} @

Home Submissions Review and Dispute Manage Entities My Profile

User Guide [POF, 37.3 MB]

Entity Details Manage Roles Need help with the website?

Contact Us by email

Review the Open Payments
Privacy Policy [FDF, 102 KB]

ABCDE ME’dicaI @- Access the Open Payments
?
o

Confirmation:

= The selected user, Leslie Smith, has been approved for the Officer role.

Select the "Nominate New Role” button to nominate a new individual to fill a role within your entity.
Select the "Modify" button by a user's name to add or remove a role for an already affiliated user.
Select the "Deactivate User™ button by a user's name to remove that user completely from your

entity. .,
Mote: An officer may modify or deactivate ancther officer but cannot deactivate themselves from :
the entity.
An explanation of the statuses below can be found in the Open Payments User Guide [PDF. 37.2
ME] .
Nominate New Role
Name: Role: Status: Actions:
John Miller Aftester Approved Modify
Submitter Approved
Officer Verified
Tom Smith Submitter  Accepted Madify Deactivate User
Karen Miller Submitter  Accepted Madify
Leslia Smith Officer Modify  Deactivate User
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To modify the nomination, select “Modify.”

Figure 108: Manage Roles tab

Open Payments (Sunshine Act)

#pplicable Manufachrer or Group Purchasing Organization Switch Lser Typs

fal @ B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

ABCDE Medical

Access the Open Payments
User Guide [POF, 37.3 MB]

Entity Details Manage Roles Need help with the websita?
Contact Us by email

Review the Open Payments

Select the "NMominate New Rele” butten to nominate a new individual to fill a role within your entity. Privacy Policy [PDF, 102 KB]

Select the "Modify” button by a user's name to add or remaove a role for an already affiliated user.
Select the "Deactivate User” button by a user's name to remaove that user completely from your
antity.

P v Q

MNote: An officer may modify or deactivate ancther officer but cannot deactivate themseives from

the entity.
An explanation of the statuses below can be found in the Open Payments User Guide [PDF, 37.3
ME] .
Nominate New Role
Name: Role: Status: Actions:
John Miller Aftester  Approved Modify
Submitter  Approved
Officer Werified
Tom Smith Submitter  Accepted Modify Deactivate User
Karen Miller Submitter  Accepted Modify Deactivate User

Nominati
Leslie Smith Officer A;:r:::;un Modify -_

To modify the nomination, change the information on the page. You may also modify the roles for the
user by checking or unchecking user role boxes. Note that you cannot remove all of an individual’s roles
via “Modify.”
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Once you have modified the nomination, select “Submit.”

Figure 109: Manage Roles tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} A S B3 ©

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Entity Details Manage Roles Need help with the website?

Contact Us by email

Review the Open Payments

Leslie Smith Privacy Policy [PDF]

Afield with an asterisk (*) is required

ABCDE MEdicaI L’» Access the Open Payments
?
a

*First Name: Middle Name:
Leslie

*Last Name: Suffix (Jr, Sr., etc.):
Smith

*Business Email Address:

openpayments@yopmail.com

*Indicate the role or roles this person will have:
¥ Officer
¥ Submitter
¥ Attester

¥ Compliance

*Country:
United States v

*Business Address, Line 1:
7500 Security Blvd.

Business Address, Line 2:

*City Name: *State:
Baltimore MD r
*Zip Code: *Business Telephone Number:
99999 9999 999-999-9999
21244 555-555-5555
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You will receive an onscreen confirmation of the information submission.

Figure 110: Manage Roles tab

Open Payments (Sunshine Act)

Apphrabis Manutactarar ar Group Purchiasng Organrahon Saabck Lser 1ypa

1) ®

Home Submissions Review and DISPI.ITE' Mﬂl‘li-!mI Entities Resources
ABCDE Medical B Access the Open Payments
User Guide [POF, 37.3 MB]
=l Manags Robes 7y  Nead help wth the website?
H Contact Us by emall
Confirmation: E Raview the Open Payments
Privacy Policy [PDF. 102 KE]

« You have successhully submitted Role Information.

Select the "Nominate New Riole”™ button 10 nominate a new individual to fill a role within your entity
Select the "Modity™ buthon by & user's name to add or remave & role for an already afiliated user
Select the "Deactivate Liser” button by & user's name to remove that usar completaly from your

entity.
Mote: An cfficer may modify or deactivate ancther cfficer but cannaot deactivate themselves from
the antity
An explanation of ihe siaiuses below can be found in the Open Payments Liser Guide [FDF, 37.3
ME] .
Hominate Mew Rode
MNama: Rola: Status: Actions:
John Millar Aftaster Approved Modify
Submitter  Approved
Cificer erified
Tom Smith Submitter  Accepted Maodify Deactivate User
Karan Miller Submitter  Accepted Modity Deactivate User
MNomination
Lesbe Srmith Submitter Muodi
Approved fy
Momination
Aflaster
Approved

If an officer approves a self-nomination, an email notification will be sent to the self-nominator
informing them that their self-nomination has been approved. If an officer approved a nomination made
by an individual who was not the nominee, the nominee will receive an email notification that they have
been nominated for a user role in the Open Payments system.

3.6g: Deactivating Users (Officers Only)

A user holding the role of officer with a reporting entity can deactivate individuals for that reporting
entity, including other officers. Deactivation removes the individual’s access to that reporting entity’s
information and records. It does not remove the individual from the Open Payments system.
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Note that officers cannot deactivate themselves, though an officer can deactivate another officer. If you
wish to be deactivated, contact the Open Payments Help Desk or another individual who holds the user
role of officer in your reporting entity. Note that a reporting entity must have at least one active user
who holds the officer role. If the sole remaining officer of a reporting entity leaves, an individual can
nominate him- or herself for the role and must contact the Open Payments Help Desk to complete the
nomination.

Only active users can be deactivated; individuals who have not yet accepted or rejected a user role
nomination cannot be deactivated, nor can individuals who have self-nominated for a user role but their
nomination has not yet been approved or denied.

To deactivate an individual from your reporting entity, follow these steps.

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,

navigate to the Open Payments home page, and select the “Manage Entities” tab from the menu bar on
the Open Payments home page.

Figure 111: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

' ® £

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email
Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?
H

Visit the Open Payments website at https:/www.cms.goviopenpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

‘You can manage your user profile and perform user role functions associated with your profile

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.

136


https://www.cms.gov/openpayments/About/Resources.html

Open Payments User Guide_for_Reporting_Entities_January-2024

Step 2: You will see a list of all the reporting entities you are associated with. Select the hyperlink for the

entity for which you will be deactivating a user.

Figure 112: Manage Entities Page

Open Payments (Sunshine Act)

Appleanla Manutachmer or Croup Murchesing Dnganizahon Sweich Lisar Typs

fa} @

Haome Submissions Review and Dispute Manage Entities My Profile

Manage Entities

Register Me'w Entity

Thir antities you are associaled with are listed belew. Select an entity from the list balaw 16 view
the entity's profile and, if you hold the oficer role, manage user roles affiliated with the entity

Entities pending recartification must be recenified bafare users an perfarm any Sysiam actiona for
those entities. Entity recertfication requires that an active cfficer within the Gpen Payments system
reviews, updates (as necassany). and confirms the accuracy of the entity’s profile information.

Changes made ta the Entity Name, TIN, or DUMS Numbser fiekds will cause your ently 1o be re-
vetted.

Your Entities

MHame: Registration 1D: Status: Date Verified:
+ ABCOE Medical 160000355013 \etted 01262017 10:20002

= ®

Messages Resources

Access the Open Fayments
User Guide [PDF, 37.3 MB]

Mead help with the website?
Contact Us by emall

Review the Open Payments
Privacy Policy [PDF. 102 KE]
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Step 3: On the “Entity Details” page, select the “Manage Roles” tab.

Figure 113: Manage Roles Tab

Open Payments (Sunshine Act)

Apphcehie Manhachine oF Croup Porchasing Organaaton Swnsh Lsar 1y

@ = ®

Review and Dispute Manage Entities My Profile Messages Resources
ABCDE Medical (P Access the Open Payments
User Guide [PDF, 37.3 MB]
Entity Details Manage Roles ? Need help with the website?
Contact Us by email
Select the "Nominate New Rcie” button to nominate a new individual to & a role within your entity a h“mgp;;m:}
Select the "Modity” bulion by a user's name to add or remove a role for an aiready afliated user. Y '
Salect the "Deactivate User™ button by a user's name to remowve that user complately from your
eniity
Note: An officer may madify or deactivale ancther officer but cannc! deactivale themselves from
the entity
An explanation of the statuses below can be found in the Open Paymants User Guide [PDF, 37.3
ME]
Hominate New Robe
Name: Role: Status: Actions:
John Miller Attester Agproved Maodity
Submitter Approved
Officer Verified |
Tom Smith Submitter  Accepted Modity  Deactivate User +
Karen Miar Submitter  Accepted Modify Deactivate User ‘
Nomination
Lesie Smith Officer Mod
Approved B
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Step 4: Select the “Deactivate User” button associated with name of the individual’s name

Figure 114: Deactivate User on Manage Roles Tab

Open Payments (Sunshine Act)

Applcehia Manutachuner or Graup 'urchasmng Organaton Swnch Lsar Tepa

fa} ® &3 &)

Hinsg: Submissions Review and Dispute Manage Entities My Profile Messages Resources

ABCDE Medical (P Access e Spen aymens
User Guide [POF, 37.3 ME]
Entity Details Manage Roles ? Nead halp with the websie?
Contact Us by email
I
Select the "Norminate New Rol™ bution 1o nominate & new individual o 8l 8 rolg within your entity B mﬁw;':,%";aml:]
Salect the "Modify” butlon by a users name to add or remove & role for an aready afiiated user ! ¥ '
Salect the "Deactivate User” button by a user's name io remove that user compleataly from your
Wity
Mote: An officer may madify or deactivale ancther officer bul cannol deactivate thermseives from J.
the entity.
-
An explanation of the staluses below can be found in the Open Payments Liser Guide [FDF, 27.3 f
ME]
Mominate New Role
Mama: Role: Status: Actions:
Jahn Miller Altester Approved Modify
Submitier Approved
Officar Varifled
Tom Smith Submitier Accepted Madify Deactivate User P
Karen Miller Submitier  Accepted Madify Deactivate User
Momination
Leslie Smith Officer = Madify
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Step 5: The system will ask you to confirm the deactivation. Select the “Continue” button to confirm
deactivation or “Cancel” to return to the Manage Roles page with no action taken. If you confirm

deactivation, the Open Payments system will send notification emails to you and the deactivated
individual announcing the individual’s deactivation from the reporting entity.

Figure 115: Manage Roles Tab. A pop-up message is displayed to "Deactivate User"

Selecting this option will deactivate Tom Smith from your
entity. They will no longer be able to perform actions on
behalf of your entity.

Reminder: Entities must have at least one active officer in

the Open Payments system. Select “Continue” to deactivate
this user, or select “Cancel” to return to the previous page.

Cancel Continue
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Figure 116: Confirmation Message on Mage Roles Tab

Open Payments (Sunshine Act)

Applcehia Manufacturar or Croup Purchesing Dnganization Sailch Lisar Type

{a (A @ B3 ®

Hame Submissions Review and Dispute Manage Entities My Praofile Messages Resources

ABCDE Medical B Access the Open Payments
Usar Guida [FOF, 37.3 ME]
Entity Datalls Manage Roles Meed help with the website?
? Contact Us by email
Confirmation: a Review the Open Payments
Privacy Policy [FOF, 102 KB

« The selected user, Tom Smith, has been deactivated.

Select the "Mominate Mew Role” button to neminate a new individual to fill a rele within your entity
Salect the "Modify” bution by & user's name 10 add of remove a role for an already affliated user
Select the "Deactivate User” Bution by a user's name te rermave that user completely from your

entity.
Mota: An officer may modify or deactivate anather officer but cannot deactivate themselves from
the antity.
An explanation of the stabuses below can be found in the Open Payments Liser Guide [POF, 37.3
ME] .
Mominate New Role
Name: Role: Status: Actions:
John Miller Altesier Approved Modify
Subritler  Approved
Oifficer “erified
Karen Milles Subenitter  Accepbed Modify  Deactivate User
Lesia Smith Susemitter :::r;:‘“ﬁf" Modity
Attester Nomination
Approved

Section 3.7: Vetting

Vetting is the process of verifying an applicable ‘manufacturer’s or applicable GPQO’s corporate identity.
This is done to ensure that the applicable manufacturer or applicable GPO is a valid reporting entity. All
applicable manufacturers and applicable GPOs registering in the Open Payments system will be vetted.
Vetting occurs once the authorized official has completed his or her profile and submitted his or her
registration in the Open Payments system. Note that reporting entity registration is not considered
complete until the vetting process has been successfully completed.

3.7a: Entity Vetting
Vetting of an applicable manufacturer or applicable GPO is an automated process and typically requires
little action from users. Once the authorized official submits the reporting entity and user profile, the
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vetting process begins. The process will attempt to vet the entity using the information provided in the
entity profile.

The system will send you an email notifying you of the success or failure of the entity’s vetting. You can
also view the vetting status of all reporting entities you are associated with on the Open Payments home
page in a section called “Entity Status.”

If a reporting entity fails vetting, its name in the home page’s “Entity Status” section will contain a
hyperlink. This link will take you to the reporting entity’s profile for editing and resubmission. You can
resubmit an entity for automated vetting three times. If your entity is unable to be successfully vetted
automatically, you will need to contact the Open Payments Help Desk to receive a “Conditionally Active”
status to gain access to the Open Payments system. “Conditionally Active” status is given on a
discretionary basis by the Open Payments Help Desk. This status will allow the authorized official and
additional users to perform tasks within the system to remain compliant with the program, though it will
be noted that the entity could not be successfully vetted.

If you believe all the information provided in the entity profile is correct and the entity should have been
successfully vetted, contact the Open Payments Help Desk at any time during the vetting process for
assistance at openpayments@cms.hhs.gov or 1-855-326-8366. For the TTY line, call 1-844-649-2766.

Note: If the Open Payments Help Desk is not able to assign the entity the “Conditionally Active”
status, the entity vetting status will remain as “Failed Vetting” in the Open Payments system and
users associated with the reporting entity will not be able to perform any action in the system.

3.7b: Vetting Timeframe

The automatic vetting process normally takes a short time but is dependent on the information provided
by the user and the number of reporting entities undergoing vetting at the same time. CMS encourages
authorized officials to register and begin the vetting process as early as possible to allow sufficient time
for vetting to be completed.

Note: If the vetting status remains “Vetting in Progress” for 48 hours, contact the Open Payments Help
Desk for assistance at openpayments@cms.hhs.gov or 1-855-326-8366. For the TTY line, call 1-844-649-
2766.
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Data Submission and
Attestation

Chapter 4: Data Submission and Attestation

This chapter on data submission and attestation provides detailed information on how applicable
manufacturers and applicable GPOs can submit payments or other transfers of value, and ownership or
investment interests’ information, to the Open Payments system. The Open Payments system provides
two data entry and submission options: (1) bulk data entry via character-separated values (CSV) files, or
a ZIP file that contains CSV files for both individual and consolidated reports; and (2) manual data entry
via a Graphic User Interface (GUI).

This chapter is divided into the following sections:

e Data Submission contains information on data submission for the Open Payments system.

e Preparing Your Data contains information on how to prepare data files, payment types, and
location of data submission resources.

e Bulk File Upload contains information and instructions for the preparation and upload of CSV
files (or ZIP file containing CSV files) for submission through the Open Payments system.

e Manual Data Entry Using the Graphic User Interface contains information about submitting
information to the Open Payments system through a graphical user interface (GUI).

e Record Validation and Matching contains information about how submitted records are verified
in the Open Payments system for accuracy.

e Correcting Validation and Matching Errors contains information about how to understand error
reporting and how to correct errors in submitted records.

o Deleting Records contains information about how to delete individual records and entire CSV
files.

e Final Submission of Data contains information about the final data submission process after all
records are uploaded and ready for submission.

o Delay in Publication contains information about the requirements and rules for requesting
delays in publication for certain types of records.

e Consolidated Reporting contains information about reporting entities under common
ownership having their data collectively submitted by one entity in the group in consolidated
reports.

143



Open Payments User Guide_for_Reporting_Entities_January-2024

o Third Party Data Submitters contains information about the use of third parties by reporting
entities to submit data to the Open Payments system.

e Attestation and Assumptions contains information about the attestation to the accuracy of data
submitted to Open Payments.

Section 4.1: Overview of Data Submission and Attestation

The Open Payments program requires applicable manufacturers and applicable GPOs to submit detailed
information regarding payments or other transfers of value made to physicians, NPPs and teaching
hospitals, and attest to the accuracy of that data. To complete these tasks, reporting entities must first
upload their data to the Open Payments system. Once the data has been successfully uploaded, it must
undergo final submission. After final submission, the reporting entity must legally attest to the accuracy
of the data. Finally, after attestation, the data will be made available for physicians, NPPs and teaching
hospitals to review and dispute.

Figure 127 provides an overview of the data submission and attestation process.

Figure 117: The Four Steps of Data Submission and Attestation

Data made

Submit and Complete final Attestto available for
. . accuracy of .
upload data submission dats review and

dispute

Notes:

Applicable manufacturers and applicable GPOs must maintain all books, contracts, records, documents,
and other evidence sufficient to enable the audit, evaluation, and inspection of the reporting entity’s
compliance for five years from the date of publication.

Data reporting is complete only after electronic attestation is received for the program year.

To assist with the preparation of data for submission, CMS has made resources available to help
reporting entities confirm physician, NPP and teaching hospital identifying information. Physician
identifying information can be found in the Validated Physician List (VPL). Non-Physician Practitioner
identifying information can be found in the Validated Non-Physician Practitioner List (VNPPL). The
documents can be downloaded from the “Submissions” page of the Open Payments system. Teaching
hospital identifying information can be found in the Teaching Hospital list, which can be downloaded
from the Resources page of the Open Payments website at
https://www.cms.gov/OpenPayments/Resources.

If the physician license information is not active in any program year (beginning with Program Year 2013
to present) and/or if the license cited on the reported payment record is inactive throughout the Open
Payments program, the payment record fails matching.
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If the NPP license information is not active beginning with Program Year 2021 to present and/or if the
license cited on the reported payment record is inactive throughout the Open Payments program, the
payment record fails matching.

Section 4.2: Data Submission

The data submission process requires reporting entities to submit detailed information regarding
payments or other transfers of value made to physicians, NPPs and teaching hospitals, and then attest
to the accuracy of the data. Reporting entities will submit data either through bulk file upload or manual
data entry. Both submission options are covered later in this chapter.

Only individuals holding the role of submitter may submit the data in the Open Payments system, and
only individuals holding the role of attester may attest to the data. To perform data submission, users in
the role of submitter should:

e Submit data files to validate the file structure;

e Use the error report generated by the Open Payments system to fix any data errors in submitted
files; and finally

e Perform final data submission.

Then, the attester can attest to the accuracy of the submitted data. All submission activities must be
completed before the close of the data submission period for that program year. Resources related to
data submission can be found on the Resources page of the Open Payments website at
https://www.cms.gov/OpenPayments/Resources.

Section 4.3: Preparing Your Data

Chapter 2 of this User Guide presents detailed descriptions of the information that must be collected for
submission by reporting entities. This section provides guidance on preparing data for submission.
Sections 4.4 and 4.5 provide details on how to submit the collected data through bulk upload and
manual data entry, respectively.

4.3a: Covered Recipient Demographic Resources

Prior to data submission, check the demographic information for each physician (including all principal
investigators), NPP (including all principal investigators) and teaching hospital included in the records to
ensure that it is current and accurate. To assist with this validation, CMS provides the Validated
Physicians List (VPL), the Validated Non-Physician Practitioners List (VNPPL) and the CMS Teaching
Hospital List.

e The Validated Physicians List (VPL) contains two separate files, one listing physicians who have
an NPI, and the second listing physicians without an NPl and have been reported on in the Open
Payments system. The VPL is not an exhaustive list of all physicians who should be included in
Open Payments reporting. It can only be accessed within the Open Payments system, on the
“Submissions” page.
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Note: The Validated Physician List is a very large file and, depending on your network
characteristics and software, may take a long time to download or fail to download.
Additionally, the number of rows in the VPL file may be larger than the maximum rows your
Microsoft Excel version supports. If you can't download the file, we recommend engaging your
IT support staff. If you can download the file but are unable to open it in MS Excel or get a
message that the data has been truncated, we recommend trying alternative programs such as
MS Access, Universal Viewer, Editpad, Notepad++, or any other software your organization has
available for large datasets.

e The Validated Non-Physician Practitioners List (VNPPL) is a reference data file that lists
information about Physician Assistants (PA), Nurse Practitioners (NP), Clinical Nurse Specialists
(CNS), Certified Registered Nurse Anesthetists or Anesthesiologist Assistants (CRNA/AA), and
Certified Nurse-Midwives (CNM), collectively called NPPs. The VNPPL contains two separate
files, one listing NPPs who have an NPI, and the second listing NPPs without NPl and have been
reported on in the Open Payments system. The VNPPL is not an exhaustive list of all NPPs who
should be reported in the Open Payments program. It can only be accessed within the Open
Payments system, on the “Submissions” Page.

e The Teaching Hospital Lists include all teaching hospitals that should be included in Open
Payments reporting. They can be accessed via the Resources page on the Open Payments
website (https://www.cms.gov/OpenPayments/Resources).

o Use the hospital’s “Doing Business As” name as the hospital name in the submitted record.
The “Doing Business As” name is found in the Teaching Hospital List under the heading of
“Hospital Name.”

o For the address for the hospital in the submitted record, use the “NPPES Business Address”
column in the Teaching Hospital List.

Another key resource is the “Submission Data Mapping Document,” which maps each data element in
Open Payments records to the appropriate CSV field names. (Note that there are different versions of
this document for PY 2018-2020 dataPY 2021-2022, and 2023 and Onwards data.) The “Data Element
Name”, Column B in the “Submission Data Mapping Document,” can be mapped to the “CSV Element
Name” column of the sample file (template). You may also use this document as a guide when entering
payments manually. Submission Data Mapping Documents can be found on the Resources page on the
Open Payments website (https://www.cms.gov/OpenPayments/Resources).

4.3b: Validation Utility for Covered Recipients - Physicians and NPPs

If you hold a submitter role for a reporting entity, you can access the covered recipient validation tool to
validate information on physician and/or NPP profiles, prior to reporting that physician and/or NPP on
the payment record. You must use the specific Covered Recipient validation template provided on the
Open payments “Validate Covered Recipient” page to upload physician and/or NPP profile information
for validation. Once the validation process is completed, you can download the results file for any
physician and/or NPP that were not successfully matched. Note: When you upload the physician and/or
NPP information to the system, the information is matched using the CMS validated resources.
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Character-separated value (CSV) is the only file format accepted by the Open Payments system to
validate physicians and/or NPPs. Submitted bulk files may not exceed 50MB in size. If the data in your

file exceeds that limit, you can split the data into more than one file. To validate physician and/or NPP
information:

Select the “Validate Covered Recipient” button located on the bottom of the “Submissions”
Page.

Submit physician and/or NPP information using the upload functionality on the Covered
Recipient Validation page.
4.3b (1): Validating physician and/or NPP Instructions

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “Submissions” tab.
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Figure 118: Submissions Tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

®

Review and Dispute Manage Entities My Profile T

Submissions ?

User Guide

A field with an asterisk (*) is required

Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments
System.

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the PhYSICIaI'I

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload Open Payments manual entry online form Physician with Inactive License(s)

Supplement File per Program Year below

Bulk File Upload Manual Data Entry should not be shared publicly.
File Download Help @
Validated Physician Lists
% and Physician with Inactive
N N License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail" Download the Non-

Physician Practitioner List

Select Payment Type: Select Entity: Select Program Year: The Non-Physician Practitioner List per
Please Select M Please Select M Please Select | e Program Year below should not be shared
publicly
N Non-Physician Practitioner
Review Records - Summary % List
To view submission summary and/or attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary”. Download the Reporti ng
Templates
Select Entity: Select Program Year: To download reporting templates, see the
Please Select ™ Please Select ™ Review Summary Resources tab

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Review File Status

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record

Validate Covered Recipient

= &

Contact Us  Privacy Policy
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Step 2: You will be brought to the "Submissions” page. Select the “Validate Covered Recipient” button to
begin the physician and/or NPP validation process.

Figure 119: Validate Covered Recipient Button

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

> @

Review and Dispute Manage Entities My Profile Resources

Submissions ?
User Guide

A field with an asterisk (™) is required

Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments

System

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual entry online form. Physician with Inactive License(s)

Supplement File per Program Year below

Bulk File Upload Manual Data Entry should not be shared publicly.
File Download Help @
Validated Physician Lists
g and Physician with Inactive
. . License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail" Download the Non-

Physician Practitioner List

Select Payment Type: Select Entity: Select Program Year: The Non-Physician Practitioner List per
Please Select | Please Select | PleaseSelect  [v] | ReviewDetail  proqrm vear pelow should not be shared
publicly
R Non-Physician Practitioner
Review Records - Summary E List
To view submission summary and/or attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary”. Download the Reporting
Templates
Select Entity: Select Program Year: To download reporting templates, see the
Please Select v Please Select ™ e many Resources tab,

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Review File Status

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record.

Validate Covered Recipient

= a8

ContactUs  Privacy Policy
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Step 3: Download and use the “Covered Recipient Validation Template” available on the right pane of
the “Covered Recipient Validation” page to validate physician and/or NPP information using this tool.
An example of the “Covered Recipient Validation Template” data fields are shown below.

Figure 120: Covered Recipient Validation Data Fields Table

Element

Description

Format

APPLICABLE_MANUFACTURER_OR_APP
LICABLE_GPO_ID

Enter the Applicable
Manufacturer’s/Applicable GPO’s
Registration ID in this data field

Free form text

COVERED_RECIPIENT_TYPE

Enter the covered recipient type
either physician or NPP. Allowed
values include

“1” = Physician

“10” = Non-Physician Practitioner

Less than or equal
to 20 digits

COVERED_RECIPIENT_FIRST_NAME

Enter the textual first name of the
physician or NPP receiving the
payment or other transfer of
value.

Free form text

COVERED_RECIPIENT_LAST_NAME

Enter the textual last name of the
physician or NPP receiving the
payment or other transfer of value

Free form text

COVERED_RECIPIENT_NPI

Physician or NPP NPI (not the
NPI of any group the physician or
NPP belongs to)

Numeric digits
only

COVERED_RECIPIENT_PRIMARY_TYPE

Enter Primary type of medicine
practiced by the covered recipient
Physician or NPP. Allowed values
include

"1" = Medical Doctor;

"2" = Doctor of Osteopathy;

"3" = Doctor of Dentistry;

"4" = Doctor of Podiatric Medicine;
"5" = Doctor of Optometry;

"6" = Chiropractor

"101" = Physician assistant

"102" = Nurse practitioner

"103" = Clinical nurse specialist
"104" = Certified Registered
Nurse Anesthetist

"105" = Certified nurse-midwife
“106” = Anesthesiologist Assistant

If Covered
Recipient Type =
"1" (Physician)
then enter only
one value
between Covered
Recipient Primary
Type="1"and
Covered Recipient
Primary Type= "6"
as applicable

OR

"10" (NPP) then
enter up to 6
comma separated
values between
Covered Recipient
Primary Type=
"101" and Covered
Recipient Primary
Type="106" as
applicable

COVERED_RECIPIENT_LICENSE_STATE
_AND_LICENSE_NUMBER_1

Enter the paired state and official
state license number of the
covered recipient Physician or
NPP. May include up to 5
"Covered Recipient License State
and License Number" pairs, if a
Physician or NPP licensed in
multiple states.

Unique pair of the
state and license
number in the
following format:

AA-
999999999999999
9999999999
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Element

Description

Format

COVERED_RECIPIENT_LICENSE_STATE
_AND_LICENSE_NUMBER_2

Enter the paired state and official
state license number of the
covered recipient Physician or
NPP. May include up to 5
"Covered Recipient License State
and License Number" pairs, if a
Physician or NPP licensed in
multiple states.

Unique pair of the
state and license
number in the
following format:

AA-
999999999999999
9999999999

COVERED_RECIPIENT_LICENSE_STATE
_AND_LICENSE_NUMBER_3

Enter the paired state and official
state license number of the
covered recipient Physician or
NPP. May include up to 5
"Covered Recipient License State
and License Number" pairs, if a
Physician or NPP licensed in
multiple states.

Unique pair of the
state and license
number in the
following format:

AA-
999999999999999
9999999999

COVERED_RECIPIENT LICENSE_STATE
_AND_LICENSE_NUMBER 4

Enter the paired state and official
state license number of the
covered recipient Physician or
NPP. May include up to 5
"Covered Recipient License State
and License Number" pairs, if a
Physician or NPP licensed in
multiple states.

Unique pair of the
state and license
number in the
following format:

AA-
999999999999999
9999999999

COVERED_RECIPIENT LICENSE_STATE
_AND_LICENSE_NUMBER 5

Enter the paired state and official
state license number of the
covered recipient Physician or
NPP. May include up to 5
"Covered Recipient License State
and License Number" pairs, if a
Physician or NPP licensed in
multiple states.

Unique pair of the
state and license
number in the
following format:

AA-
999999999999999
9999999999
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Figure 121: Covered Recipient Validation Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G}

Home

[A

®

&4

®

Resources

Submissions Review and Dispute Manage Entities

My Profile

Covered Recipient Validation

A field with an asterisk (*) is required

To submit your covered recipient matching validation file, follow the steps identified below. Prior to
uploading your validation file, ensure that the file is in a valid .csv file format and conforms to the
file specifications. If needed, you may download the Open Paymenis Covered Recipient Validation

Download the Physician
List

The Validated Physician Lists and
Physician with Inactive License(s)
Supplement File per Program Year below
should not be shared publicly.

Template available on the right sidebar on this page. -

P 9 pag File Download Help @

1. Select the "Browse..." button to locate and select your file. Note: Individual data files cannot Validated Physician Lists
be larger than 50 MB. g

2. Select the "Upload File" button

and Physician with Inactive
License(s) Supplement File
per Program Year

Once you select the "Upload File" button, the file will be submitted for validation and matching. You

will see the file details and results in the table below for 90 days after the upload. The results will
only include the provider profiles with error(s) and their respective error codes. Select the "Refresh
Status" button to refresh file status. A downloadable results file link in the results file column will be
available upon successful processing of the file.

Download the Non-
Physician Practitioner List

The Non-Physician Practitioner List per

*File: Program Year below should not be shared
Must be a valid .csv file. Maximum of 50 MB per file. publicly.
| Browse... g Non-Physician Practitioner
List
Upload File
Download the Validation
Refresh Status Template
The covered recipient validation template
Showing | 10 ﬂ of 0 Entries Page 1 of 1 Page ﬂ is available through the link below.
P g Covered Recipient Validation
Validation . "¢ | submitted| Submitted ) Template
) File Name: & Status: Results File:
File ID: ¢ ~ Date: & By:&
e
No records found.
Showing 10 |v| of 0 Entries Page 1 of 1 Page v/|

The delimiter for CSV files for Open Payments submission files is a pipe (|). When creating CSV files for
Open Payments using Excel on a Windows-based computer, you must first update the computer’s
regional settings to display “pipe” as the field delimiter instead of “comma.” You can find the regional
settings in your computer’s Control Panel under Region and Language -> Additional Settings -> List
Separator. Once this is complete, you can create the pipe by holding down the shift key and selecting
backslash (i.e., “\”).

To create a CSV using Excel on a Windows-based computer, load an applicable CSV sample file
downloaded from the Open Payments website. Next, enter required data within the columns, “auto fit”
the columns to make all data visible to ensure the data is entered correctly, and save the file. Be sure to
save the file in the file format of “CSV” (Excel default is either “.XLS” or “.XLSX").
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To create a CSV using Open Office on either a Macintosh or Windows-based computer, first open the
sample file downloaded from the Open Payments website. When the Text Import window opens, one of
the options you will see is “Separators.” Ensure that the checkbox for “Other” is checked and select the
“shift” and “\” keys to create the pipe as the separator in the “Other” field. Once this is done, enter the
required data within the columns. Ensure all data has been entered correctly and save the file.

You must save the file as a CSV file.

Whether you are using Excel or Open Office, it is important to perform the following final checks before
submitting your file:

e Open the CSV file in a text editor (Notepad for Windows, Text Editor for Macintosh) and confirm
that the rows are delimited with pipes; and

e Ensure that rows of data are not contained within quotation marks.

Step 4: Select the “Browse” button to choose a file to be uploaded. Select the “Upload File Button” to
upload the chosen file to the Open Payments system. Select the “Refresh Status” button to refresh the
“Covered Recipient Validation" page.

Figure 122: Browse Pop-Up Window

Covered Recipient Validation Download the Physician
A field with an asterisk () is required. )

The Validated Physician Lists and
To submit your covered recipient matching validation file, follow the steps identified below. Prior to Physician with Inactive License(s)
uploading your validation file, ensure that the file is in a valid .csv file format and conforms to the Supplement File per Program Year below
file specifications. If needed, you may download the Open Payments Covered Recipient Validation should not be shared publicly.

Template available on the right sidebar on this page a
G d =g File Download Help @

1. Select the "Browse..." button to locate and select your file. Note: Individual data files cannot Validated Physician Lists

be larger than 50 MB. g and Physician with Inactive
2. Select the "Upload File" button. License(s) Supplement File
per Program Year

=
— v /4 m * ThisPC > Desktop v U | Search Deskiop L Download the Non-
Physician Practitioner List
Organize New folder = - 0 The Non-Physician Practitioner List per
K Name Date modified Type & Program Year below should not be shared
3 Quick access publicly
m Desktop Personal_Desktop 11/13/201310:37...  File fold g Non-Physician Practitioner
List
# Downloads
4 Documents ¥
-~ i » Download the Validation
Template
File name: ~ | |All Files (*.%) ~
The covered recipient validation template
Open Cancel is available through the link below.
o g Covered Recipient Validation
Validation , "€ | Submitted| Submitted . Template
) File Name: & Status: Results File:
File ID: & ~ Date: & By: &
<

No records found.

Showing | 10 |v| of 0 Entries Page 1 of 1 Page |v|
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You will receive a confirmation message stating “You have successfully refreshed the page” and you will
be able to download a results file. Note: Selecting the “Cancel” button will cause you to lose all data
entered.

Step 5: Click the “Download” button to download the results file. The results file, which is a pipe
delimited .csv file inside of a .zip file and will include only the profiles with errors. If the system found a
successful match on the entered physician and/or NPP profile then the results file will not include that
NPP profile. The system will display the results file for 90 days after the upload within the Open
Payments system.

Figure 123: Covered Recipient Validation with Download Option

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa} ® B3 @

Home Submissions Review and Dispute Manage Entities My Profile Resources

Covered Recipient Validation Download the Physician
A field with an asterisk () is required. )

The Validated Physician Lists and
To submit your covered recipient matching validation file, follow the steps identified below. Prior to Physician with Inactive License(s)
uploading your validation file, ensure that the file is in a valid .csv file format and conforms to the Supplement File per Program Year below
file specifications. If needed, you may download the Open Payments Covered Recipient Validation should not be shared publicly.

Template available on the right sidebar on this page. A
P 9 pag File Download Help @

1. Select the "Browse..." button to locate and select your file. Note: Individual data files cannot Validated Physician Lists

be larger than 50 MB. g and Physician with Inactive
2. Select the "Upload File" button License(s) Supplement File
per Program Year

Once you select the "Upload File" button, the file will be submitted for validation and matching. You

will see the file details and results in the table below for 90 days after the upload. The results will
only include the provider profiles with error(s) and their respective error codes. Select the "Refresh
Status" button to refresh file status. A downloadable results file link in the results file column will be
available upon successful processing of the file.

Download the Non-
Physician Practitioner List

The Non-Physician Practitioner List per

“File: Program Year below should not be shared
Must be a valid .csv file. Maximum of 50 MB per file. publicly
| Browse... g Non-Physician Practitioner
List
Upload File

Download the Validation
Template

Refresh Status
The covered recipient validation template

Showing | 10 ﬂ of 1 Entries Page 1 of 1 Page| 1 ﬂ is available through the link below.
- - - Covered Recipient Validation
File Name: o File Status: | Submitted | Submitted Results File: g Template
& Date: By: ¢

L - Submitted Karen
Covered_Recipient V. _Template.csv 07/022021 0

Successfully
< >
Showing |10 |v| of 1Entries Page 1 of 1 Page| 1/v|
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Figure 124: Results File Data Elements

Element Information Displayed

APPLICABLE_MANUFACTURER_OR_APPLICABLE_GPO_ID Input from user

Value-based on Input

COVERED _RECIPIENT_TYPE
- - from the user

COVERED_RECIPIENT_FIRST_NAME Input from user
COVERED_RECIPIENT_LAST_NAME Input from user
COVERED_RECIPIENT_NPI Input from user
COVERED_RECIPIENT_PRIMARY_TYPE Input from user

COVERED_RECIPIENT LICENSE_STATE_AND_LICENSE_NUMBER_1 | Input from user

COVERED_RECIPIENT_LICENSE_STATE_AND_LICENSE_NUMBER_2 | Input from user

COVERED_RECIPIENT LICENSE_STATE_AND_LICENSE_NUMBER_3 | Input from user

COVERED_RECIPIENT LICENSE_STATE_AND_LICENSE_NUMBER_4 | Input from user

COVERED_RECIPIENT_LICENSE_STATE_AND_LICENSE_NUMBER_5 | Input from user

Error codes (separated by

ERROR_MESSAGE_ID comma)

Element(s) that causes

DATA_ELEMENT_VALUE the error(s) (separated by
comma)

When all profiles in the file are successfully matched, the results file download link will still be available.
Inside the downloaded file, only the following message will be displayed:

All Covered Recipient profiles you uploaded were successfully matched. Hence, there are no errors in this
file.

Section 4.4: Bulk File Upload

The Open Payments system allows applicable manufacturers and applicable GPOs to submit payments
or other transfers of value, and ownership or investment interest information via bulk file uploads.
Files can be submitted as an individual entity submitting a single report or as a consolidated report on
behalf of multiple entities (see Section 4.12 for information on Consolidated Reporting).

Bulk files may be used to perform four actions:

Add new records to the Open Payments system (refer to Section 4.4b and 4.4c);
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Change existing records in the Open Payments system (refer to Section 4.8a);
Delete existing records (refer to Section 4.9); and
Update the delay in publication status of existing records (refer to Section 4.11).

An individual record’s action is indicated by the value given in the field “Resubmission File Indicator.”

A bulk file must include records of only one action (i.e., the “Resubmission File Indicator” must be the
same value for all records in a bulk file). To accomplish multiple actions, multiple bulk files must be
prepared. Records with “R” or “D” for the Resubmission File Indicator field have a smaller number of
fields that are required for file submission. Refer to the Submission Data Mapping documents for details.
Data supplied in fields identified as optional for these file types, will not be validated, or saved in the
Open Payments system.

Character-separated value (CSV) is the only file format accepted by the Open Payments system for bulk
data files. ZIP files are permissible if they contain only CSV files. CSV files must be prepared and
formatted properly for successful submission. See Section 4.4b for guidance.

Submitted bulk files may not exceed 250MB in size. If the data in your file exceeds that limit, you can
split the data into more than one file or compress the CSV file into a ZIP file. A ZIP file containing
compressed CSV files must be under 250MB after compression.

While there are no system limitations to the number of data lines or rows that can be included in afile if
the file size remains below 250MB, it is recommended that bulk files contain no more than 400,000
records, as this is the limit that can be downloaded in the system at any one time.

Note: Applicable GPOs are required to report Ownership/Investment Interest records only if there is a
corresponding General/Research Payment record reported for that physician for that program year.

The Group Purchasing Organizations (GPOs) cannot report any general, research payment, or
ownership/ investment record, for NPPs; however, they can report NPPs as a principal investigator on
the research payment.

4.4a: Delay Limit Reached

Per the Final Rule, records can only be delayed from publication for four-years from the year of payment
(i.e., the record’s program year). As such, records attributed to Program Years 2014-2019 are no longer
eligible for a delay in publication, and will be included in the June 2024 publication.

Records that have reached the delay-in-publication limit will have one of two “Delay in Publication”
statuses in the Open Payments system. The status depends on the rationale given for the delay when it
was first requested, either “research and development” or “clinical investigation.”

Delay in publication status displayed as:

No Delay - R & D on New Product - Limit Reached

No Delay - C.I. on New Product - Limit Reached
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For program years that have reached the delay limit, users will be prevented from requesting a delay in
publication of new or updated records.

Records submitted via bulk file that have a Resubmission File Indicator value of “N” or “Y” (i.e., new
records or resubmitted records, respectively) and that request a delay in publication but are not eligible
for a delay based on their program year will fail record validation.

When attempting to submit a bulk file, if a user selects the “Renew Delay in Publication” option from the
“Resubmission File Indicator” drop-down on the “Upload Payments” page (i.e., indicating all records in
the file have a Resubmission File Indicator value of “R”), the system will display an on-screen error
message and prevent the file from being uploaded.

4.4b: Creating CSV Files

Bulk upload files for Open Payments data must be CSV (character-separated value) files and built upon
sample files/reporting templates provided by Open Payments. A bulk upload file can contain records of
only one payment type (General, Research or Ownership and Investment Interest) and must be built
using the template for its payment type.

The sample files for all three payment types are available on the Resources page of the Open Payments
website (https://www.cms.gov/OpenPayments/Resources). The CSV sample files include sample data
and show the exact format to be used by reporting entities to upload data in the Open Payments

system.
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Figure 125: CMS Open Payments website "Resources" page

SUBMISSION SAMPLE FILES

Usze the sample files balow to format vour data correctly for upload into the Open
Paymanls system.

Program Year 2023
OMLY use these files for records dated from lanuary 1, 2023 and onward:

« C5Y Sample File: General Payments ([CSV)
« CS5V Sample File: Research Pay mants (CSV)

Program Years 2021 to 2022
OMLY uee these files for records dated from January 1. 2021- December 31, 2022:

+« C5V Sample File: General Payments (CSV)
+ CSVY Sample File: Research Payments ICSV)

Program Years 2018 to 2020
OMLY uee these files for records dated from January 1, 2018 -December 31, 2020

= G5V Sample File: General Pay ments (CSV)
+« C5V Sample File: Research Pay ments (CSV)

Program Years 2018 and Onwards: Physician Owner/lnvestor
This sample file should be used for submitting owners hipfinvestment interests for all
[FCHE FAMT YOars.

« CS5V Sampla File: Physician Ownerflnvastor (ICSV)

Reporting templates are available within the Open Payments system and can be accessed on the
“Resources” tab by users who hold the submitter role. The templates define the exact format and layout
of the files accepted in the Open Payments system.
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Figure 126: Open Payments system "Resources" tab for submitters displaying available reporting
templates

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} 3 ) ®

Home Submissions Review and Dispute Manage Entities My Profile Resources

Open Payments Resources

Links to the Open Payments resources are available below.

For help obtaining a PDF viewer, go to the CMS.gov Help page.

Resources

Cpen Payments User Guide for Reporting Entities [PDF]

Open Payments User Guide for Covered Recipients [PDF]

Open Payments FAQ's [PDF]

CMS Resources Website

Error and Warning Code Key [XLSX]

List of Drug Names and National Drug Codes (NDC)

List of Medical Device or Medical Supply Names and Primary Device Identifier

Reporting Templates

Report templates are available through the links below. Download the template(s) for the program year(s) and payment category/categories for the records to be
submitted. The system will reject files prepared with an incorrect payment category or program year template.

P

Research

= PY 2018 - 2020 CSV Template File: Research Payments [CSV]

= PY 2021 - 2022 CSV Template File: Research Payments [C5V]

= PY 2023 and Onwards CSV Template File: Research Payments [CSV]
General

« PY 2018 - 2020 CSV Template File: General Payments [CSV]

« PY 2021- 2022 CSV Template File: General Payments [CSV]

» PY 2023 and Onwards CSV Template File: General Payments [C5V]
Ownership

« PY 2018 and Onwards CSV Template File: Physician Owner/lnvester [CSV]

The correct template files must be used for the corresponding reporting category (i.e., general payment
records must be in general payments template file format, etc.) and program year. Data entered for the
records must conform to the restrictions for the data fields given in the “Submission Data Mapping
Documents.” The “Submission Data Mapping Documents” are available on the Resources page of the
Open Payments website.

Multiple versions of the “Submission Data Mapping Document” and CSV sample files and templates are
available, reflecting changes in the formatting of payment records starting with Program Year 2016. The
list below explains which guidance documents to use:

To prepare general payment and research payment records for Program Years 2023 and Onwards,
refer to the guidance in the “PY 2023 and Onwards Submission Data Mapping Document.” The names of
the sample files and templates vary depending upon where you locate them:

o On the “Resources” page of the Open Payments website, the sample files are named
“PY 2023 and Onwards CSV Sample File: General Payments” and “PY 2023 and Onwards
CSV Sample File: Research Payments.”
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o Onthe “Resources” tab within the Open Payments system, the templates are named
“PY 2023 and Onwards CSV Template File: General Payments” and “PY 2023 and
onwards CSV Template File: Research Payments.”

To prepare general payment and research payment records for Program Years 2021-2022, refer to the
guidance in the “PY 2021-2022 Submission Data Mapping Document.” The names of the sample files and
templates vary depending upon where you locate them:

o Onthe “Resources” page of the Open Payments website, the sample files are named
“PY 2021 and Onwards CSV Sample File: General Payments” and “PY 2021 and Onwards
CSV Sample File: Research Payments.”

o On the “Resources” tab within the Open Payments system, the templates are named
“PY 2021 and Onwards CSV Template File: General Payments” and “PY 2021 and
onwards CSV Template File: Research Payments.”

To prepare general payment and research payment records for Program Years 2018-2020, refer to the
guidance in the “PY 2018-2020 Submission Data Mapping Document.” The names of the sample files and
templates vary depending upon where you locate them:

o Onthe “Resources” page of the Open Payments website, the sample files are named
“PY 2018-2020 CSV Sample File: General Payments” and “PY 2018-2020 CSV Sample File:
Research Payments.”

o On the “Resources” tab within the Open Payments system, the templates are named
“PY 2018-2020 CSV Template File: General Payments” and “PY 2018-2020 CSV Template
File: Research Payments.”

To prepare physician owner/investor records for any Program Years, refer to the guidance in the “PY
2023 and Onwards Submission Data Mapping Document”. The names of the sample files and templates
vary depending upon where you locate them:

o On the “Resources” page of the Open Payments website, the sample files are named
“PY 2018 - Onwards CSV Sample File: Physician Owner/Investor.”

o On the “Resources” tab within the Open Payments system, the template is named “PY
2018 — Onwards CSV Template File: Physician Owner/Investor.”

The delimiter for CSV files for Open Payments submission files is a pipe (|). Therefore, when creating
CSV files for Open Payments using Excel on a Windows-based computer, you must first update the
computer’s regional settings to display “pipe” as the field delimiter instead of “comma.” You can find
the regional settings in your computer’s Control Panel under Region and Language -> Additional Settings
-> List Separator. Once this is complete, you can then create the pipe by holding down the shift key and
selecting backslash (i.e., “\”). Note that this “regional setting” change is not necessary when using Open
Office.

To create a CSV using Excel on a Windows-based computer, load an applicable CSV sample file
downloaded from the Open Payments website. Next, enter required data within the columns, “auto fit”
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the columns to make all data visible to ensure the data is entered correctly, and save the file. Be sure to
save the file in the file format of “CSV” (Excel default is either “.XLS” or “.XLSX").

To create a CSV using Open Office on either a Macintosh or Windows-based computer, first open the
sample file downloaded from the Open Payments website. When the Text Import window opens, one of
the options you will see is “Separators.” Ensure that the button for “Other” is checked and select the
“shift” and “\” keys to create the pipe as the separator in the “Other” field. Once this is done, enter the
required data within the columns. Ensure all data has been entered correctly and save the file. You must
save the file as a CSV file.

Whether you are using Excel or Open Office, it is important to perform the following final checks before
submitting your file:

Open the CSV file in a text editor (Notepad for Windows, Text Editor for Macintosh) and confirm that the
rows are delimited with pipes; and

Ensure that rows of data are not contained within quotation marks to avoid the data being rejected by
the system.
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4.4c: Bulk File Upload Instructions

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,

navigate to the Open Payments home page, and select the “Submissions” tab.

Figure 127: Open Payments System Landing Page for returning system users

Applicable Manufacturer or Group Purchasing Organization Switch User Type

D) D) *
v 7]

Submissions Review and Dispute Manage Entities

Open Payments (Sunshine Act)

®

My Profile

Welcome to the Open Payments System
Announcements

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Visit the Open Payments website at hitps://www.cms.gov/openpayments for information. For
guestions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.

> ®

Messages Resources

Access the Open Payments
User Guide [PDF]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]
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Step 2: You will be brought to the "Submissions” page. Select the “Bulk File Upload” button to begin the
bulk file upload process.

Figure 128: Submission Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type
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Submissions ?

H
User Guide

A field with an asterisk () is required.
Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments
System

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload Open Payments manual entry online form Physician with Inactive License(s)

Supplement File per Program Year below
Bulk File Upload Manual Data Entry should not be shared publicly-
File Download Help @

Validated Physician Lists
g and Physician with Inactive
. _ License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail". Download the Non-

Physician Practitioner List

Select Payment Type: Select Entity: Select Program Year: The Non-Physician Praciitioner List per
Please Select ™ Please Select v Please Select [v|  Review Detail Program Year below should not be shared
publicly
. Non-Physician Practitioner
Review Records - Summary % List
To view submission summary and/for attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary". Download the Reporting
Templates
Select Entity: Select Program Year: To download reporting tempiates, see the
Please Select v Please Select v Review Summary Resources tab

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status "

Review File Status

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient" button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record

Validate Covered Recipient

= a

Contact Us  Privacy Policy
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Step 3: Select the payment category for the type of file being submitted: general, research, or
ownership/investment interests. Then select the reporting entity for which you will be uploading the
files and the program year of the data. For the Resubmission File Indicator drop-down, select the value
that matches the value given in the “Resubmission File Indicator” in the file’s records (e.g., if the file’s
records have a “Resubmission File Indicator” value of “N,” select “New Submission”).

Select the “Browse” button to find and select the file to be uploaded.

Note: You may only submit one data file at a time. If you have multiple files to upload, repeat the bulk
upload process for each file. To upload the file, select the “Submit File to Open Payments” button.

Figure 129: Upload Payments Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ) > ®

Home Submissions Review and Dispute Manage Entities Resources

Up|0ad payments Download the Physician
List
A field with an asterisk () is required. )
The Validated Physician Lists and
To submit your payment file, follow the steps identified below. Prior to uploading your payment file, Physician with Inactive License(s)
ensure that the file is in a valid file format (.csv or .zip) and conforms to the file specifications. If Supplement File per Program Year below
needed, you may download the latest Open Payments Reporting Templates available on the should not be shared publicly.

"Resources” tab of the Open Payments system .
! & i File Download Help @

1. Select the appropriate payment category, reporting entity, program year and resubmission Validated Physician Lists

file indicator that apply to the file's payment records. Note: Individual data files cannot be E and Physician with Inactive
larger than 250 MB License(s) Supplement File
2. Select the "Browse. " button to locate and select your file. per Program Year

3. Select the "Submit File to Open Paymenis" button.

Once you select the "Submit File to Open Paymenis" button, the file and records within it will be:

) ” ) Download the Non-
submitted for validation and matchlng. You will receive a status of the file processing via email

Physician Practitioner List

\‘: Z?\Z:r;:}::s:w: ~ The Non-Physician Practitioner List per
Program Year below should not be shared
. 3 i publicly.
\‘ Reporting Entity: - -
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*Program Year:
2018 [v]

Download the Reporting
“Resubmission File Indicator: Templates
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To download reporting templates, see the
Resources tab.

“File:
Must be a valid .csv or _zip file. Maximum of 2560MB per file

“ I Samplefile.csv « Browse...

I Submit File to Open Payments I

Cancel
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Upon upload, the file will undergo several validations, as explained in Section 4.6.

Figure 130: Confirmation Message on Uploads Payments Page
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You will receive an email notification if records did not pass validation or matching and can subsequently
review the errors in the error log. Records that failed validation and/or matching cannot proceed to final
submission. You must correct them and resubmit the records. Records that passed validation and
matching may trigger warnings relating to expired physician and/or NPP licenses or late submissions.
Such records should be reviewed for accuracy from the warning log but can proceed to final submission
without correction.

Note:

e If the physician license information is inactive in any program year (beginning with Program Year
2013 to present) and/or if the license cited on the reported payment record is inactive
throughout the Open Payments program, the payment record fails matching.

e If the NPP license information is inactive beginning with Program Year 2021 to present and/or if
the license cited on the reported payment record is inactive throughout the Open Payments
program, the payment record fails matching.

See Section 4.8 for details on record correction and resubmission.

4.4d: Review File Status page

Reporting entity users with a submitter role may check the status of their file upload from the “Review
File Status” page. This page provides a centralized dashboard that allows users to view the status and
submission information of files that have been submitted to the system for their associated entities
since 01/01/2019. To access the “Review File Status” page, follow the steps below:

166



Open Payments User Guide_for_Reporting_Entities_January-2024

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “Submissions” tab.

Figure 131: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?

Visit the Open Payments website at htips://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8386. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: You will be brought to the "Submissions” page. Select the “Review File Status” button under the
Review Submitted Files(s) Status section. Note: This section is only available for users with a submitter

role.

Figure 132: Review File Status Button
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and non-physician information to profiles prior to reporting that covered recipient on the payment record
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On the “Review File Status” page, you may search for files by choosing the file-level search criteria and
selecting “Search.” The search results will be displayed in the file table on the bottom of the page, and
the following information is provided for each file.

File ID

File Name

File Status

Submitted Date

Submitted By (i.e. User First Name and Last Name Corresponding to IDM ID)
Payment Category

Program Year

Submission Type

Entity

Deleted Date

Deleted By (i.e. User First Name and Last Name Corresponding to IDM ID)

The displayed files may have the following file statuses:

In Process - The file is being processed by the system.
Rejected - The file is rejected by the system and user is notified via email. No records were
uploaded.

c. Submitted Successfully - The file is uploaded successfully.

Submitted with Errors - The file is uploaded successfully but one or more records in the file
are in “Failed Validation” or “Failed Matching” status.

e. Processed with Warning - The file contains records with late submission and/or expired
license warning. No action is required for records with late submission warnings. Submitters
should review the records that triggered an expired license warning. If the information is
valid, no action is required, and the record can continue through final submission without
further updates. If the information is not valid, correct or delete the records.

f. System Failure Occurred - There is a hardware failure or an infrastructure issue. The file will
not be processed and may have to be re-uploaded once the system is recovered.

g. Rejected - File Infected - The virus scan has resulted in an infected file. Re-upload a virus free
file.

h. Deleted - File was deleted successfully from the system after the user had selected the
“Delete File” button.
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Figure 133: Review File Status Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type
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Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review File Status

The table below displays information on files submitted on or after Jan 1st, 2019 for the reporting entities you are associated with across all available program years
and payment categories. To access the File ID page of a processed New Submission or Resubmission file, select the hyperlinked file ID in the table.

Use the Search and Filtering tool to customize your view of the file information.

File Status: Payment Category: Program Year:
In Process General Payments 3665
Rejected Research Payments 2019
Submitted Successfully Ownership or Investment Interest 2018
Submitted with Errors 2017
Processed with Warning 2016
System Failure Occurred 2015
Rejected - File Infected 2014
Nelatad v n13 v
Entity: Submission Type: Submission Start Date:
Lexton Construction, LLC New Submission yyyymmdd @
Resubmission 20180101 =
Renew Delay in Publication
Delste Submission End Date:
yyyymmdd @
i
Search Clear All
Showing Results for:
Submission Start Date: 20180101
Showing | 50 ~ of1Entries Page 1 of 1 Page 1 r
File File Submitted | Submitted | Payment | Program Type of Deleted | Deleted
File Name: o < DO Entity:
ID: Status: Date: By: Category: | Year: | Submission: Date: By:
General New
10313| research_file_11_20_2016.csv Submitted | 09/24/2019| Karen 2016 ) ABCDE NA N/A
Successfully Miller Payments Submission Medical
Showing 50 v of1Entries Page 1 of 1 Page| 1 ~

Back to Submissions

Note: To access the Error Log and Warning Log for files “Submitted Successfully”, “Submitted with
Errors” or “Submitted with Warnings”, select the “File ID” link in the File ID column to the left of the
payment file you wish to access. The “File ID” link will display the “File ID” page which contains the Error
Log and the Warning Log. Select the “Error log” hyperlink at the bottom of the page to download and
view the error log (or) select the “Warning Log” hyperlink at the bottom of the page to download and
view the warning log. You can delete a file using the “Delete File” button.
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Figure 134: File ID Home Page
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File ID: 1000940
Details about the File Submitted

If any records have errors, download the file's error log. If any records have warnings, download
the file's warning log. The records can be identified by the Record ID and Home System Payment
ID. If necessary, this file can be deleted by selecting the "Delete File" button.

2021 Research Payments ABCDE Medical

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

L» Access the Open Payments
?
L]

Qriginal Upload File Name: Valid_File_RS_Warning.csv

Type of Submission: New Submission

Original /Resubmission Date: 11/18/2021 9:32 AM

Submitted By: Ted Smith

File Size: 7 KB

File Type: csv

Program Year: 2021

Payment Category: Research Payments

File Status: Processed with Warning

Number of Records in File: 2

Number of Records Uploaded: 2

Error Log: 1000940 _Research Payments Error(s)

Warning Log: 1000940_Research Payments Warning(s)
Back to Review File Status Delete File

Note: Listed below are alternate ways to access the Error Log/ Warning Log for files “Submitted
Successfully”, “Submitted with Errors” or “Submitted with Warnings”.

1) On the Submissions page, under the “Review Submitted Payment Records” section, select the
Payment Type, select the Entity and Program Year from the dropdowns and select the “Review
Detail” button. On the “Payment Category” page, search the “File ID”. The “File ID” link will
display the “File ID” page that contains the Error Log and Warning Log.

2) On the Submissions page, under the “Review Records — Summary” section, select the Entity and
Program Year from the dropdowns and select the “Review Summary” button. Once on the
“Review Records-Summary” Page, select the “View All” under the desired payment category. On
the “Payment Category” page, search the “File ID”. The “File ID” link will display the “File ID”
page that contains the Error Log and Warning Log.
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4.4e: Review Records
You may check the status of records that were successfully uploaded at any time via the “Review
Records” page.

Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/.

Select the “Submissions” tab on the menu bar. Under the “Review Records - Summary” section
of the page, select the reporting entity and program year of the records to be reviewed, then
select the “Review Details” button.

3. The “Review Records” page displays the total number of records in each record status for the
program year, sorted by payment category. Record must be in “Ready for Submission” status to
undergo Final Submission. Any records that are in “Failed Validation” or “Failed Matching”
status must be corrected before they are eligible for “Final Submission”.

Records in the submission process will be in one of the following statuses:

a. System Processing - Records which the Open Payments system is still processing and
validating.

b. Failed Validation - Records that did not pass field validation checks.

c. Failed Matching - Records that were not successfully matched to a valid covered
recipient.

d. Ready for Submission - Records which are successfully validated and matched and are
ready for final submission.

4. Select the “Refresh Status” button to update the counts for all payment categories. Once the
“Refresh Status” button is selected, all other buttons on the “Review Records” page will be
disabled until the page has been refreshed and a confirmation message will display when the
refresh action is completed.

5. Select the “View All” button next to a payment category to go to the “Payment Category” page
and view the individual records for that category.

e Note: You can also navigate to the payment category page by selecting the submissions
page. Under the “Review Submitted Payment Records” section, select the Payment Type,
select the Entity and Program Year from the dropdowns and select the “Review Detail”
button.

6. Select the “Record ID” link for an individual record on the “Payment Category” page to view the
record details. The “Record ID” page displays the record’s error messages including those
related to matching, and the expired license warning. In the case of expired license related

warnings, a warning icon () is also displayed next to the “Record ID” on the Payment Category
page.
7. Select the “File ID” link to view details about the submitted file. File Upload Statuses are
displayed on the File ID page and on the File Modal:
a. Submitted Successfully - File uploaded successfully.
b. Submitted with Errors - The file is uploaded successfully but one or more records in the
file are in “Failed Validation” or “Failed Matching” status.
c. Processed With Warning - File contains records with late submission and/or expired
license warnings. Users should review the warnings that are issued. No action is
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required for late submission warnings; however, the user should determine if
corrections or deletions are required for records with an expired license warning. If it is
confirmed that the information is valid, the record can continue through final
submission without further updates. Associated Warning Log file displays specific
warning message(s).

NOTE: If the physician license information is inactive in any program year (beginning
with Program Year 2013 to present) or if the non-physician practitioner license
information is inactive in any program year (beginning with Program Year 2021 to
present) and/or if the license cited on the reported payment record is inactive
throughout the Open Payments program, the payment record fails matching.

Take note that once the data has been uploaded to the system and undergone these checks, it still must
undergo the final submission process in the Open Payments system. Performing bulk file upload only
uploads the file and checks each record to ensure that it adheres to a valid data format and matching
requirements. You must complete the final submission and attestation process for the data to be
considered reported. See Section 4.10 for details on final submission and Section 4.14 for details on
attestation.

Note: Records with errors that failed validations that prevent them from being loaded into the system
are not saved in the Open Payments system and will not appear on the “Review Records” page. See
Sections 4.6 and 4.7 for more information.

Section 4.5: Manual Entry Using the Graphic User Interface (GUI)
The Open Payments system provides the ability to enter information regarding individual payments or

other transfers of value through an online interface.

The “Submission Data Mapping Documents,” available on the Resources page of the Open Payments
website at https://www.cms.gov/OpenPayments/Resources, provide guidance and descriptions on each

of the fields that will be entered during the manual data entry process. There are two versions of the
Submission Data Mapping document, one for Program Years 2016-2020, and one for Program Years
2021 and onwards. All of them are available on the Resources page. Have the appropriate version of this
document available during manual entry for reference.

Note: The Open Payments program requires group purchasing organizations (GPOs) to report
physician Ownership/Investment Interest if there is a General/Research payment reported for that
physician and program year

GPO users can access a report that identifies physicians on General/Research Payment records that
are missing attested Ownership/Investment Interest record for the same program year. See section
4.7c for more details on the report.

Group Purchasing Organizations (GPOs) cannot report any general, research payment, or ownership/

investment record, for NPPs; however, they can report NPPs as a principal investigator on the
research payment.
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You can manually enter one record at a time. The manual entry process will differ slightly depending on
the type of payment you are reporting. The process for all three payment types is outlined below.
Repeat the steps below for each payment that must be reported. Note that an “Add” button is available
in several places during the Manual Data Entry process. You must select the “Add” button to save
entered information in those places. If you proceed without selecting “Add,” the information you
entered will not be saved and the system will not allow you to continue the data entry process.

Note: Manual data entry does not complete the submission process. Once a record is manually
entered, it will be subject to the matching process for validation of the covered recipient information.
Once this process is successful, the record(s) must then undergo final submission and attestation
(Section 4.10) for the submission to be complete.

Note that the steps provided below assume that a user is entering the data in a consecutive manner,
however, users can utilize the “Payment Navigation Bar”, located on top of the record, to go directly to a
specific page, assuming there are no errors on the page they are currently on.

4.5a: Manual Entry of General Payments Data
To enter general payments data manually, follow these steps:
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Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,

navigate to the Open Payments home page, and select the “Submissions” tab from the home page.

Figure 135: Open Payments System Landing Page for returning system users
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Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physmlan

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual entry online form. Physician with Inactive License(s)

Supplement File per Program Year below

Bulk File Upload Manual Data Entry should not be shared publicly
File Download Help @
Validated Physician Lists
E and Physician with Inactive
. . License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail" Download the Non-

Physician Practitioner List
Select Payment Type: Select Entity: Select Program Year: The Non-Physician Practitioner List per

Please Select [¥|]  Please Select | PleaseSelect  [v| | ReviewDetall  program vear below should not be shared
publicly

% Non-Physician Practitioner

Review Records - Summary List

To view submission summary and/or attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary". Download the Reporting

Templates

Select Entity: Select Program Year: To download reporting templates, see the
Please Select ﬂ Please Select ﬂ Review Summary Resources tab

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status.”

Review File Status

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record.

Validate Covered Recipient

= 8

Contact Us  Privacy Policy
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Step 2: Select the “Manual Data Entry” button from the “Submissions” page.

Figure 136: Manual Data Entry Button
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program year from the drop-down lists below, then select "Review Summary”. Download the Reporting
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Please Select ™ Please Select ~| BTSSR Resources 1ab.

Review Submitted File(s) Status

Onee a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Review File Status

Covered Recipient Validation Utility @

To verify provider matching information, select the *Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters te upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record.

Validate Covered Recipient
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Step 3: On the “Add payment” page, use the drop-down menus to select the Payment Category, Entity
Making Payment Registration Name, and Program Year for the record to be entered.

In addition, you may enter the Home System Payment ID (if applicable) of the record you will submit.
“Home System Payment ID” is the identifier associated with the payment transaction in your home
system.

If the payment is being entered as a result of a payment that was previously submitted, attested and
then deleted, you must enter the record id of the previously deleted record id.

Select the “Continue” button to proceed to the “Covered Recipient Demographic Information” page.

Figure 137: Add Payment Page
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Step 4: On the “Covered Recipient Demographic Information” page, select the Covered Recipient Type:
Physician, Non-Physician Practitioner, or Teaching Hospital.

The next steps will differ depending on the Covered Recipient Type selected.

Step 4a: For Teaching Hospitals: Enter information as requested on the page. Required fields are
marked with asterisks.
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For complete and accurate identifying information for a teaching hospital, refer to the CMS Teaching
Hospital Lists. These lists, vetted and compiled by CMS, contain identifying information for teaching
hospitals and are updated annually. Refer to the Teaching Hospital List of the same year as the program

year of the record.

Teaching Hospital Lists can be accessed from the Resources page of the Open Payments website at
https://www.cms.gov/OpenPayments/Resources.

When entering record information, the name supplied in the “Teaching Hospital Name” field should
match the name listed in the "Hospital Name” field of the Teaching Hospital List (also known as the
“Doing Business As” (DBA) name).

The address should match the “NPPES Business Address” in the Teaching Hospital List.

When you have entered all your information, select the “Continue” button or the “Products” icon on the
“Payment Navigation Bar” to proceed to “Associated Related Products” page.
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Figure 138: Covered Recipient Demographic Information Page
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Step 4b: For Physician: Enter information as requested on the page below. Required fields are marked
with asterisks. Consult the Validated Physician List (VPL), downloadable from the “Submissions” tab, to
confirm the identifying information for the physician.

To fill in the taxonomy code value, refer to the taxonomy code list on the Resources page of the Open
Payments website (https://www.cms.gov/OpenPayments/Resources). Taxonomy codes not on the

taxonomy code list cannot be entered. If the physician’s taxonomy code is not available, select the code
that most closely represents the physician’s specialty.
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To add the physician’s license information, select the state in which the license is held and enter the
license number. The license number field may contain up to 25 characters, including special characters
such as hyphens (-). When done, select the “Add” button. If you input data into the license fields and
select the “Continue” button before selecting the “Add” button, the system will throw an error message.
To proceed, either select the “Add” button or clear the information from the license field. If the
physician has licenses in more than one state, enter in one state and license number and then select the
“Add” button. This will add the information to the record and open up another set of license fields.
Repeat until all of the physician’s state licenses have been added. You can enter up to five licenses.
NOTE: If the physician license information is inactive in any program year (beginning with Program Year
2013 to present) and/or if the license cited on the reported payment record is inactive throughout the
Open Payments program, the payment record fails matching.

When you have entered all your information, select the “Continue” button or the “Products” icon on the
“Payment Navigation Bar” to proceed to “Associated Related Products” page.
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Figure 139: Covered Recipient Demographic Information Page
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Step 4c: For NPP (applicable for 2021 and onwards only): Enter information as requested on the page
below. Required fields are marked with asterisks. Consult the Validated Non-Physician Practitioner List
(VNPPL), downloadable from the “Submissions” tab, to confirm the identifying information for the NPP.

To add the NPP’s primary type, multi-select up to six valid values as per reference data list. Use ctrl
button to choose multiple values from the list.

To fill in the taxonomy code value(s), refer to the taxonomy code list on the Resources page of the Open
Payments website (https://www.cms.gov/OpenPayments/Resources). Taxonomy codes not on the

taxonomy code list cannot be entered. If the NPP’s taxonomy code is not available, select the code that
most closely represents the NPP’s specialty. You can enter up to 6 taxonomy codes.

To add the NPP’s license information, select the state in which the license is held and enter the license
number. The license number field may contain up to 25 characters, including special characters such as
hyphens (-). When done, select the “Add” button. If you input data into the license fields and select the
“Continue” button before selecting the “Add” button, the system will throw an error message.

To proceed, either select the “Add” button or clear the information from the license field. If the NPP has
licenses in more than one state, enter in one state and license number and then select the “Add”
button. This will add the information to the record and open up another set of license fields. Repeat
until all of the NPP’s state licenses have been added. You can enter up to five licenses.

NOTE: If the NPP license information is inactive in any program year (beginning with Program Year 2021
to present) and/or if the license cited on the reported payment record is inactive throughout the Open
Payments program, the payment record fails matching.

When you have entered all your information, select the “Continue” button or the “Products” icon on the
“Payment Navigation Bar” to proceed to “Associated Related Products” page.
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Figure 140: Covered Recipient Demographic Information Page
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Step 5: On the “Associated Related Products” page, enter the associated drugs, biologicals, devices, or
medical supplies, if applicable, to the record.

This process varies depending upon the program year of the record.
For Program Years 2018-2020, 2021-2022, and 2023 and onwards:

You can enter up to five drugs, biologicals, devices, or medical supplies per record. Begin by selecting
the appropriate value in the “Related Product Indicator” drop-down list.

Select “Yes” if the payment record needs to include a drug, biological, device, or medical supply and
follow the instructions for the rest of step 5 below.

If the payment did not include a drug, biological, device, or medical supply, select “No” and proceed to
step 6.

Figure 141: Associated Related Products Page for Program Years 2016-2020, 2021 and onwards
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If you selected “Yes,” several fields will appear that will allow the entry of one drug, biological, device, or
medical supply. Required fields are marked with an asterisk.

Figure 142: Associated Related Products Page for Program Years 2018-2020, 2021-2022, and 2023 and
onwards

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa ® ™ ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add General Payment ?
User Guide

2= 5y S = v

Overview Covered Recipient Products Payments General Information Review & Save
Demographics

Associated Related Products
Afield with an asterisk (*) is required.

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device Identifiers with
respective instruction document(s), see the Resources tab.

*Related Product Indicator:

Yes v

Associated Drug, Device, Biological, or Medical Supply Information

*Covered or Non-Covered Product Indicator: *Indicate Drug, Device, Biological, or Medical *Product Category or Therapeutic Area:

Supply:

Covered v [ Please Select v]

*Marketed Name of Drug, Device, Biological, or Associated Drug or Biological NDC: Primary Device Identifier: @
Medical Supply: 9999-9999-99 OR 99999-999-99 OR 99999-

9999-9@

4
Add

Cancel Back Continue

First, select a value for the “Covered or Non-Covered Product Indicator.”

“Covered” is to be used when reporting only payments or other transfers of value related to covered
drugs, biologicals, devices, or medical supplies.
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“Non-Covered” is to be used when reporting payments or other transfers of value related to only non-
covered drugs, biologicals, devices, or medical supplies.

In the “Indicate Drug, Device, Biological, or Medical Supply” drop-down, select the appropriate value.
Enter the appropriate information in the “Product Category or Therapeutic Area” and the “Marketed
Name of Drug, Device, Biological, or Medical Supply” text fields.

Drug or Biologicals and National Drug Codes (NDC):

If the product is a drug or biological, enter the National Drug Codes (NDC) for the drug or biological in
the Associated Drug or Biological NDC field. NDCs are unique identifiers with 12 characters and must be
in one of the following formats:

9999-9999-99
99999-999-99
99999-9999-9

NDCs entered that do not match one of these three formats or contain all zeroes will not be accepted.
NDCs can be found on the U.S. Food and Drug Administration’s website at
http://www.accessdata.fda.gov/scripts/cder/ndc/default.cfm.The Drug Name and NDC reference file

and PDF Instructions document are zipped together and are available within the Open Payments system
Resources tab.

Once you have entered in the information for the product, select the “Add” button. This will save the
information into the record.

The following validations are performed for the Drug or Biological Name and NDC fields:
e The Drug or Biological Name entered by the user is valid against the CMS approved data set.

e The Drug or Biological Name and NDC combination is valid (if NDC provided) against the CMS
approved dataset.

The submitter receives an error message if any of these validations fail. You cannot continue with record
submission without fixing the error. To address the error, please refer to the Drug Name and NDC
dataset reference file on the CMS Resources Page to identify the correct NDC and Drug or Biological
Name combination for submissions.

Device or Medical Supply and Primary Device Identifier (PDI):

For PY2021 and onwards, if the product is a device or medical supply, enter the Primary Device Identifier
(PDI) for the device or medical supply in the “Primary Device Identifier” field. PDIs are unique identifiers
for the medical devices and supplies, as listed in the Food and Drug Administration’s Global Unique
Device ldentification Database Directory (GUDID).

PDIs entered that contain any of the following are not accepted.
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o All zeroes

e Any leading or trailing spaces

e Consecutive spaces

e Special characters not permitted in the Open Payments System

PDlIs can be found on the website https://accessgudid.nlm.nih.gov/download/delimited. The Device and
Medical Supply Name and PDI reference file and PDF Instructions document are zipped together and are

available within the Open Payments system Resources tab.

Once you have entered in the information for the product, select the “Add” button. This will save the
information into the record.

The following validations are performed for the PDI field:
o The PDI entered by the user is valid against the FDA GUDID dataset.

e The Device or Medical Supply name and PDI combination is valid (if PDI provided) against the CMS
approved dataset.

The submitter receives an error message if any of these validations fail. You cannot continue with record
submission without fixing the error. To address the error, please refer to the Medical Device and
Medical Supply Name and Primary Device Identifier dataset reference file on the CMS Resources Page to
identify the correct PDI and Device Name combination to use for submissions.
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Figure 143: Add Button on the Add General Payment Page
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If you have another product to add to the record, select “Add” again to open another set of data entry
fields. A record may contain up to five products.
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Figure 144: Add Button on the Associated Related Products Page for Program Years 2016-2020, 2021
and onwards
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To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device Identifiers with
respective instruction document(s), see the Resources tab.

*Related Product Indicator:

Yes v

Associated Drug, Device, Biological, or Medical Supply Information

Covered or Indicate Drug, Product Marketed Name of Associated Primary Actions:
Non-Covered Device, Biological, Category or Drug, Device, Drug or Device
Product or Medical Supply: Therapeutic Biological, or Biological NDC: Identifier:
Indicator: Area: Medical Supply:
Covered Drug STERILE STERILE DILUENT Edit Delete
DILUENT
Cancel Back Continue
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Figure 145: Enter Additional Associated Related Product Information
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Overview Covered Recipient Products Payments General Information Review & Save
Demographics

Associated Related Products
Afield with an asterisk (*) is required.

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device |dentifiers with
respective instruction document(s), see the Resources tab.

*Related Product Indicator:

Yes ~

Associated Drug, Device, Biological, or Medical Supply Information

Covered or Indicate Drug, Product Marketed Name of Associated Primary Actions:
Non-Covered Device, Biological, Category or Drug, Device, Drug or Device
Product or Medical Supply: Therapeutic Biological, or Biological NDC: Identifier:
Indicator: Area: Medical Supply:
Covered Drug STERILE STERILE DILUENT Edit Delete
DILUENT
Associated Drug, Device, Biological, or Medical Supply Information
*Covered or Non-Covered Product Indicator: *Indicate Drug, Device, Biological, or Medical *Product Category or Therapeutic Area:
Supply:
Covered v Device v Cardiology
*Marketed Name of Drug, Device, Biological, or Associated Drug or Biological NDC: Primary Device Identifier: @
Medical Supply: 9999-9999-99 OR 99999-999-99 OR 99999-
9999-9@
Pacemaker| 4E
Cancel Product Add
Cancel Back Continue

If you need to correct or delete the product information after adding it, select the “Edit” or “Delete”
buttons in the table of saved products. Once you have saved all products (maximum five) into the
record, select the “Continue” button or the “Payments” icon on the “Payment Navigation Bar” to
proceed to the “General Payment or Other Transfer of Value Information” page.

190



Open Payments User Guide_for_Reporting_Entities_January-2024

Upon entering the drug or device details and clicking on “Add”, the system will generate an error
message if the reported data does not match with the CMS approved data set.

To address errors, please refer to the drug and device reference datasets and instructions that are
available on the CMS Resources page.

Figure 146: Drug Information Validation Error Message
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Overview Covered Recipient Products Payments General Information Review & Save
Demographics

Associated Related Products

Afield with an asterisk (*) is required.

You have the following errors on the page:

« Error: The Marketed Name of Drug, Device, Biological, or Medical Supply and Associated Drug or Biological NDC combination does not match the
CMS approved dataset. (Test : 1234-.5678-09)

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biclogicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device Identifiers with
respective instruction document(s), see the Resources tab.

*Related Product Indicator:

Yes v

Associated Drug, Device, Biological, or Medical Supply Information

*Covered or Non-Covered Product Indicator: *Indicate Drug, Device, Biological, or Medical *Product Category or Therapeutic Area:
Supply:
Covered v Drug v Test
*Marketed Name of Drug, Device, Biological, or Associated Drug or Biological NDC: Primary Device Identifier: @
Medical Supply: 9999-9998-99 OR 99999-999-99 OR 99999-
9999-9@
Test
2 1234-5678-09

Add

Cancel Back Continue
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If there are no other errors upon selecting the “Continue” button, you can proceed to the “General
Payment or Other Transfer of Value Information” page.

Figure 147: Edit and Delete Button for Associated Related Product Information
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Overview Covered Recipient Products Payments General Information Review & Save
Demographics

Associated Related Products
Afield with an asterisk (*) is required.
Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the associated covered drugs,

devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes" You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To download the list of Drug Name & National Drug Codes (NDC) and instruction document, see the Resources tab

*Related Product Indicator:

Yes v

Associated Drug, Device, Biological, or Medical Supply Information

Covered or Indicate Drug, Device, Product Category Marketed Name of Drug, Associated Drug Actions:
Non-Covered Biological, or Medical or Therapeutic Device, Biological, or Medical or Biological
Product Supply: Area: Supply: NDC:
Indicator:
Covered Drug Therapeutic Biological 1 Edit Delete
Associated Drug, Device, Biological, or Medical Supply Information
*Covered or Non-Covered Product Indicator: *Indicate Drug, Device, Biological, or Medical *Product Category or Therapeutic Area:
Supply:
Covered v Device r Cardiology
Marketed Name of Drug, Device, Biological, or  Associated Drug or Biological NDC:
Medical Supply: 9999-9999-99 OR 99999-999-99 OR 99999-
9999-9@
Pacemaker P
Cancel Product Add
Cancel Back Continue
[ &l

Contact Us  Privacy Pelicy
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Step 6: Enter payment information in the required fields on the General Payment or Other Transfer of
Value Information page: Total Amount of Payment, Date of Payment, Number of Payments Included in
Total Amount, Form of Payment or Transfer of Value, and Nature of Payment or Transfer of Value. If
“Travel and Lodging” is selected for Nature of Payment or Transfer of Value, select a Country of Travel
and enter a City of Travel.

Note that only positive dollar values are allowed when reporting payment amounts; negative dollar
values and zeroes are not permitted.

Once all information is entered, select the “Continue” button or the “General Information” icon on the
“Payment Navigation Bar” to proceed to the “General Record Information” page.

Figure 148: General Payment or Other Transfer of Value Information Page
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Home: Submissions Review and Dispute Manage Enfities Messages Resources
Add General Payment L2
a= -y S = v
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Demographics

General Payment or Other Transfer of Value Information
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Enter the requingd payment o ransier of value information

“Total Amount of Payment: “Date of Payment: “Mumber of Payments Included in Total
99000 50 and maxamum 12 digis ¥y T ﬂ Amgunt:

45555 180218 g o1
“Form of Payment or Transfer of Value: “Mature of Payment or Transfer of Value:
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Contact Us  Privacy Policy

Step 7: Enter all required information on the “General Record Information” page.

If the “Delay in Publication of Research Payment Indicator” field is set to request a delay in publication,
the “Contextual Information” text box must include the name of the relevant research study. The
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“Contextual Information” text box is a free-form text field where you can enter any information you
deem helpful or appropriate regarding the payment or other transfers of value. The text field has a limit
of 500 characters. All special characters found on a standard U.S. keyboard can be used in the text box,
not including ALT+NUMPAD ASCII Key characters. Note that for covered recipient NPPs, ownership
indicator is not applicable.

Users may request a delay in publication if the payment meets certain conditions.

Note: Per the Final Rule, records can only be delayed from publication for up to 4 years from the
year of payment (i.e., the record’s program year); records attributed to the Program Year 2014,
2015, 2016, 2017 and 2018, are no longer eligible for a delay in publication in calendar year
2024,

If a delay is requested for an ineligible record, the system will not accept the record and will display an
error message.

Select the “Continue to Review” button or the “Review & Save” icon on the “Payment Navigation Bar” to
proceed to the “Review and Save” page to proceed.

Figure 149: Continue to Review Button on General Records Information Page
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Step 8: Review the payment information entered in the previous pages on the “Review and Save” page.
If necessary, select the “Back” button at the bottom of the page to go back and edit information. Users
can also select an icon from Payment Navigation Bar, located on top of the page, to go directly to the
desired page. Once the record is accurate, select the “Save Record” button to continue.

Figure 150: Review and Save page
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Figure 151: Review and Save Page —2021-2022
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Review and Dispute Manage Entities My Profile Resources
Add General Payment ?
User Guide
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(4] = 5, S = v
Overview Covered Recipient Products Payments General Information Review & Save
Demographics

Review and Save Page
Review the payment information below. If there are any errors, navigale to the respective screen and update as necessary

Payment Submission Information

Entity Making Payment Registration Name: ABCDE Medical

Program Year: 2021 Payment Category: General Payments Home System Payment ID:

Covered Recipient Demographics Information

Covered Recipient Type: Non-Physician Pracfitioner

Name: James Miller

Business Address:

7500 Security Bivd

Baltimore, MD 21244

United States

Email Address:

Primary Type: NPI: Taxonomy Code:

Nurse Practitioner 363LW0102X

Certified Nurse-Midwife

Covered Recipient State License(s):

MD - MD-123456789

Associated Drug, Device, Biological, or Medical Supply Information

Related Product Indicator: N

General Payment or Other Transfer of Value Information

Total Amount of Payment: $500.00 Date of Payment: 20210704

Number of Payments Included in Tetal Amount: 1

Form of Payment or Transfer of Value: Cash or cash equivalent

Nature of Payment or Transfer of Value: Travel and Lodging

City of Travel: Chantilly State of Travel: Virginia Country of Travel: United States

General Record Information

Third Party Payment Recipient Indicator: No Third Party Payment

Name of Third Party Entity Receiving Payment or Transfer of Value:

Third Party Equals Covered Recipient Indicator:

Charity Indicator: Yes Delay in Publication of Research Payment Indicator: No Delay Requested

Contextual Information:

Cancel Back Save Record
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Contact Us  Privacy Policy
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A confirmation message will be displayed on-screen to confirm that the record of the payment or other
transfer of value has been saved and is being processed.

Figure 152: Record Saved successfully page
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Applicable Manufacturer or Group Purchasing Organization Switch User Type
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Submissions Review and Dispute Manage Entities My Profile Messages Resources

Need help with the website?

You have successfully saved a record for 2017, General Payments - Wensco. To view your record Contact Us by email

detall select "Go to Review Records" button. To add a new record, select “Add Another Record” button

Review the Open Payments

Note: Entering a payment or transfer of value and saving the record is not considered a "final Privacy Policy [PDF, 102 KB]

submission”. The final submission of an entity’s payments or transfers of value must be attested by the
entity’s attester

Record Saved Successfully e
?

Add Another Record

Go to Review Records

Take note that once the data has been uploaded to the system and undergone all checks including
matching validations, it still must go through the Final Submission process in the Open Payments system.
Manual data entry only uploads the record and checks it to ensure that it adheres to a valid data format
and matching requirements. You must complete the final submission and attestation process for the
data to be considered reported. See Section 4.10 for details on final submission and Section 4.14 for
details on attestation.
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4.5b: Manual Entry of Research Payments
To enter research payment data manually, follow these steps:

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,

navigate to the Open Payments home page, and select the “Submissions” tab from the home page.

Figure 153: Open Payments system landing page for returning system users

Open Payments (Sunshine Act)

Applicatls Manufacturar or Group Purchasing Organization Switch Lisar Type

fal Q

Home Submissions Review and Dispute Manage Enfities My Profile
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Messages Resources

» Access the Open Payments
Welcome to the Open Payments System & ecrcuserpor 5wy
?

Announcements Need help with the website?

Contact Us by email
Program Year 2017 Review and Dispute Period Open - The Review and Dispute period is open
starting April 1, 2018. During this period, reporting entities may receive disputes from covered
recipients and must work with them direcily 1o resolve the disputes. Physicians and leaching
hospitals may review data about them and initiate disputes until May 15, 2018. After that, reporting
entities have an additional 15-day comection period to make comections to disputed data as
needed, Records with unresolved disputes at the end of the comection period will be identified in
the published data as disputed. Changes to records after the correction period will be in future data
publications.

Review the Open Payments
Privacy Policy [POF, 102 KB]

Wisit the Open Payments website at hitps:/iwww cms.goviopenpayments for informatien. For
questions, contact the Open Payments Help Desk by email at openpayments@cms. hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-344-649-2766

‘You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond 1o a
collection of information unless it displays a valid OMB control number. The OMB control number
for this infermation collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments conceming the accuracy of
ihe tlime estimate(s) or suggestions for improving this form, please wrile to CMS, 7500 Security
Boulevard, Aftn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.

198


https://portal.cms.gov/

Open Payments User Guide_for_Reporting_Entities_January-2024

Step 2: Select the “Manual Data Entry” button from the “Submissions” page.

Figure 154: Manual Data Entry Button on Submissions Landing Page
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A field with an asterisk () is required.

Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments

System.

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual entry online form. Physician with Inaclive License(s)

Supplement File per Program Year below
should not be shared publicly.

File Download Help @
Validated Physician Lists
E and Physician with Inactive

. . License(s) Supplement File
Review Submitted Payment Records per Program Year

Bulk File Upload

To review records, select the payment type, entity whose records you wish to review, and the program year from the

drop-down lists below, then select "Review Detail" Download the Non-
Physician Practitioner List
The Non-Physician Practitioner List per

Please Select ﬂ Please Select ﬂ Please Select ﬂ Review Detail Program Year below should not be shared
publicly

“select Payment Type: “select Entity: “select Program Year:

E Non-Physician Practitioner

Review Records - Summary List

To view submissicn summary andfor attest records, select the entity whose records you wish to review and the

program year from the drop-down lists below, then select "Review Summary". Download the Reporting
Templates
Select Entity: Select Program Year: To download reporting templates, see the
Please Select 2 Please Select ™| Review Summary Resources tab

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status "

Review File Status

Covered Recipient Validation Utility @

To verify provider maiching information, select the "Validate Covered Recipient” butien below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record

Validate Covered Recipient
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Contact Us  Privacy Policy
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Step 3: On the “Add Payment” page, use the drop-down menus to select the Payment Category, Entity
Making Payment Registration Name, and Program Year. You may enter the Home System Payment ID (if
applicable) of the record you will submit. The Home System Payment ID is the identifier associated with
the payment transaction in your home system.

If the payment is being entered because of a payment that was previously submitted, attested and then
deleted, you must enter the record id of the previously deleted record id.

Select the “Continue” button to proceed.

Figure 155: Add Payment Page
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Step 4: On the “Recipient Demographic Information” page, select the Recipient Type: Covered Recipient
Physician, Covered Recipient Non-Physician Practitioner, Covered Recipient Teaching Hospital, Non-
Covered Recipient Entity, or Non-Covered Recipient Individual. The next steps will differ depending on
the Recipient Type selected.

Step 4a: For Covered Recipient Teaching Hospital: Enter information as requested on the page.
Required fields are marked with asterisks.

For complete and accurate identifying information for a teaching hospital, refer to the CMS Teaching
Hospital Lists. These lists, vetted and compiled by CMS, contain identifying information for teaching
hospitals and are updated annually. Refer to the Teaching Hospital List of the same year as the program
year of the record.
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You can access the Teaching Hospital Lists by selecting the link on the “Covered Recipient Demographic
Information” page to the CMS Open Payments Resources page, or you can go directly to the Resources
page of the Open Payments website at https://www.cms.gov/OpenPayments/Resources.

When entering record information, the name supplied in the “Teaching Hospital Name” field should
match the name listed in the "Hospital Name” field of the Teaching Hospital List (also known as the
“Doing Business As” (DBA) name).

The address should match the “NPPES Business Address” in the Teaching Hospital List.

When you have entered all of your information, select the “Continue” button or the “Products” icon on
the “Payment Navigation Bar” to proceed to the “Associated Related Products” page.
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Figure 156: Recipient Type Drop-Down for Teaching Hospital
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Step 4b: For Covered Recipient Physician: Enter information as requested on the page below. Required
fields are marked with asterisks. Consult the Validated Physician List (VPL), downloadable from the
“Submissions” tab, to confirm the identifying information for the physician.

To fill in the taxonomy code value, refer to the taxonomy code list on the Resources page of the Open
Payments website https://www.cms.gov/OpenPayments/Resources for a complete listing of the
available taxonomy codes. Taxonomy codes not on the taxonomy code list should not be entered. If the
physician’s taxonomy code is not available, select the code that most closely represents the physician’s
specialty.

To add the physician’s license information, select the state in which the license is held and enter the
license number. The license number field may contain up to 25 characters, including special characters
such as hyphens (-). When done, select the “Add” button. If you input data into the license fields and
select the “Continue” button before selecting the “Add” button, the system will throw an error message.
To proceed, either select the “Add” button or clear the information from the license field. If the
physician has licenses in more than one state, enter in one state and license number and then select the
“Add” button. This will add the information to the record and open up another set of license fields.
Repeat until all of the physician’s state licenses have been added. You can enter up to five licenses.
NOTE: If the physician license information is inactive in any program year (beginning with Program Year
2013 to present) and/or if the license cited on the reported payment record is inactive throughout the
Open Payments program, the payment record fails matching. When you have entered all your
information, select the “Continue” button or the “Products” icon on the “Payment Navigation Bar” to
proceed to the “Associated Related Products” page.
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Figure 157: Recipient Type Drop-Down for Physician
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James Miller

Recipient Business Address
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United States [~
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7500 Security Bivd
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“state: “Number:
Maximum 25 characters
Maryland [v]  MD-12345 Add
fanes —

= a
ContactUs  Privacy Policy

Step 4c: For Covered Recipient Non-Physician Practitioner: Enter information as requested on the page
below. Required fields are marked with asterisks. Consult the Validated Non-Physician Practitioner List
(VNPPL), downloadable from the “Submissions” tab, to confirm the identifying information for the NPP.
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To add the NPP’s primary type, multi-select up to six valid values as per reference data list. Use ctrl
button to choose multiple values from the list.

To fill in the taxonomy code value, refer to the taxonomy code list on the Resources page of the Open
Payments website (https://www.cms.gov/OpenPayments/Resources) for a complete listing of the
available taxonomy codes. Taxonomy codes not on the taxonomy code list should not be entered. If the
NPP’s taxonomy code is not available, select the code that most closely represents the NPP’s specialty.

To add the NPP’s license information, select the state in which the license is held and enter the license
number. The license number field may contain up to 25 characters, including special characters such as
hyphens (-). When done, select the “Add” button. If you input data into the license fields and select the
“Continue” button before selecting the “Add” button, the system will throw an error message. To
proceed, either select the “Add” button or clear the information from the license field. If the NPP has
licenses in more than one state, enter in one state and license number and then select the “Add”
button. This will add the information to the record and open up another set of license fields. Repeat
until all of the NPP’s state licenses have been added. You can enter up to five licenses. NOTE: If the NPP
license information is inactive in any program year (beginning with Program Year 2021 to present)
and/or if the license cited on the reported payment record is inactive throughout the Open Payments
program, the payment record fails matching. When you have entered all your information, select the
“Continue” button or the “Products” icon on the “Payment Navigation Bar” to proceed to the
“Associated Related Products” page.

205


https://portal.cms.gov/

Open Payments User Guide_for_Reporting_Entities_January-2024

Figure 158: Recipient Type Drop-Down for Non-Physician Practitioner

Open Payments (Sunshine Act)

Swilch User Type

ppl or Group P 9

Review and Dispute Manage Entities My Profile Resources
Add Research Payment e

(32 ) $ v

Overview Recipient Products Payments ipal Review & Save
D i Investigator

Demographics

Recipient Demographics Information B,

A field with an asterisk () is required

Select the recipient type for the payment being reported and then enter the demographics information.

“Recipient Type: ©@
Covered Recipient Non-Physician Practitioner [v]

Covered Recipient

“First Name: Middle Name: “Last Name: Suffix:
James Miller
Recinient : Add
P
“Country:
United States [v]
“Street Address, Line 1: Street Address, Line 2:

7500 Security Bivd

“City: " State: “ZIP Code:
99989 or 98999-9999
Baltimore Maryland ﬂ 21244

Email Address:

Ci d Recipient Infor

“Primary Type: NPI:
This is a 10-digit number
Physician Assistant
Nurse Practitioner
Clinical Nurse Specialist

gistered Nurse Anesthetist
Certified Nurse-Midwife
Anesthesiologist Assistant

Covered Recipient Information Taxonomy Code is a lookup field. Start typing a taxonomy code and the system will display a list of taxonomy codes that begin
with the characters you have entered. Select the most accurate code and select the "Add” button. This will save the entered code and allow you to enter another
taxonomy code if necessary. Repeat until all your taxonomy codes are entered. You may enter up fo six codes. Any previously entered

codes may be edited or deleted by selecting the "Edit" or "Delete” buttons. At least one taxonomy code must be added to continue with the record.

Taxonomy Code: Actions:
363LW0102X =
SCICIS00X Edit  Delete
SEHDALGES Edit  Delete
Add

Covered Recipient License Information

To enter the covered recipient's license information, select a state in which the recipient is licensed and enter the accompanying license number in the fields
below. Select the "Add" button to add the information to the record. Select the "Add” button again to display another set of fields. A record must contain at least 1
license and may have up to 5. You may edit or delete any previously entered license information by selecting the "Edit” or "Delete” buttons.

State: Number: Actions:
Maryland MD-12345 Edit Delete
Add
Cancel Back Continue
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Step 4d: For Non-Covered Recipient Entity: Enter information as requested on the page below.
Required fields are marked with asterisks. Select the “Continue” button or the “Products” icon on the
“Payment Navigation Bar” to proceed to the “Associated Related Products” page.

Figure 159: Recipient Type Drop-Down for Entity

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1N ) E2 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages

Resources
Add Research Payment ?
User Guide
=] O $ v
Overview Recipient Products Payments Principal Review & Save
Demeographics Investigator

Demographics

Recipient Demographic Information B,

A field with an asterisk () is required

Select the recipient type for the payment being reported and then enter the demographic information.

“Recipient Type:

Nen-Covered Recipient Entity ~

Non-Covered Recipient Entity
“Name:

WXYZ Corp

Recipient Business Address

“Country:
United States ﬂ
“Street Address, Line 1: Street Address, Line 2:

7500 Security Blvd

“City: “State: “ZIP Code:
99999 or 99999-9999
Baltimore Maryland [v] 21244

Email Address:

Cancel -

~ a

Contact Us Privacy Policy

Step 4e: For Non-Covered Recipient Individual: Make the appropriate selection from the drop-down on
the “Recipient Demographic Information” page and select the “Continue” button or the “Products” icon
on the “Payment Navigation Bar” to proceed to the “Associated Related Products” page.
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Figure 160: Product page for Recipient Type

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment ?
User Guide
2= 7 $ & v
Overview Recipient Products Payments Principal Review & Save
Demographics Investigator

Demographics

Recipient Demographic Information B,

A field with an asterisk () is required

Select the recipient type for the payment being reporied and then enter the demographic information.

“Recipient Type:

Nen-Covered Recipient Individual ~

Cancel Back Continue

=i =

ContactUs  Privacy Policy

Step 5: On the “Associated Related Products” page, enter the associated drugs, biologicals, devices, or
medical supplies, if applicable, to the record.

This process varies depending upon the program year of the record.
For Program Years 2018-2020, 2021-22, and 2023 and onwards:

You can enter up to five drugs, biologicals, devices, or medical supplies per record. Begin by selecting
the appropriate value in the “Related Product Indicator” drop-down list.

Select “Yes” if the payment record needs to include a drug, biological, device, or medical supply and
follow the instructions for the rest of step 5 below.

If the payment did not include a drug, biological, device, or medical supply, select “No” and proceed to
step 6.
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Figure 161: Related Product Indicator Drop-Down

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) @ B3 ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment ?
User Guide
(&= ) $ v
QOverview Recipient Products Payments Principal Review & Save
Demographics Investigator

Demographics

Associated Related Products

A field with an asterisk (*) is required.

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To download the list of Drug Name & National Drug Codes (NDC) and instruction document, see the Resources tab

“Related Product Indicator:

No v

Cancel Back Continue

= a

ContactUs  Privacy Policy

If you selected “Yes,” several fields will appear that will allow the entry of one drug, biological, device, or
medical supply. Required fields are marked with an asterisk.
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Figure 162: Input Fields for Related Product Indicator

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment ?
User Guide

(&= ) S & v

Overview Recipient Products Payments Principal Review & Save
Demographics Investigator
Demographics

Associated Related Products
Afield with an asterisk (*) is required.

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device Identifiers with
respective instruction document(s), see the Resources tab.

*Related Product Indicator:

(e )

Associated Drug, Device, Biological, or Medical Supply Information

*Covered or Non-Covered Product Indicator: Indicate Drug, Device, Biological, or Medical Product Category or Therapeutic Area:

Supply:

Please Select v Please Select ~

Marketed Name of Drug, Device, Biological, or  Associated Drug or Biological NDC: Primary Device |dentifier: e
Medical Supply: 9999-9999-99 OR 99999-999-99 OR 99999-

9999-9@

y
Add

Cancel Back Continue

First, select a value for the “Covered or Non-Covered Product Indicator.”

“Covered” is to be used when reporting only payments or other transfers of value related to covered
drugs, biologicals, devices, or medical supplies.

“Non-Covered” is to be used when reporting payments or other transfers of value related to only non-
covered drugs, biologicals, devices, or medical supplies.
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In the “Indicate Drug, Device, Biological, or Medical Supply” drop-down, select the appropriate value.
Enter the appropriate information in the “Product Category or Therapeutic Area” and the “Marketed
Name of Drug, Device, Biological, or Medical Supply” text fields.

Drug or Biologicals and National Drug Codes (NDC):

If the product is a drug or biological, enter the National Drug Codes (NDC) for the drug or biological in
the Associated Drug or Biological NDC field. NDCs are unique identifiers with 12 characters and must be
in one of the following formats:

9999-9999-99
99999-999-99
99999-9999-9

NDCs entered that do not match one of these three formats or contain all zeroes will not be accepted.
NDCs can be found on the U.S. Food and Drug Administration’s website at
http://www.accessdata.fda.gov/scripts/cder/ndc/default.cfm.

Once you have entered in the information for the product, select “Add.” This will save the information
into the record.

The system will generate an error message if the reported drug or biological data does not match with
the CMS approved Drug Name and NDC data set.

The following validations are performed for the Drug or Biological Name and NDC fields:
e The Drug or Biological Name entered by the user is valid against the CMS approved data set.

e The Drug or Biological Name and NDC combination is valid (if NDC provided) against the CMS
approved dataset.

The submitter receives an error message if any of these validations fail. You cannot continue with record
submission without fixing the error. To address the error, please refer to the Drug Name and NDC
dataset reference file on the CMS Resources Page to identify the correct NDC and Drug or Biological
Name combination for submissions.

Device or Medical Supply and Primary Device Identifier (PDI):

For PY2021 and onwardes, if the product is a device or medical supply, enter the Primary Device Identifier
(PDI) for the device or medical supply in the “Primary Device Identifier” field. PDIs are unique identifiers
for the medical devices and supplies, as listed in the Food and Drug Administration’s Global Unique
Device ldentification Database Directory (GUDID).

PDIs entered that contain any of the following are not accepted.
o All zeroes

e Any leading or trailing spaces
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e Consecutive spaces
e Special characters not permitted in the Open Payments System

PDIs can be found on the website https://accessgudid.nlm.nih.gov/download/delimited. The Device and
Medical Supply Name and PDI reference file and PDF Instructions document are zipped together and are

available within the Open Payments system Resources tab.

Once you have entered in the information for the product, select the “Add” button. This will save the
information into the record.

The following validations are performed for the PDI field:
e The PDI entered by the user is valid against the FDA GUDID dataset.

e The Device or Medical Supply name and PDI combination is valid (if PDI provided) against the CMS
approved dataset.

The submitter receives an error message if any of these validations fail. You cannot continue with record
submission without fixing the error. To address the error, please refer to the Medical Device and
Medical Supply Name and Primary Device Identifier dataset reference file on the CMS Resources Page to
identify the correct PDI and Device Name combination to use for submissions.
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Figure 163: Drug Information Validation Error Message

G} ) . ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment L2

2] | $ v

QOverview Recipient Products Payments Principal Review & Save
Demographics Investigator

Demographics
Associated Related Products

Afield with an asterisk (*) is required.

You have the following errors on the page:

« Error: The Marketed Name of Drug, Device, Biological, or Medical Supply and Associated Drug or Biological NDC combination does not match the
CMS approved dataset. (Test : 9999-9999-99)

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device Identifiers with
respective instruction document(s), see the Resources tab

*Related Product Indicator:

Yes -

Associated Drug, Device, Biological, or Medical Supply Information

Covered or Indicate Drug, Product Marketed Name of Associated Primary Actions:
Non-Covered Device, Biological, Category or Drug, Device, Drug or Device
Product or Medical Supply: Therapeutic Biological, or Biological NDC: Identifier:
Indicator: Area: Medical Supply:
C d D Test Test 9999-9999-99 .
overe rug es es Edit Delete
Add
Cancel Back Continue

If there are no other errors upon selecting the “Continue” button, you can proceed to the “General
Payment or Other Transfer of Value Information” page.

213



Open Payments User Guide_for_Reporting_Entities_January-2024

Figure 164: Add Button for Associated Related Products Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ® B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment ?
User Guide
22 O $ & v
Overview Recipient Products Payments Principal Review & Save
Demographics Investigator

Demographics

Associated Related Products
Afield with an asterisk (*) is required.

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device Identifiers with
respective instruction document(s), see the Resources tab.

*Related Product Indicator:

(e )

Associated Drug, Device, Biological, or Medical Supply Information

*Covered or Non-Covered Product Indicator: Indicate Drug, Device, Biological, or Medical Product Category or Therapeutic Area:

Supply:

Please Select v Please Select ~

Marketed Name of Drug, Device, Biological, or  Associated Drug or Biological NDC: Primary Device |dentifier: 9
Medical Supply: 9999-9999-99 OR 99999-999-99 OR 99999-

9999-9@

y
Add

Cancel Back Continue

If you have another product to add to the record, select “Add” again to open another set of data entry
fields. A record may contain up to five products.
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Figure 165: Add Button for Additional Associated Product

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

® £ ®

1N

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment ?
User Guide

v

Review & Save

S =

Principal

&=]

Recipient
Demographics

O

Overview Products Payments
Investigator

Demographics

Associated Related Products

A field with an asterisk (*) is required.

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device |dentifiers with
respective instruction document(s), see the Resources tab.

*Related Product Indicator:

Yes v

Associated Drug, Device, Biological, or Medical Supply Information

Covered or Indicate Drug, Product Marketed Name of Associated Primary Actions:
Non-Covered Device, Biological, Category or Drug, Device, Drug or Device
Product or Medical Supply: Therapeutic Biological, or Biological NDC: Identifier:
Indicator: Area: Medical Supply:
Covered Drug STERILE STERILE DILUENT Edit Delete
DILUENT
Add
Cancel Back Continue
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Figure 166: Input Fields for Additional Associated Related Product

Open Payments

(Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa}

Home Submissions Review a

nd Dispute Manage Entities

)

My Profile

®

Resources

™

Messages

Add Research Payment

Overview

Recipient
Demographics

Associated Related Products

A field with an asterisk (*) is required.

$

Payments

0

Products

?

User Guide

&3]

Principal
Investigator
Demeographics

v

Review & Save

Select "Yes" or "No" from the Related Product Indicator drop-down list. If "Yes" is selected, enter the applicable information for the Associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To Download the list(s) of Drug Names & National Drug Codes (NDC) and/or Medical Device or Medical Supply Names and Primary Device Identifiers with

respective instruction document(s), see the Resources

*Related Product Indicator:

Yes

tab.

Associated Drug, Device, Biological, or Medical Supply Information

Covered or Indicate Drug, Product Marketed Name of Associated Primary Actions:

Non-Covered Device, Biological, Category or Drug, Device, Drug or Device

Product or Medical Supply: Therapeutic Biological, or Biological NDC: Identifier:

Indicator: Area: Medical Supply:

Covered Drug STERILE STERILE DILUENT Edit Delete
DILUENT

Associated Drug, Device, Biological, or Medical Supply Information

*Covered or Non-Covered Product Indicator:

Please Select

Marketed Name of Drug, Device, Biological, or
Medical Supply:

Cancel Product

Cancel

Indicate Drug, Device, Biological, or Medical
Supply:
Please Select

Associated Drug or Biological NDC:
9999-9999-99 OR 99999-999-99 OR 99999-
9999-9@

Product Category or Therapeutic Area:

Primary Device Identifier: @

Add

Back Continue
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If you need to correct or delete the product information after adding it, select the “Edit” or “Delete”

buttons in the table of saved products.

Once you have saved all products (maximum five) into the record, select the “Continue” button or the
“Payments” icon on the “Payment Navigation Bar” to proceed to the “Research Payment or Other

Transfer of Value Information” page.
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Figure 167: Edit and Delete Button for Associated Related Product Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

(0) ) 3 ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment ?
User Guide
(3=] ) $ v
Qverview Recipient Products Payments Principal Review & Save
Demographics Investigator

Demographics

Associated Related Products

Afield with an asterisk (*) is required

Select "Yes" or "No" from the Related Product Indicater drop-down list. If "Yes" is selected, enter the applicable information for the associated covered drugs,
devices, biologicals, or medical supplies. Select "Add" after completing each entry. At least one product must be added if the Related Product Indicator value is
set to "Yes". You may enter up to five drugs, biologicals, devices, or medical supplies for each record

To download the list of Drug Name & National Drug Codes (NDC) and instruction document, see the Resources tab.

*Related Product Indicator:

Yes v

Associated Drug, Device, Biological, or Medical Supply Information

Covered or Indicate Drug, Device, Product Category Marketed Name of Drug, Associated Drug Actions:
Non-Covered Biological, or Medical or Therapeutic Device, Biological, or Medical or Biological
Product Supply: Area: Supply: NDC:
Indicator:
Covered Device Therapeutic Area 1 Biological 1 Edit Delete
Associated Drug, Device, Biological, or Medical Supply Information
*Covered or Non-Covered Product Indicator: Indicate Drug, Device, Biological, or Medical Product Category or Therapeutic Area:
Supply:
Please Select v Please Select v
Marketed Name of Drug, Device, Biological, or  Associated Drug or Biological NDC:
Medical Supply: 9999-9999-99 OR 99999-999-99 OR 99999-
9999-9
4
Cancel Product Add
Cancel Back Continue
[ a

ContactUs  Privacy Policy
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Step 6: Enter all required information on the “Research Payment or Other Transfer of Value
Information” page. Note that only positive dollar values are allowed when reporting payment amounts.
Negative dollar values or zeroes are not permitted.

If users wish to request a delay in public reporting of that payment, they can request a delay in the
“Delay in Publication of Research Payment Indicator” by selecting one of the following from the drop-
down values:

R&D on New Product
Clinical Investigation on New Product

Note: Per the Final Rule, records can only be delayed from publication for up to 4 years from the year of
payment (i.e., the record’s program year); records attributed to the Program Year 2014, 2015, 2016 and
2019, are no longer eligible for a delay in publication in calendar year 2024.

If a delay is requested for an ineligible record, the system will not accept the record and will display an
error message.

Select the “Continue” button or the “Principal Investigator Demographics” icon on the “Payment
Navigation Bar” to proceed to “Principal Investigator Demographic” page.
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Figure 168: Add Research Payment Page

Payments

or Group P

Open

Switch User Type

in)

Submissions

Review and Dispute

Home Manage Entities

Add Research Payment

Research Payment or Other Transfer of Value Information
Afield with an asterisk (") is required
Enter the required payment or transfer of value information.

Payment Information

“Total Amount of Research Payment:
99999 .99 and maximum 12 digits

*Date of Payment:
yyyymmdd @

Expenditure Category

Professional Salary Support: Medical Research Writing or Patient Care:
Publication:
Overhead: Other:

Research Information

“Pre-Clinical Research Indicator: “Delay in Publication of Research
Payment Indicator:
Please Select ~

Please Select v

ClinicalTrials.Gov Identifier:
Maximum 11 characters, first 3 must be letters

Cancel

(Sunshine Act)

Overview Recipient Products Payments Principal Review & Save
Demographics Investigator

*Form of Payment or Transfer of Value:

Enter the percent value for each of the following as a whole number in the range of 1 -100 (if applicable).

Name of Study: Context of Research:
Research Information Link:
http:ffwww. or https:/fwww. or www
Back
A
ContactUs  Privacy Policy,

®

My Profile

£ ®

Resources

?

i
User Guide

Demographics

Please Select

Non-Patient Care:

Step 7: If the record has one or more principal investigators associated with it, select “Yes” from the

“Principal Investigator Covered Recipient Physician Indicator” drop-down box on the “Principal

Investigator Demographic” page. For Program Year 2021 and onwards, select “Yes” from the “Principal

Investigator Covered Recipient Indicator” drop-down box on the “Principal Investigator Demographic”

page.

The screen will expand to provide fields for entering identifying information for one principal

investigator. For Program Year 2021 and onwards, select either Covered Recipient Physician or Covered

Recipient Non-Physician Practitioner from the Principal Investigator Covered Recipient Type drop-down.

Provide the required information for one covered recipient, then select “Add Principal Investigator” to
add that individual to the record. If the “Continue to Review” button or the “Review & Save” icon on the
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“Payments Navigation Bar” is selected before selecting the “Add Principal Investigator” button, the
system will throw an error message. Up to five principal investigator covered recipients can be added.

To add the Principal Investigator physician’s primary type, select single valid values as per reference data
list. To add the Principal Investigator NPP’s primary type, multi-select up to six valid values as per
reference data list. Use ctrl button to choose multiple values from the list.

To fill in the taxonomy code value, refer to the taxonomy code list on the Resources page of the Open
Payments website (https://www.cms.gov/OpenPayments/Resources) for a complete listing of the

available taxonomy codes. Taxonomy codes not on the taxonomy code list should not be entered. If the
principal investigator’s taxonomy code is not available, select the code that most closely represents the
principal investigator’s specialty.

To add a principal investigator’s license information to a record, enter the state in which the license is
held and the license number in the licensing fields. The license number field may contain up to 25
characters, including special characters such as hyphens (-). When done, select “Add.” If you select “Add
Principal Investigator” before selecting “Add,” the license information will not be added to the record. If
the principal investigator has licenses in more than one state, enter in one state and license number and
then select “Add.” This will add the information to the record and open up another set of license fields.
Repeat until all of the principal investigator’s state licenses have been added. You can enter up to five
licenses.

Note that a principal investigator’s identifying information cannot be the same as the covered recipient
physician’s identifying information (i.e., the physician and principal investigator in a record cannot be
the same individual).

The rules for principal investigator input varies based upon the type of recipient on the record (Covered
Recipient Physician, Covered Recipient Non-Physician Practitioner, Covered Recipient Teaching Hospital,
Non-Covered Recipient Entity, or Non-Covered Recipient Individual):

If the recipient type is “Covered Recipient Physician” and the “Principal Investigator Covered Recipient
Physician Indicator” is set to "Yes," then enter at least one covered Principal Investigator. The Covered
Recipient Physician should not also be listed as a principal investigator, nor should Principal Investigator
information be repeated on a record.

If the recipient type is “Covered Recipient Non-Physician Practitioner” and the “Principal Investigator
Covered Recipient Indicator” is set to "Yes," then enter at least one covered Principal Investigator. The
Covered Recipient NPP should not be listed as a principal investigator, nor should Principal Investigator
information be repeated on a record.

If the recipient type is “Covered Recipient Teaching Hospital” and the “Principal Investigator Covered
Recipient Physician Indicator” is set to "Yes," then at least one covered recipient Principal Investigator is
required to be entered.
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If the recipient type is “Non-Covered Recipient Entity” or “Non-Covered Recipient Individual,” the
“Principal Investigator Covered Recipient Physician Indicator” must be set to "Yes" and at least one
covered recipient Principal Investigator must be entered.

Once all information is entered, select the “Continue to Review” button or the “Review & Save” icon on
the “Payment Navigation Bar” to proceed to the “Review and Save” page.

Figure 169: Principal Investigator Demographic Page
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Figure 170: Principal Investigator Demographic Page (2021 and onwards)

Open Payments (Sunshine Act)

Applicable or Group g Organization Switch User Type

10

Home Submissions Review and Dispute Manage Entities Resources
Add Research Payment ?
User Guide
Overview Recipient Products Payments Principal Review & Save
Demographics Investigator

. R R Demographics
Principal Investigator Demographics

Afield with an asterisk (*) is required
Select the Principal Investigator Covered Recipient Indicator and then enter the demographics information if required. There must be at least one principal
investigator identified for research records with recipient types Non-Covered Recipient Individual and Non-Covered Recipient Entity. When finished, select "Add

Principal Investigator.” Repeat this step for all principal investigators associated with the research in relation to which this payment was made. A research
payment record can have up to five associated principal investigators.

“Principal Investigator Covered Recipient Indicator:

Principal Investigator

“Covered Recipient Type:
Covered Recipient Non-Physician Practiioner

*First Name: Middle Name: *Last Name: Suffix:

Susan Jones

Principal Investigator Business Address

“Country:
United States.

“Street Address, Line 1: Street Address, Line 2:
123 Main Street

“State: “ZIP Code:
99999 or 99999-9999
Baltimore Maryland V] 21244

Principal Investigator Information
“Primary Type: NPI:
This is a 10-digit number

Physician Assistant
ner

t
d Nurse Anesthetist

ied Nur
Anesthesiologist A

Principal Investigator Information Taxonomy Code is a lookup field. Start typing a taxonomy code and the system will display a list of taxonomy codes that
begin with the characters you have entered. Select the most accurate code and select the "Add” button. This will save the entered code and allow you to
enter another taxonomy code if necessary. Repeat until all your taxonomy codes are entered. You may enter up to six taxonomy codes. Any previously
entered taxonomy codes may be edited or deleted by selecting the "Edit" or "Delete” buttons. At least one taxonomy code must be added to continue with

the record.
Taxonomy Code: Actions:
363LW0102X Edit
363LX0001X Edit  Delete
Add

Principal Investigator License Information

To enter Principal Investigator license information, select the state, then enter the license number in the fields below. Select "Add" to add the information to
the record and open up another set of fields. Enter each state and license number separately until all licenses have been added. A principal investigator
must have at least 1 license number and may have up to 5. You may edit o delete any previously entered license information by selecting the "Edit" or
"Delete” buttons.

State: Number: Actions:
Maryland 12345 Edit
Add
Add Principal Investigator
Cancel Back
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Step 8: Review the payment information entered in the previous pages on the “Review and Save” page.
If necessary select the “Back” button at the bottom of the page to go back and edit information. Users
can also select an icon from the “Payment Navigation Bar”, located on top of the page, to go directly to
the desired page. Once the record is accurate, select the “Save Record” button to continue.

Figure 171: Review and Save Page
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Applicable Manufacturer or Group Purchasing Organization Switch User Type
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Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Research Payment ?
User Guide
22 © $ v
Overview Recipient Products Payments Principal Review & Save
Demographics Investigator

Demographics

eV iEW diuodve rage
Review the payment information below. If there are any errors, navigate to the respective screen and update as necessary.

Payment Submission Information
Entity Making Payment Registration Name: ABCD Medical
Program Year: 2017 Payment Category: Research Payments Home System Payment ID:

D ics Ir

Recipient Type: Covered Recipient Teaching Hospital

Name: Research Hospital Taxpayer ID Number (TIN): 123456789
Business Address:

7500 Security Bivd.

Baltimore, MD 21244

United States.

Email Address:

Associated Related Products
Related Product Indicator: Y

Related Covered or Non- Indicate Drug, Device, Product Category or  Marketed Name of Drug, Associated Drug or

Product Covered Product Biological, or Medical Therapeutic Area: Device, Biological, or Medical  Biological NDC:
Indicator: Supply: Supply:

1 Covered Device Therapeutic Area 1 Biological 1

2 Covered Device Cardiology Pacemaker

Research Payment or Other Transfer of Value Information

Total Amount of Research Payment: $2,356.55 Date of Payment: 20180505 Form of Payment or Transfer of Value: Cash o
cash equivalent

Expenditure Category

Professional Salary Support: Medical Research Writing or Publication: Patient Care:

Non-Patient Care: Overhead: Other:

Pre-Clinical Research Indicator: Y

Delay in Publication of Research Payment Indicator: R&D on New Product
Name of Study:

Context of Research:

Clinical Trials.Gov Identifier:

Research Information Link:

Principal Investigator Demographics

Principal Investigator Covered Recipient Physician Indicator: Y

Principal Investigator 1

Name: Susan Jones
Business Address:
123 Main Street

Baltimore, MD 21244

United States
Primary Type: Medical Doctor NPI: Taxonomy Code: 2084P0802X
Principal Investigator State License(s):
MD - 12345
= a
ContactUs  Privacy Policy
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Figure 172: Review and Save Page (2023 and Onwards)
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Applicable Manuf: or Group Pt O ization Switch User Type
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Home Submissions Review and Dispute Manage Entities My Profile Resources
Add Research Payment ?
User Guide
+) 22] O $ v
Overview Recipient Products Payments Principal Review & Save
Demographics Investigator
n ;

eview and Save Page
Review the payment information below. If there are any errors, navigate to the respective screen and update as necessary.

Payment Submission Information
Entity Making Payment Registration Name: ABCDE Medical
Program Year: 2021 Payment Category: Research Payments Home System Payment ID:

Recipient Demographics Information
Recipient Type: Covered Recipient Non-Physician Practitioner
Name: James Miller

Business Address:
7500 Security Bivd
Baltimore, MD 21244
United States

Email Address:

Primary Type: NEE Taxonomy Code:
Nurse Practitioner 363LW0102X
Clinical Nurse Specialist 363LG0600X
Certified Registered Nurse Anesthetist 363LX0001X
Covered Recipient State License(s):

MD - MD-12345

Associated Related Products
Related Product Indicator: N

Research Payment or Other Transfer of Value Information

Total Amount of Research Payment: $1,000.00 Date of Payment: 20210704 Form of Payment or Transfer of Value: In-kind
items and services

Expenditure Category

Professional Salary Support: Medical Research Writing or Publication: Patient Care:
Non-Patient Care: Overhead: Other:
Pre-t ical Research Indicator: Y

Delay in F ication of Payment Indi : No Delay Requested
Name of Study:

Context of Research:

ClinicalTrials.Gov Identifier:

Research Information Link:

Principal Investigator Demographics

Principal Investigator Covered Recipient Indicator: Y

Principal Investigator 1

Covered Recipient Type: Covered Recipient Non-Physician Practitioner

Name: Susan Jones

Business Address:

123 Main Street

Baltimore, MD 21244

United States

Primary Type: Taxonomy Code:
Nurse Practitioner 363LW0102X
Certified Nurse-Midwife 363LX0001X

Principal Investigator State License(s):
D - 12345

Cancel Back
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A confirmation message will be displayed on-screen to confirm that the record of the payment or other
transfers of value has been saved and is being processed.

Figure 173: Record Saved Successfully Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

@ > ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Need help with the website?

You have successfully saved a record for 2017, Research Payments - Wensco. To view your record Contact Us by email

detail select "Go to Review Records" button. To add a new record, select "Add Another Record" button

Review the Open Payments

Note: Entering a payment or transfer of value and saving the record is not considered a “final Privacy Policy [PDF, 102 KB]

submission”. The final submission of an entity's payments or transfers of value must be attested by the
entity’s attester.

Record Saved Successfully TR
?

Add Another Record

Go to Review Records

Take note that once the data has been uploaded to the system and undergone all checks including
matching validations, it still must go through the Final Submission process in the Open Payments system.
Manual data entry only uploads the record and checks it to ensure that it adheres to a valid data format
and matching requirements. You must complete the final submission and attestation process for the
data to be considered reported. See Section 4.10 for details on final submission and Section 4.14 for
details on attestation.
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4.5c: Manual Entry of Ownership/Investment Interests Payments
To enter ownership/investment interest payments manually, follow these steps:

Note:

1) Group Purchasing Organizations (GPOs) must report Ownership/Investment Interest
Payments only if there is a corresponding General/Research Payment reported for that
physician in that program year.

2) Reporting Entities cannot report Ownership/Investment Interest Payments for Non-Physician
Practitioner

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “Submissions” tab from the home page.

Figure 174: Submissions Tab for Open Payments system landing page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

) £ ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email
Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
7
H

May 15, 2019. After that, reporting entities have an additional 15-day correction period to make Q\
corrections to disputed data as needed. Records with unresolved disputes at the end of the ! &
correction period will be identified in the published data as disputed. Changes to records after the 3 <
correction period will be included in future data publications.

Visit the Open Payments website at htips://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimere, Maryland 21244-1850.
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Step 2: Select the “Manual Data Entry” button from the “Submissions” page.

Figure 175: Manual Data Entry Button
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Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa} ® ®

Home Submissions Review and Dispute Manage Entities Resources

Submissions ?

User Guide

A field with an asterisk (™) is required

Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments
System.

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload Open Payments manual entry online form Physician with Inactive License(s)

Supplement File per Program Year below
should not be shared publicly.

File Download Help @

Validated Physician Lists
% and Physician with Inactive

. _ License(s) Supplement File
Review Submitted Payment Records per Program Year

Bulk File Upload

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail" Download the Non-

Physician Practitioner List

select Payment Type: Select Entity: select Program Year: The Non-Physician Practtioner List per
Please Select | Please Select [¥|  PleaseSelect  [v|  ReviewDetail  prooram vear pelow should not be shared
publicly.
. Neon-Physician Practitioner
Review Records - Summary % List
To view submission summary and/or attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary”. Download the Reporting
Templates
Select Entity: Select Program Year: To download reporting templates, see the
Please Select ™| Please Select v Review Summary Resources tab.

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status.”

Review File Status

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record

Validate Covered Recipient

= &

Contact Us  Privacy Policy
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Step 3: On the “Add Payment” page, use the drop-down menus to select the Payment Category, Entity
Making Payment Registration Name, and Program Year. You may enter the Home System Payment ID (if
applicable) of the record you will submit. The Home System Payment ID is the identifier associated with
the payment transaction in your home system.

If the payment is being entered because of a payment that was previously submitted, attested and then
deleted, you must enter the record id of the previously deleted record id.

Select the “Continue” button to proceed.

Figure 176: Add Payment page displaying Payment Category

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa} ) B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Resources
Add Payment ?
: User Guide

Afield with an asterisk (*) is required

To enter a payment, transfer of value, or ownership or invesiment interest, enter the following information

“Payment Category: *Entity Making Payment Registration Name: “Program Year: Home System Payment ID: @
Please Select v Please Select v Please Select ~

“Was this payment previously submitted, attested and then deleted?

Please Select v

Gance)

= [*)
ContactUs  Privacy Policy
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Step 4: Enter the Physician Demographic Information seen on the page below. Required fields are
marked with asterisks. Consult the Validated Physician List (VPL), downloadable from the “Submissions”
page, to confirm the identifying information for the physician.

To fill in the taxonomy code value, refer to the taxonomy code list on the Resources page of the Open
Payments website (https://www.cms.gov/OpenPayments/Resources) for a complete listing of the

available taxonomy codes. Taxonomy codes not on the taxonomy code list should not be entered. If the
physician’s taxonomy code is not available, select the code that most closely represents the physician’s
specialty.

To add the physician’s license information, select “Add License” and enter the state in which the license
is held and the license number. The license number field may contain up to 25 characters, including
special characters such as hyphens (-). When done, select “Add License.” If you input data into the field
and select “Continue” before selecting “Add License,” the system will throw an error message. To
proceed, either select “Add License” or clear the information from the license field. If the physician has
licenses in more than one state, enter in one state and license number and then select “Add License.”
This will add the information to the record and open up another set of license fields. Repeat until all of
the physician’s state licenses have been added. You can enter up to five licenses.

NOTE: If the physician license information is inactive in any program year (beginning with Program Year
2013 to present) and/or if the license cited on the reported payment record is inactive throughout the
Open Payments program, the payment record fails matching.

Select the “Continue” button or the “Ownership or Investment Information” icon on the “Payment
Navigation Bar” to proceed to the “Ownership or Investment Information” page.
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Figure 177: Physician Demographic Information page
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Applicable Manufacturer or Group Purchasing Organization Switch User Type

) ® 53 ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Add Ownership or Investment Interest Record ?

H
User Guide

(2= $ v

Overview Physician Demographic Ownership or Investment Review & Save
Information Information

Physician Demographic Information B,

A field with an asterisk () is required

Enter the physician demographic information

Physician
“First Name: Middle Name: “Last Name: Suffix:
Susan Jones

Physician Business Address

“Country:
United States v
“Street Address, Line 1: Street Address, Line 2:

7500 Security Bivd/

*City: *State: *ZIP Code:
99999 or 99999-9999
Baltimore Maryland v 21244
Email Address:

Physician Information
“Primary Type: NPI: “Taxonomy Code: @
This is a 10-digit number

Medical Doctor v 2084P0802X

Physician License Information

To enter the physician's license information, select a state in which the recipient is licensed and enter the accompanying license number in the fields below.
Select the "Add" button to add the information to the record. Select the "Add” button again to display another set of fields. A record must contain at least 1
license and may have up to 5. You may edit or delete any previously entered license information by selecting the “Edit” or "Delete” buttons

“State: *Number:

Maximum 25 characters
Maryland v MD-12345
Cancel Eack

= &

ContactUs  Privacy Policy

As mentioned above, selecting “Add” adds the physician license information to the record, shown in the
picture below. To enter several licenses, enter in one state and license number and then select “Add” to
add the information to the record. Repeat until all of the physician’s state licenses have been added, up

to a maximum of five. Select the “Continue” button once all information is provided.
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Figure 178: Continue Button for Physician Demographic Information page
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Applicable Manufacturer or Group Purchasing Organization Switch User Type
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Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Ownership or Investment Interest Record , “; )

= S v

Overview Physician Demographic Ownership or Investment Review & Save

Information Information

Physician Demographic Information B,

A field with an asterisk (~) is required

Enter the physician demographic information.

Physician
“First Name: Middle Name: “Last Name: Suffix:
Susan Jones

Physician Business Address

“Country:
United States [v|
“Street Address, Line 1: Street Address, Line 2:
7500 Security Blvd/
“city: “State: “ZIP Code:
99999 or 99999-9000
Baltimore Maryland v| 21244
Email Address:

Physician Information
“Primary Type: NPI: *Taxonomy Cede: @
This is a 10-digit number

2084P0802X

Medical Doctor v

Physician License Information

To enter the physician's license information, select a state in which the recipient is licensed and enter the accompanying license number in the fields below.
Select the "Add" button to add the informatien to the record. Select the "Add" button again to display another set of fields. A record must contain at least 1
license and may have up to 3. You may edit or delete any previously entered license information by selecting the "Edit” or "Delete” buttons.

State: Number: Actions:
Maryland MD-12345 Edit
Add
Cancel Back Continue

= a

Contact Us  Privacy Policy

Step 5: Enter the ownership or investment interest information. Required fields are marked with
asterisks.
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Note that the total sum of the payment must exceed zero dollars. Correspondingly, either the “Dollar
Amount Invested” or “Value of Interest" fields must have an amount greater than 0.00. The “Terms of
Interest” field must contain a description of any applicable terms of the ownership or investment
interests. When reporting the terms of any ownership or investment interests, provide the type of
ownership or investment interests, including but not limited to stock, stock options, partnership shares,
loans, bonds, or other financial instruments that are secured with an entity’s property or revenue, or a
portion of that property or revenue. The field is a free-form text field, with a 500-character maximum.
All special characters found on a standard U.S. keyboard can be used in the text box, not including
ALT+NUMPAD ASCII Key characters.

Once all information is entered, select the “Continue to Review” button or the “Review & Save” icon on
the “Payment Navigation Bar” to proceed to the “Review and Save” page.

Figure 179: Continue to Review Button for Physician Demographic Information page

Open Payments (Sunshine Act)
Applicable Manufacturer or Group Purchasing Organization Switch Usar Typa
fa} & ® &3 ©)
Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Ownership or Investment Interest Record ?
User Guide
Overview Physician Demographic Ownership or Investment Review & Save
Information Information
Ownership or Investment Information
A field with an asterisk (7] is required.
Enter the required ownership or investment interest information
“Interest Held By: “Dollar Amount Invested: "Value of Interest:
99999 99 and maximum 12 digits @ 999906 99 and maximum 12 digits @
Physician Covered Recipient ™ 1666.23 2000
“Terms of Interest:
500 characters maximum. Characters entered over this limit will not be saved @
Enter terms of interast
476 characters remaining
Cancel Back Continue to Review
] a
ContactUs  Privacy Policy

Step 6: Review the ownership or investment interest information entered in the previous pages on the
“Review and Save” page. If necessary, select the “Back” button at the bottom of the page to go back and
edit information. Users can also select an icon from the Payment Navigation Bar, located on top of the
page, to go directly to the desired page. Once the record is accurate, select the “Save Record” button to
continue.
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Figure 180: Save Record Button for Physician Demographic Information page
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Applicable Manufaciurer or Group Purchasing Organization Swilch Liser Type
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Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add Ownership or Investment Interest Record u“zl.me

= $ v

Owerview Physician Demographics Ownership or Investment Review & Save
Infermation Information

Review and Save Page
Review the payment information below. If there are any errors, navigate to the respective screen and update as necessary

Payment Submission Information
Entity Making Payment Registration Name: ABCD Medical
Program Year: 2018 Payment Category: Ownership or Investment Interest Home System Payment ID:

Physician Demographics Information
Name: Susan Jones

Business Address:

T300 Security Bivd.
Baltimore, MD 21244
United States

Email Address:

Primary Type: Medical Doctor NPI: Taxonomy Code: 2084P0B02X
Physician State License(s):
MD - MD-12345

Ownership or Investment Information
Interest Held By: Physician Covered Recipient  Dollar Amount Invested: $1,565.23 Value of Interest: $2 000,00
Terms of Interest: Enter terms of interest

-

= a8

Contact Us  Privacy Policy

A confirmation message will be displayed on screen to confirm the payment has been saved and is being
processed.
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Figure 181: Record Saved successfully page
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Applicable Manufacturer or Group Purchasing Organization Switch User Type
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Submissions Review and Dispute Manage Entities My Profile Messages Resources

» Access the Open Payments
Record Saved SUCCESSfU"y 7 Guide [PDF, 28.8 MB]
? MNeed help with the website?
You have successfully saved a record for 2017, Ownership or Investment Interest - Wensco. To view Contact Us by email
your record detail select "Go to Review Records” button. To add a new record, select "Add Another
Record" button. Review the Open Payments
_ a Privacy Policy [PDF, 102 KB]
Note: Entering a payment or transfer of value and saving the record is not considered a “final
submission”. The final submission of an entity’s payments or transfers of value must be attested by the

entity’s attester

Add Another Record

Go to Review Records

Take note that once the data has been uploaded to the system and undergone all checks including
matching validations, it still must go through the Final Submission process in the Open Payments system.
Manual data entry only uploads the record and checks it to ensure that it adheres to a valid data format
and matching requirements. You must complete the final submission and attestation process for the
data to be considered reported. See Section 4.10 for details on final submission and Section 4.14 for
details on attestation.

Section 4.6: Record Validation and Matching

Records submitted to the Open Payments system must pass several validation steps to become eligible
for final submission and attestation. The steps are shown in the figure below.

Figure 182: Validation Steps

2. Pre-Upload
1. File Validation Record 3. Record 4. Matching

{bulk files only) Validation Validation Validation
(bulk files only)

Details on these types of validation are given below.

4.6a: Validation Step 1: File-Level Validation
Bulk files undergo validations before the records within the file are uploaded. If a file fails any of the file-
level validations, no records from the file are uploaded to the Open Payments system. You will receive
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an email notifying you of the success or failure of the file upload based upon these validations. These
emails are discussed in detail in Section 4.7a.

Bulk data files will not be accepted by the Open Payments system if any of the following errors are
detected:

The submitted file size is larger than 250 MB.

The file is not in CSV or ZIP format.

The file header row is not present.

Columns are missing in the data file.

The sample file used to create the submitted file and payment category of the file selected at upload do
not match.

The applicable manufacturer ID or applicable GPO Registration ID included in the file’s records does not
match the applicable manufacturer or applicable GPO Registration ID in the reporting entity’s profile.

The payment category selected in the dropdown menu on the Upload Payments page of the Open
Payments system does not match the payment category of the submitted file.

A value other than “Y” or “N” was entered for the Consolidated Report Indicator.
The Consolidated Report Indicator value is not the same for all the records in the file.

The applicable manufacturer or applicable GPO Making Payment Registration ID did not match the
Applicable Manufacturer or Applicable GPO Registration ID and the Consolidated Report Indicator value
was set to “N”.

The submitting user did not hold the submitter role with the reporting entity corresponding to the
Applicable Manufacturer or Applicable GPO Making Payment Registration ID or Applicable Manufacturer
Applicable GPO Registration ID in the record.

The Applicable Manufacturer or Applicable GPO Making Payment Registration ID provided in the record
does not exist in the Open Payments system.

The Resubmission File Indicator in the uploaded file does not match the value selected for the
Resubmission File Indicator drop-down menu on the Upload Payments page of the Open Payments
system.

The payment date in a record does not correspond to the Program Year selected on the Upload
Payments page of the Open Payments system.

The submitted template does not match the Program Year selected on the Upload Payments page of the
Open Payments system.

The Applicable Manufacturer or Applicable GPO Making Payment Registration ID is not included; this
value is required for General Payment and Research Payment records.
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The Applicable Manufacturer or Applicable GPO Reporting Ownership Registration ID is not included;
this value is required for Ownership/Investment records.

The Resubmitted Payment Record ID has an invalid format or length.

An invalid value was provided for the Delay in Publication of Research Payment Indicator.

The required fields for update of delay in publication are not populated for all records in the file.
The required fields for deletion are not populated for all records in the file.

The required fields for new submission are not populated for all records in the file.

The required fields for resubmission are not populated for all records in the file.

A service within the Open Payments system was down and the file could not be processed.
4.6b: Validation Steps 2 and 3: Record-Level Validations

Step 2 validations are performed only on records submitted via bulk file upload before the records are
saved into the Open Payments system.

Step 3 validations are performed on records submitted via bulk file upload after the record is saved.
Records submitted manually undergo step 3 validations during the record entry process.

In both steps, individual records are checked to determine their validity, including whether:

All required fields are populated;
The information in each field meets the formatting and data input requirements of that field;

If the record is submitted to change an existing record (i.e., the record is a resubmission or is intended
to delete or renew the delay in publication of an existing record), an original version of the record exists
within the Open Payments system.

Record field requirements are detailed in the Submission Data Mapping Documents, which are available
on the Resources page of the Open Payments website
(https://www.cms.gov/OpenPayments/Resources). Refer to the Submission Data Mapping Document

that corresponds to the record’s program year.

4.6c¢: Validation Step 4: Record Matching

After a record passes record-level validations, the Open Payments system attempts to match the
covered recipient information in the record (e.g., Physician First Name, Teaching Hospital Address, etc.)
with a valid covered recipient using existing CMS resources and information. If the information in the
record cannot be matched, the record will fail matching validation.

Records containing physician licenses that were valid after August 1, 2013 (start date of data collection
for the Open Payments program) but were expired during the entirety of the program year of the record
will not fail matching due to the expired licenses but will trigger warnings to the user. Records
containing NPP licenses that were valid after January 1, 2023 but were expired during the entirety of the
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program year of the record will not fail matching due to the expired licenses but will trigger warnings to
the user. Refer to Section 4.7, “Identifying Errors,” for details.

Section 4.7 Identifying Errors

The Open Payments system notifies users of errors in records via several means.

4.7a: Identifying Errors - Bulk File Upload

Errors in files or records submitted via the bulk file upload process are communicated to submitters via
notification emails. Users can also review the submitted file(s) statuses on the Review File Status page,
refer to Section 4.4d for more details.

4.7a (1) Determining the Step Where the Error Occurred

Users can determine at what step the file or records failed based upon the format of the notification
email, or by reviewing the file upload status on the “Review File Status” page.

File Validation failure (Step 1): The email describes a file validation failure, the reason for the failure,
and, if applicable, the line number of the submitted data file where the failure occurred. Files that fail at
this step will have a status of “Rejected” on the “Review Files Status” page. Step 1 validations stop upon
finding an error.

Pre-Upload Record Validation failure (Step 2): The email lists the reasons for record rejections, the
number of records in the file that failed for each reason and identifies up to a set number of records for
each rejection reason. Files with records that meet these criteria will have a status of “Submitted with
Errors” on the “Review File Status” page.

Record Validation failure (Step 3): The email explains that the file has been processed, and one or more
records were found to contain validation errors. The email also provides instructions for locating the
Error Log that lists the errors found in the records. Files with records that meet these criteria will have a
status of “Submitted with Errors” on the “Review File Status” page.

Matching Validation failure (Step 4): The email explains that records were submitted successfully, but
they may contain records in Failed Matching status or records with Warnings. Files with records that
meet these criteria will have a status of “Submitted Successfully” or “Processed with Warnings” on the
“Review File Status” page.

Warning messages, such as those issued for late submission or records with expired licenses, do not
themselves trigger notification emails. However, the warnings will be included in the warning log
associated with the bulk file. Records with expired license related warnings are also identified with a

warning icon () next to the Record ID on the Payment Category page
Note that if a bulk file submission makes it past Step 1, all the records within the file are checked
individually for Steps 2-4. A bulk file that passes Step 1 might include records that fail at Step 2, records

that fail at Step 3, records that fail at Step 4 and records that upload successfully. In that scenario, the
submitter would receive multiple notification emails.
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4.7a (2) If Errors Occur During File Validation (Step 1):

If a file fails initial validation (Step 1), the entire file will be rejected. No records in the file will be saved
in the Open Payments system.

The notification email will state the reason for the failure, and, if applicable, the line number of the file
where the failure occurred. Step 1 validations stop upon finding one error.

The submitter will need to correct the error and reload the file to continue with processing. Refer to
Section 4.8, “Correcting Records,” for more information and further instructions.

4.7a (3) If Errors Occur During Record Validation - Pre-Upload (Step 2)

Records that fail pre-upload validation checks (Step 2) will not be saved in the Open Payments system.

The notification email will state the reasons for record failures, the number of records from your file
that failed for each reason, and up to a set number of Record ID numbers of records that failed for each
reason.

The email will identify whether the number of records rejected exceeds the visible amount. If more
records are rejected for a particular reason than can be displayed for that reason, contact the Open
Payments Help Desk for the complete list of records rejected for that reason.

Records with Step 2 errors are not loaded into the Open Payments system. They will not be available for
review or correction within the Open Payments system, nor will they appear in an error log. You will
need to correct record errors and resubmit the records. Refer to Section 4.8, “Correcting Records,” for
more information and further instructions.

4.7a (4) If Errors Occur During Record Validation - Post-Upload (Step 3) or Matching Validation (Step 4)

Records that fail Steps 3 or 4 will be saved within the Open Payments system and can be reviewed and
edited within the system.

The notification email for record failure of Steps 3 or 4 contains instructions on locating and
downloading an Error Log that lists and details those errors.

Another method for identifying records that failed Steps 3 and 4 is by searching within the Open
Payments system. To do so, follow the steps below:

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/ and
select the “Submissions” tab on the toolbar.

Step 2: On the “Review Submitted Payment Records” section, select the payment type, entity and
program year for the records you wish to review, then select the “Review Detail” button. All records
submitted for the reporting entity for that payment category and program year will display on the
selected Payment Category page.
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Step 3: Use the filters for “Record Status” to search for records in a “Failed Validation” and/or “Failed
Matching” statuses.

e “Failed Validation” means that the data in at least one field in the record does not match the
required formatting and data reference validations for that field.

e “Failed Matching” means that the covered recipient information in the record, including
principal investigator information, cannot be matched to a valid covered recipient physician or
covered recipient NPP or teaching hospital.

Note: To download the record information returned by your search into a CSV file by selecting the
“Download Zip File” link on the Payment Category page. The filters applied on the page will be applied
to the download. Downloaded data files cannot exceed the acceptable limit of 400,000 records. If your
record volume exceeds the record limit, filter your search results by File ID to create smaller subsets of
records and download them in multiple files. Note: the filter for Teaching Hospital CCN should not be
used for downloading failed records, as it only returns records that have been successfully validated and
matched. It will not return records with a status of “Failed Validation” or “Failed Matching.”

Follow the steps below to view a file’s upload status on the File ID page and to download an Error Log
for records that failed Steps 2 or 3 and interpret the error codes it contains:

Step 1: Go to the table at the bottom of the Payment Category page, which will be filtered for failed
records per the process above. Select the hyperlink in the “File ID” column of a record to be examined,
which opens the “File ID” page.

Step 2: Check the file’s upload status on the “File ID” page. One of three statuses will be given:

Submitted with Errors - The file is uploaded successfully but one or more of the records in the file are in
“Failed Validation” or “Failed Matching” status. An error log will be generated for a file that contains
records that generated errors for failed validation or matching.

Processed With Warning - The file contains records with late submission and/or expired license
warning. Users do not need to take any action for late submission warning; however, they can correct or
delete records with expired license warning. If it is confirmed that the information is valid, the record
can continue through final submission without further updates.

Submitted Successfully - The file uploaded successfully. A warning log will be generated for a file that
contains records that generated warnings.

Step 3: On the “File ID” page, select the “Error Log” hyperlink at the bottom of the page to download the
error log (or) select “Warning Log” hyperlink at the bottom of the page to download the warning log.

Step 4: Find the error code displayed in the “Error Message ID” column of the error log. A sample Error
Log is shown below. The codes listed in the “Error Message ID” column are error codes. For data
elements that have multiple fields and may contain multiple values (e.g., physician license), the error log
file column “Data Element Value” displays the specific value that produced the error.
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Figure 183: Sample Error report in Excel showing error message ID's and Data Element Values
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Find the warning code displayed in the “Warning Message ID” column of the warning log. A sample
Warning Log is shown below. The codes listed in the “Warning Message ID” column are warning codes.
For data elements that have multiple fields and may contain multiple values (e.g., physician license), the
warning log file column “Data Element Value” displays the specific value that produced the warning.

Figure 184: Sample Warning report in Excel showing warning message ID's and Data Element Values
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4

Step 5: Once you have determined the error codes for each record, consult the Error and Warning Code
Key, which is available on the Resources page of the Open Payments website at
https://www.cms.gov/OpenPayments/Resources or within the Open Payments system by selecting the
“Resources” tab. The Error and Warning Code Key lists error/warning IDs along with a description

regarding the relevant data element name, an error/warning description, and steps to avoid and correct
the error.

4.7a (5) To see errors on individual records in the Open Payments System

If a record fails validation or matching, details of the failure in the individual record can be seen within
the Open Payments system.

Step 1: Go to the table at the bottom of the Payment Category page. Filter the records as needed to
locate the failed record to be examined.
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Step 2: Select the hyperlink in the “Record ID” column for that record or select the “View” hyperlink
under the “Actions” column. This will take you to the record’s “Record ID” page.

Step 3: On the “Record ID” page, error messages for the record will be displayed at the top of the page.
Error messages associated with data elements that can contain multiple values, such as physician
license, will identify the specific value that produced the error in parentheses after the error message.

You will need to correct record errors and resubmit the records. Refer to Section 4.8, Correcting
Records, for details.

In certain scenarios, such as if a physician’s license was found to be expired during the program year, or
if the record is a late payment, a warning message will be listed in the downloadable warning log. These
records should be reviewed to confirm their accuracy. If necessary, update or delete the record
associated with the warning message. If the information is believed to be valid, the records can be
processed through final submission and attestation without further updates.

If the physician license information is inactive in any program year (beginning with Program Year 2013 to
present) and/or if the license cited on the reported payment record is inactive throughout the Open
Payments program, the payment record fails matching.

If the NPP license information is inactive beginning with Program Year 2021 to present and/or if the
license cited on the reported payment record is inactive throughout the Open Payments program, the
payment record fails matching.

4.7b: Identifying Manual Entry Errors

Records entered manually do not undergo Step 1 or Step 2 validations. Step 3 validations are applied
during the manual data entry process, and any failures of Step 3 will trigger on-screen error messages.
Error messages for data elements with multi-entry values, are displayed in bracket(s) on-screen.

Manual entry of a record cannot be completed until all Step 3 errors are resolved.

Once a manually entered record has been uploaded, it undergoes Step 4 (matching) validations. Records
that fail Step 4 validations will not trigger a notification email. To determine if a manually entered record
failed Step 4 validations, search in the Open Payments system for records that failed matching
validation. To search the Open Payments system to find which records failed Step 4, follow the steps
below:

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/ and

select the “Submissions” tab on the toolbar.

Step 2: On the “Review Submitted Payment Records” section, select the payment type, entity, and
program year for the records you wish to review, then select the “Review Detail” button. All records
submitted for the reporting entity for that payment category and program year will display on the
selected Payment Category page.

Step 3: Use the filters for “Record Status” to search for records in a “Failed Matching” status.
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The user can download the record information returned by your search into a CSV file by selecting the
“Download Zip File” link on the Payment Category page. The filters applied on the page will be applied
to the download. Downloaded data files cannot exceed the acceptable limit of 400,000 records. If your
record volume exceeds the record limit, filter your search results by applying search criteria to create
smaller subsets of records and download them in multiple files. Note: the filter for Teaching Hospital
CCN should not be used for downloading failed records, as it only returns records that have been
successfully validated and matched. It will not return records with a status of “Failed Validation” or
“Failed Matching.”

To see details of the failure in the individual record in the Open Payments system, follow the steps
below:

1. Go to the table at the bottom of the Payment Category page, which will now be filtered for
failed records per the process above. Select the hyperlink in the “Record ID” column for a record
or select the “View” hyperlink under the “Actions” column. This will take you to the record’s
“Record ID” page.

2. Onthe “Record ID” page, error messages related to this record will be visible. The onscreen
error messages for multiple-value fields will also identify the specific value that produced the
error.

You will need to correct record errors and resubmit the records. Refer to Section 4.8, Correcting
Records, for details.

Note: Records that trigger the expired license warning message can be identified by a warning icon ()
on the Payment Category page, and on the individual record’s “Record ID” page. For records submitted
by bulk file, the warning log for the bulk file will provide expired license warnings for each record with
an expired license and specify the expired license(s). Records that have warnings but passed validation
and matching are processed successfully but should be reviewed for accuracy. If the data is determined
to be accurate, no further action on the records is required before proceeding to final submission.
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4.7c: GPO Users Only - Identifying Recipients Missing Attested Ownership Record
This section is for applicable group purchasing organizations (GPOs) users only.

The Open Payments program requires group purchasing organizations (GPOs) to report physician
Ownership/Investment Interest if there is a General/Research payment reported for that physician and
program year. To confirm compliance with this rule, GPO users can access a report that identifies
physicians on General/Research Payment records that are missing attested Ownership/Investment
Interest record for the same Program Year by following the steps below:

1. Loginto the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar.

2. GPO users have access to the “Download Recipients Missing Ownership Record” section. Under

the section, select the entity that you wish to review, then select the “Download Report”
button.
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Figure 185: Submissions page for Group Purchasing Organization users
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3. Inthe downloaded Zip file, save or open the Excel file to review the recipients specified on
general/research records that are missing an attested ownership/investment interest record in
the same program year as the general/research record. The report shows the following
information:

a. GPO Making Payment Name

GPO Making Payment Registration ID

Program Year

Covered Recipient First Name

Covered Recipient Last Name

"0 a0 o

General Payment - Sample Record ID(s) that the covered recipient is included on

(separated by semicolon): This field includes up to 25 latest general payment record IDs

that are associated with the physician/NPP. Only those in Ready for Submission,

Returned to Submitter, Ready for Attestation, Attested, and Attested as Marked for

Deletion statuses are included.

g. Research Payment - Sample Record ID(s) that the covered recipient is included on
(separated by semicolon): This field includes up to 25 latest research payment record
IDs that are associated with the physician/NPP. The listed physician can be a covered
recipient or a principal investigator of a research record. Only those in Ready for
Submission, Returned to Submitter, Ready for Attestation, Attested, and Attested as
Marked for Deletion statuses are included.

h. Is there at least one associated Ownership/Investment Interest record in Ready for

Attestation status: This field will be populated as “Yes” if the physician will meet the

compliance requirements upon attestation.

Review your submissions to confirm that an ownership/investment interest record for the associated
physician on the general or research record is entered for that Program Year. Enter a new
ownership/investment interest record or attest to the existing ownership/investment interest records if
required. No further action is required if there are no records shown in the report.

Section 4.8: Correcting Records

Records that contain validation or matching errors must be corrected and re-submitted until the records
are free from errors. Records that have warnings but not validation or matching errors do not need to
be corrected before proceeding but should be reviewed for accuracy.

Once free from errors, you can complete the submission process for these records. Records can be
corrected via bulk file upload or manual editing in the Open Payments system.

Note: Fields that identify the record’s covered recipient or principal investigators cannot be changed
once a record is in a “Ready for Attestation” or “Attested” status. If fields need to be changed in a record
that is in a “Ready for Attestation” or “Attested” status, the original record must be deleted and then re-
submitted as a new record. The attester is encouraged to use the assumptions statement to denote
records that have been deleted and then re-submitted, including when those records were re-submitted
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after the submission deadline. Refer to section 4.14 for details about the assumptions statement. The
relevant fields that identify the record’s covered recipient or principal investigators are as follows:

For physicians (including principal investigators): First Name, Last Name, NPI, License State, and License
Number.

For NPPs (including principal investigators): First Name, Last Name, NPI, License State, and License
Number.

For teaching hospitals: Teaching Hospital Name, the hospital address fields, and Taxpayer Identification
Number.

Changing a record may affect the publication of that record, depending on when the changes are made.
For details refer to the “Methodology and Data Dictionary Document” available on the Resources page
of the Open Payments website, at https://www.cms.gov/OpenPayments/Resources.

Note: if a record containing multiple state licenses failed matching due to one of those licenses, and the
license information is as accurate as can be determined, it is permissible to remove that license from the
record before resubmission, as only one license is required.

4.8a: Correcting Records via Bulk File Upload
To correct records via bulk file upload:

Step 1:

Upon identifying all the erroneous records (rejected or failed), consolidate them in a bulk upload
template. Using the “error log” and “error and warning code key” document, correct the record details
accordingly. In these corrected records, set the Resubmission File Indicator as explained below.

Note that all records in a bulk file must have the same value for Resubmission File Indicator.

If the file failed in steps 1 or 2 (4.7a(2) or 4.7a(3)), the Resubmission File Indicator for the records does
not need to be changed from the original submission.

If the record(s) in the file failed in steps 3 or 4 (4.7a(4)), the record(s) must undergo resubmission or
deletion and new records submitted in their place.

o For resubmissions, each corrected record must have its “Resubmission File Indicator”
value set to "Y" and the original record’s Record ID provided in the updated record’s
"Resubmitted Payment Record ID" field. This Record ID for each record can be obtained
either from the payments category page or the error log file.

o If the failed record must be deleted and replaced due to changes in identifying
information (per the boldfaced text in the “Correcting Records” section above), consult
the Deleting Records section 4.9. Replacement records will be new submissions and
should have a “Resubmission File Indicator” value of “N”.
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Step 2: Submit the record through the bulk file upload process. Instructions are available in Section 4.4,
Bulk File Upload. After the bulk file is uploaded, the records must undergo final submission and
attestation. Refer to Section 4.10, Final Submission and Section 4.14, Attestation and Assumptions.

4.8b: Correcting Records Manually

You can correct records manually, one at a time. To correct an individual record manually, follow these
steps.

1. Login to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar. In the “Review Submitted Payment Records”
section, select the payment type, reporting entity whose record you wish to view and the
program year for that record, and then select the “Review Detail” button.

2. Locate the desired record in the data table at the bottom of the “Payment Category” page. You
can use the filtering tools on the page to help find a relevant record. Once you have found the
record, select the “Edit” hyperlink in the “Actions” column for that record.

3. Update the record information. Users can select an item from the “Payment Navigation Bar”
located on top of the page to go directly to their desired page or go through the pages
sequentially to fix the error(s). Once all the validations and errors have been fixed the user can
navigate to the “Review & Save” page and select the “Save Record” button.

NOTE: The system will provide matching errors and/or warnings on the Overview page when the
submitter edits payment records with matching errors/warnings.

4. The edited records must undergo final submission and attestation. Instructions are available in
Section 4.14, Final Submission and Attestation.
Section 4.9: Copy/Duplicate Records

Records submitted to the Open Payments system by submitters may be copied and duplicated in the
User Interface to reduce the effort of entering the same data repeatedly during the validation,
matching, or the review and dispute process.

You can copy/duplicate payment records within the Open Payments system and allow the editing of
those records without going through the entire data entry process.

All payment record related fields will be copied to a new payment record except the system generated
fields, such as - Record ID, Submission Date, Submitted by etc.

Validation of fields are performed when you select “Continue” on each page or save the new record and
not at the time of copy action. NOTE: Payment Category field is read only on copied record.

The “Copy” button is provided in two places:

1. The payment category page, record view grid for every record under the Action column
regardless of the record status.
2. The view Record ID Page at the top and bottom of the page.
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The steps to copy a record are detailed in the section below.

4.9a: Copying a Record

The process outlined below will allow you to copy any existing payment.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar.

Figure 186: Submissions Tab for Open Payments system landing page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

@ ) ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?
Contact Us by email
Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?

Visit the Open Payments website at hitps://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerming the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.

Step 2: Under the “Review Submitted Payment Records” heading, select the payment type, reporting
entity whose records you want to delete and the program year for those records. Select the “Review
Detail” button.

249


https://portal.cms.gov/

Open Payments User Guide_for_Reporting_Entities_January-2024

Figure 187: Submissions Landing Page

Open Payments (Sunshine Act)

Applicable

or Group g O on Switch User Type

&

Review and Dispute Manage Entities My Profile

Submissions

Afield with an asterisk (*) is required.

Resources

?

H
User Guide

Applicable manufacturers and applicable GPOS must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments

System
Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File
Upload or Manual Data Entry below.

Refer to the Resources tab for the Open Payments
reporting templates for the Bulk File Upload.

Select Manual Data Entry to submit records using the
Open Payments manual entry online form.

Bulk File Upload Manual Data Entry

Review Submitted Payment Records

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail"

*Select Entity:
ABCDE Medgical v

*Select Program Year:
2021 ﬂ Review Detail

“Select Payment Type:
General Payments v

Review Records - Summary

To view submission summary and/or attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary".

“Select Entity:
Please Select ™

“Select Program Year:

Please Select ﬂ Review Summary

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Review File Status.

Download Recipients Missing Ownership Record

GPO entities are required to report ownership/investment interest payments for physicians that have been cited on
general and/or research records for the same program year (per the Open Payments final rule, 42 CFR. §
403.906). To review physicians that were cited on general and/or research records who do not have an attested
ownership record, select the entity you wish to review from the drop-down list below, then select *Download Report.”
NOTE: If there is any physician where the column value for “Is there at least one associated Ownership/investment
Interest record in Ready for Attestation status™ is “No,” review your submissions to verify that a corresponding
Ownership/investment Interest record for the physician will be included in your submission. If the value is “Yes,” the
associated general or research records are identified and will meet the regulation cited above after your attestation
is completed

“Select GPO Entity:

Please Select ﬂ Download Report

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record.

Validate Covered Recipient

Download the Physician
List

The Validated Pnys\c\an Lists and
Physician with Inactive License(s)
Supplement File per Program Year below
'should not be shared publicly.

File Download Help @

Validated Physician Lists
E and Physician with Inactive

License(s) Supplement File
per Program Year

Download the Non-
Physician Practitioner List
The Non-Physician Practitioner List per
Program Year below should not be shared
publicly.

% Non-Physician Practitioner
List

Download the Reporting
Templates

To download reporting templates, see the
Resources tab.

ContactUs  Privacy Policy

Step 4a: At the bottom of the “Payment Category” page is a data table. Find one record from the file you
wish to copy. Select the “Copy” hyperlink in that record’s “Actions” column.

250



Open Payments User Guide_for_Reporting_Entities_January-2024

Figure 188: “Copy” Hyperlink from Reporting Entity General Payments Payment Category Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Reviewand Dispute |  Manage Entities My Profile Messages Resources

Payment Category: General Payments - ABCDE Medical 2021

The table below provides information on submitted records for the selected reporting enity, program year, and payment category.

Search and filtering tools above the table can customize the view of the data.

To export the search results into a CSV file, select "Download Zip File". This provides a compressed file containing the search results. Attempting to download more
than 400,000 records, will generate an on-screen error notification. To correct this error, adjust the filtering criteria to create smaller subsets of records and download
them in multiple files.

To wiew all fields for a record, select the "Record ID" hyperlink in the table below. Record(s) flagged with a warning icon (/A\) identify that there are warning
messages that should be reviewed and corrected as required. Records with warning messages only (do not have validation or matching errors), will not prevent a

record from continuing through final submission and attestation, and therefore are not required to be corrected before proceeding if the information is determined to
be valid as-is.

Records counted as "Marked for Deletion" are also included in the "Attested” () record count. If you wish to reinstate records marked for deletion, find the records
with the "Marked for Deletion” status of "Yes", select the checkbox next to them, and then select the "Cancel Deletion" button.

For more information on the actions you can take on this page, refer to the "Payments Category Page" quick reference guide available on the Resources page of the
Open Payments public website. For detailed information on how to edit and submit records, refer to the Open Payments User Guide [PDF].

General Payments

Help with this Page w——
Status Record , ion Required
Count
System Processing 0 No Action
Failed Validation 0 Correction
Failed Matching 1 Correction
Ready for Submission 0 Final Submission
Ready for Attestation 0 Attest
Returned to Submitter 0 Correction
Attested T 0 No Action
1

Total Payments

Note: Previously attested records that have been marked for deletion have not yet been deleted from the Open Payments system. The
aftester must re-attest to all payments for the selected program year to complete deletion. Untilthis re-attestation, the marked records
remain eligible for review and dispute, are eligible for publication, and are included in the aftested record count

. Record . 5
Marked for Deletion Action Required
Count
T Attester to confirm deletion 0 Attester to Attest or Reject Deletion
Navigate to Submissions Navigate to Review Records - Summary
Record Status: File ID: Record ID:
System Processing Maximum 33 digits Maximum 38 digits
Failed Validation
Failed Matching
Ready for Submission 3
Ready for Attestation Home System Payment ID: Delay in Publication Indicator:
Returned to Submitter
etume: Please Select
Covered Recipient First Name: @ Covered Recipient Last Name: @ Covered Recipient NPI:
This is a 10-digit number @
License State: License Number: Address State: Zip Code:
99999 9999
Please Select ] Please Select [v]
Teaching Hospital Name: Teaching Hospital CCN: Teaching Hospital TIN:
This is a 6-digit number @ This is a 9-digit number
Marked for Deletion:  Recipient Type: Input Method: Report Type: Record Wamings: @
O Yes [ Covered Recipient Physician [ Manual Entry [ single [yes
[ Ne [ Covered Recipient Teaching Hospital [ Upload Files [ Consolidated I No
[ Covered Recipient Non-Physician Practitioner
Search Clear All Download Zip File
Showing Results for:
[am
Update Delay Indicator Cancel Deletion Return to Attester Delete Selected Retur to Submitter
Showing |10 V| of1Entries Page 10f1 Page 1|v|
Select
EA|E| File. |Record ID:(, .| Home System | Payment | Amount | Recipient Type: | Recipient: | Record | Marked for |Delay in Publication
o | e © G| paymentiD:c | Dateic | (S):¢ P o Status:o | Deletion: ¢ Indicator: &
e Non-Physician  |James |Failed
O NA 79200388 |Edit 20210704 |$500.00 e " X No No Delay Requested
> | cony Praciitioner Miller Matching
Showing |10 V| of 1 Entries Page 10f1 Page 1/v|

ContactUs Privacy Policy
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Alternatively, according to the second method to copy an existing payment the steps are as follows:

Step 4b-1: At the bottom of the “Payment Category” page is a data table. Find one record from the file
you wish to copy. Select the “View” hyperlink in that record’s “Actions” column.

Figure 189: “View” Hyperlink from Reporting Entity General Payments Payment Category Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type.

wand Dispute | Manage Entities My Profile Messages Resources

Payment Category: General Payments - ABCDE Medical 2021

The table below provides information on submitted records for the selected reporting entity, program year, and payment category.
Search and fitering tools above the table can customize the view of the data.

To export the search results into a CSV file, select "Download Zip File". This provides a compressed file containing the search results. Attempting to download more
than 400,000 records, will generate an on-screen error nofification. To correct this error, adjust the fitering criteria to create smaller subsets of records and downioad
them in multiple files.

To view all fields for a record, select the "Record ID" hyperlink in the table below. Record(s) flagged with a warning icon (/l\) identify that there are warning
messages that should be reviewed and corrected as required. Records with warning messages only (do not have validation or matching errors), will not prevent a
record from continuing through final submission and attestation, and therefore are not required to be corrected before proceeding if the information is determined to
be valid as-is

Records counted as "Marked for Deletion" are also included in the "Aftested" () record count. If you wish to reinstate records marked for deletion, find the records
with the "Marked for Deletion" status of "Yes", select the checkbox next to them, and then select the "Cancel Deletion" button

For more information on the actions you can take on this page, refer to the "Payments Category Page" quick reference guide available on the Resources page of the
Open Payments public website. For detailed information on how to edit and submit records, refer to the Open Payments User Guide [PDF]

General Payments

Help with this Page Ee———

Status A ction Required)
Count

System Processing 0 No Action

Failed Validation 0 Correction

Failed Matching 1 Correction

Ready for Submission 0 Final Submission

Ready for Aftestation 0 Attest

Retumed to Submitter 0 Correction

Attested T 0 No Action

Total Payments 1

Note: Previously attested records that have been marked for deletion have not yet been deleted from the Open Payments system. The
attester must re-attest to all payments for the selected program year to complete deletion. Until this re-attestation, the marked records
remain eligible for review and dispute, are eligible for publication, and are included in the attested record count

. Record 5 §
Marked for Deletion Action Required
Count
T Attester to confirm deletion 0 Attester to Attest or Reject Deletion
Navigate to Submissions Navigate to Review Records - Summary
Record Status: File ID: cord ID:
System Processing Maximum 38 digits Maximum 38 digits
Faled Validation
Faile i
Ready for Submission
Ready for Aftestation Home System Payment ID: Delay in Publication Indicator:
Retumed to Submitter Please Select
Covered Recipient First Name: @ Covered Recipient Last Name: @ Covered Recipient NPI:
This is a 10-digit number @
License State: License Number: Address State: Zip Code:
99999 9999
Please Select v Please Select v
Teaching Hospital Name: Teaching Hospital CCN: Teaching Hospital TIN:
This is a 6-digit number @ This is a 9-digit number
Marked for Deletion:  Recipient Type: Input Method: Report Type: Record Warnings: @
O Yes. [ Covered Recipient Physician [ Manual Entry [ single O Yes
CINo [ Covered Recipient Teaching Hospital [ Upload Files [ Consolidated INo
[ Covered Recipient Non-Physician Practitioner
Search  ClearAll  Downioad Zip File
Showing Results for:
[
Update Delay Indicator Cancel Deletion Return to Attester Delete Selected Return to Submitter
Showing |10 V|| of 1Entries Page 10f 1 Page 1/v|
Select o P
A actions;| Home System | Payment | Amount | Recipient Type: | Recipient: [ Record | Marked for _(Delay in Publication
0 *| PaymentiD:o | Dateic | (80 & 3 Status:& | Deletion: & Indicator: &
g Non-Physician ~ [James  |Failed
n] NA (79200388 |Edit 20210704 |$500.00 o i . No Delay Requested
= Praciitioner Willer Matching
Showing |10 V| of 1Entries Page 10f 1 Page 1v|

Contact Us  Privacy Policy
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Step 4b-2: Select the “Copy” Button from the top of the page.

Figure 190: Copy Button on Record ID Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Review and Dispute  Manage Entities My Profile Resources

User Guide [PDF]

Record ID: 79200388 @ fccessne penpaymens
?

Need help with the website?
Back Contact Us by email
Record Details a e S T
rivacy Polcy [PDF]
Program Year: 2021 Last Modified Date: 2021-07-06
Entity Submitting Payment: ABCDE Medical Last Modified By: Karen Miler . -
Payment Category: General Payments ‘Submission Date: 2021-07-06 ) " \
Consolidated Reporting: No Submitted By: Karen Miller f
Home System Payment ID: Record Status: Ready for Submission
Marked for Deletion: No
Associated Disputes and Statuses: B

P . "

Covered Recipient Type: Non-Physician Practitioner
Covered Recipient First Name: James

Covered Recipient Middle Name:

Covered Reclpient Last Name: Niller

Covered Recipient Suffix:

Recipient Business Street Address, Line 1: 7500 Securty Bivd
Recipient Business Street Address, Line 2:

Recipient City: Baltimore

Recipient State: Maryiand

Recipient Zip Code: 21244

Recipient Country: United States

Recipient Province:

Recipient Postal Code:

Recipient Email Address:

Covered Recipient Primary Type:
Physician Assistant
Covered R

Covered Recipient Taxonomy Code:
363LF0000X

Covered Recipient License State: Oregon
Covered Recipient License Number: 201505481RN
Covered Recipient License State:

Covered Recipient License Number:

Covered Recipient License State:

Covered Recipient License Number:

Covered Recipient License State:

Covered Recipient License Number:

Covered Recipient License State:

Covered Reclpient License Number:

Associated Drug, Device, Biological, or Medical Supply
Information

Related Product Indicator: N

Transfer of Value (Payment) Information

Applicable Manufacturer or Applicable GPO Making Payment Name: ABCDE Medical
Applicable Manufacturer or Applicable GPO Making Payment Registration ID: 100000000780
Total Amount of Payment: $500.00

Date of Payment: 20210704

Number of Payments Included in Total Amount: 1

Form of Payment or Transfer of Value: Cash or casn equivalent

Nature of Payment or Transfer of Value: Travel and Lodging

City of Travel: Chantily

State of Travel: Virginia

Country of Travel: United States

General Record Information

‘Third Party Payment Recipient Indicator: No Third Party Payment
Name of Third Party Entity Receiving Payment or Transfer of Value:
Charity Indicator: Yes

‘Third Party Equals Covered Recipient Indicator:

Delay in Publication of Research Payment Indicator: No Delay Requested
Contextual Information:

Back

Step 5: A confirmation pop-up box appears. Select the “Yes” button.
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Figure 191: Confirmation pop-up window

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) [2 ® B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Access the Open Payments
User Guide [PDF]

Record I Confirm

Are you sure you want to create a copy of this payment record? Need help with the website?

Back Contact Us by email

Select "Yes" to start the copy action. Select "No" to cancel the copy action.

Record Detail No

| -

Review the Open Payments
Privacy Policy [PDF]

vy

Upon selecting the “Yes” button, you will be redirected to the “Add General Payment” page. A
confirmation message will be present on the “Add General Payment” page confirming the payment has
been copied. You will be able to add data to the payment record that has been copied. You may update
the record data as needed and the copied record will be successfully created only upon the “Review and
Save” action.

Note that, while copying records,

e The fields may differ based on the Program Year selected. E.g., Covered Recipient NPP is
available only from PY 2021 and onwards.

e The fields may differ based on the Covered Recipient type selected. E.g., you can select a single
primary type for Covered Recipient Physician whereas multi-select up to six primary types for
Covered Recipient NPP

e |f you change the Covered Recipient type few fields including “Country”, “Primary Type” and
“Taxonomy code”, will switch to blank and will allow you to select those values.

e When you view an existing record (uploaded before January 2022) that failed validation for Drug
or Biological Name or Drug/Biological Name and NDC combination with a soft warning, the
system warning message will continue to be displayed. When you copy the record and click on
“Continue” button at the bottom of the “Products” page, an error message will be displayed
indicating the incorrect values of Drug or Biological Name or Drug/Biological Name and NDC
combination.

e When you view an existing record (uploaded before January 2023) that failed validation for
Device or Medical Supply or Device/Medical Supply and Primary Device Identifier (PDI)
combination with a soft warning, the system warning message will continue to be displayed.
When you copy the record and click on “Continue” button at the bottom of the “Products” page,
an error message will be displayed indicating the incorrect values of Device or Medical Supply or
Device/Medical Supply and PDI combination.
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Figure 192: Confirmation message on Add General Payment Page.

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Gt 2 ) ®

Home Submissions Review and Dispute Manage Entities My Profile Resources
Add General Payment ?
User Guide
—mx
B ) $ = v
Overview Covered Recipient Products Payments General Information Review & Save

Demographics

Payment Overview

Confirmation:

« The selected record has been copied from Record ID: 115185. Edit and save this record to complete the record creation process.

Review the payment information for the record. Enter the Home System Payment ID as needed.

Entity Making Payment Entity Making Payment *Program Year: Payment Category:

Registration ID: Registration Name: 2016 . General Payments

100000165003 ABCDE Medical

Home System Payment ID: @

Cancel Continue

] a
ContactUs  Privacy Policy

Section 4.10: Deleting Records

Records submitted to the Open Payments system by applicable manufacturers and applicable group
purchasing organizations may require deletion as part of validation, matching, or the review and dispute
process. You can delete records individually through the graphic user interface or in bulk via bulk file.
You may also delete a previously submitted bulk file, thereby deleting all records that had been
submitted in that file.

The record deletion process varies depending upon the status of the records to be deleted. Records that
have not yet been attested to will be immediately removed from the Open Payments system. You must
provide a reason for deleting attested records. The following reasons may be used for deleting
previously attested records:

e Correction to Covered Recipient Information (But to Same Covered Recipient)

e Different Covered Recipient

e Record Should Have Been Reported by a Different Applicable Manufacturer or Applicable GPO
e Payment Had Not Been Furnished to the Covered Recipient

255



Open Payments User Guide_for_Reporting_Entities_January-2024

e Disputed by Covered Recipient

e Correction at CMS’s Request

e Duplicate Record(s)

e Incorrect Record Classification

e Check was Voided or Not Cashed

e De Minimis was Not Met

e Record Meets Reporting Exception
e Other

The ‘attested’ record(s) which are deleted will be placed in a “Marked for Deletion” status rather than
immediately deleted.

To complete the deletion of records marked for deletion, the attester for the reporting entity must re-
attest to the payments for that program year, which includes attesting to the deletion of previously
attested records. Until they are attested, and therefore removed from the system, records in “Marked
for Deletion” status remain visible to covered recipients and are eligible for publication.

Records that are deleted through any of the methods described below cannot be recovered or viewed.

4.10a: Deleting a Bulk File
The process outlined below will delete all unattested records in a previously submitted bulk file and
mark for deletion all attested records contained in the file.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar.
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Figure 193: Submissions Tab for Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

2 ) > ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

L’» Access the Open Payments
?

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Under the “Review Submitted Payment Records” heading, select the payment type, reporting
entity whose records you want to delete and the program year for those records. Select the “Review
Detail” button.

Figure 194: Submissions Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Submissions ?

User Guide

Afield with an asterisk (") is required
Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments
System

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual entry oniine form. Physician with Inactive License(s)

Supplement File per Program Year below

Bulkillinload Magualnatalbainy should not be shared pubiicly.
File Download Help @
Validated Physician Lists
E and Physician with Inactive
. . License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail". Download the Non-
Physician Practitioner List

*Select Payment Type: *select Entity: *Select Program Year:

The Non-Physician Practitioner List per
General Payments v ABCDE Medical v 2021 [v]  Review Detail

Program Year below shouid not be shared
publicly.

R Non-Physician Practitioner
Review Records - Summary % List

To view submission summary and/or attest records, select the entity whose records you wish to review and the

program year from the drop-down lists below, then select "Review Summary". Download the Reporﬁng
Templates
Select Entity: Select Program Year: To download reporting templates, see the
Please Select ™ Please Select ™ Review Summary Resources tab.

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Review File Status

D Recipi Missing Ownership Record

GPO entities are required to report ownership/investment interest payments for physicians that have been cited on
general andfor research records for the same program year (per the Open Payments final rule, 42 C.FR. §
403.906). To review physicians that were cited on general and/or research records who do not have an attested
ownership record, select the entity you wish 1o review from the drop-down list below, then select “Download Report.”
NOTE: If there is any physician where the column value for ‘Is there at least one associated Ownership/investment
Interest record in Ready for Attestation status” is “No,” review your submissions to verify that a corresponding
Ouwnership/investment Interest record for the physician will be included in your submission. If the value is “Yes,” the
associated general or research records are identified and will meet the regulation cited above after your attestation
is completed

“Select GPO Entity:
Please Select [v] Download Report

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient" button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record

Validate Covered Recipient

M
ContactUs  Privacy Policy

Step 3: At the bottom of the “Payment Category” page is a data table. Find one record from the file you
wish to delete. Select the hyperlink in that record’s “File ID” column.
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Figure 195: Reporting Entity Payment Category Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type.

Review and Dispute My Profile Messages Resources

Manage Entities

Payment Category: Research Payments - ABCDE Medical 2021

The table below provides information on submitted records for the selected reporting entity, program year, and payment category.

‘Search and filtering tools above the table can customize the view of the data.
To export the search results into a CSV file, select "Download Zip File". This provides a compressed file containing the search results. Attempting to download more
than 400,000 records, will generate an on-screen error nofification. To correct this error, adjust the filtering criteria to create smaller subsets of records and download
them in multiple files.

To view all fields for a record, select the "Record D" hyperlink in the table below. Record(s) flagged with a warning icon (/) identify that there are warning
messages that should be reviewed and corrected as required. Records with waming messages only (do not have validation or matching errors), will not prevent a
record from continuing through final submission and attestation, and therefore are not required to be corrected before proceeding if the information s determined to
be valid as-is.

Records counted as "Marked for Deletion” are also included in the "Altested" (f) record count. If you wish to reinstate records marked for deletion, find the records
with the "Marked for Deletion” status of "Yes”, select the checkbox next to them, and then select the "Cancel Deletion" button

For more information on the actions you can take on this page, refer to the "Payments Category Page” quick reference guide available on the Resources page of the
Open Payments public website. For detailed information on how to edit and submit records, refer to the Open Payments User Guide [PDF]

Research Payments

Help with this Page Refresh Status

Status Record  tion Required
Count

System Processing o No Action

Failed Validation 1 Correction

Failed Matching 1 Correction

Ready for Submission 2 Final Submission

Ready for Aftestation 0 Attest

Retumed to Submitter ) Correction

Attested t ) No Action

Total Payments 4

Note: Previously attested records that have been marked for deletion have not yet been deleted from the Open Payments system. The
attester must re-attest to all payments for the selected program year to complete deletion. Untilthis re-attestation, the marked records
remain eligible for review and dispute, are eligible for publication, and are included in the attested record count

Record
Marked for Deletion Action Required
Count
1 Attester to confirm deletion 0 Attester to Attest or Reject Deletion
Final Submission
Navigate to Submi Navigate to Review Records - Summary
Record Status: File ID: Record ID:

stem Processing Maximum 38 digits Maximum 38 digits

Fail
Ready for Submission

Ready for Attestation Home System Payment ID: Delay in Publication Indicator:

Retuned to Submitter <
Atostod Please Select v

Covered Recipient Last Name: @ Covered Recipient NPI:

This is a 10-digit number @

Covered Recipient First Name: @

License Number: Address State: Zip Code:

99999

License Stat

9999

Please Select

Please Select

Teaching Hospital Name: Teaching Hospital CCN:

This is a 6-digit number @

Teaching Hospital TIN:
This is a 9-digit number

Marked for Deletion:  Recipient Type: Input Method: Report Type: Record Warnings: @
[ Yes (] Covered Recipient Physician Manual Entry [ single [ Yes
O No [ Covered Recipient Teaching Hospital ] Upload Files. [ Consolidated I No
[ Non-Covered Recipient Entity
[ Non-Covered Recipient Individual
[ Covered Recipient Non-Physician Practitioner
Search  ClearAll  Download Zip File

Showing Results fol
[Am

Update Delay Indicator Cancel Deletion

Retumn to Attester

-

Delete Selected Retun to Submitter

Showing |10 |v| of 4 Entries Page 10f 1 Page 1/v|
Select in
Ao || 2 || R | DS | (R Recipient Tyj Reepmme| S| DEEE | et
D:o | ID:o PaymentID:0 | Date:o ° Status: o | Deletion: ¢ °
L] Indicator: &
View Covered Re i
o NA [79200390 [Edit 20210704 [$1,000.00 [Non-Physician James Miler |72 No Mo Delay
Matching Requested
Copy Practioner
View Covered Recipi :
12789 (79200394 [Edit 20210102 [576,767.22 [Non-Physician e | No o Deley)
i Validation Requested
Copy Praciioner
= Covered Recipient [Brandon  |Ready for No Delay
O [12789 (79200396 |Edit 20210101 (576,767.22 — Y INo 4
By Physician oss Submission Requested
View Covered Recipient
. JENNIFER  [Ready for No Delay
O [wA  [79200398 |Edit 20210102 [576,767.22 |Non-Physician oDER . |Semmeson N0 o
Copy Practioner
Showing |10 |v| of 4 Entries Page 10f 1 Page 1/v|
ContactUs Privacy Policy
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Step 4: On the “File ID” page, select the “Delete File” button.

Figure 196: Delete File Button on File ID Page

fa} 2 S ) ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

R @ Access ;he Open Payments
File ID: 141306 UserGuid [POF]
Details about the File Submitted 2 geed help with the website?

4 ontact Us by email
If any records have errors, download the file's error log. If any records have warnings, download
the file's warning log. The records can be identified by the Record ID and Home System Payment Review the Open Payments
ID. If necessary, this file can be deleted by selecting the "Delete File" button. a Privacy Policy [PDF]
2021 General Payments m
. N
Original Upload File Name: ValidFile_GP.csv F :
Type of Submission: New Submission N )
Original /Resubmission Date: 12/3/2021 2:09 PM
Submitted By: Ted Smith
File Size: 3 KB
File Type: csv '
Program Year: 2021
Payment Category: General Payments
File Status: Submitted with Errors
Number of Records in File: 2
Number of Records Uploaded: 2
Error Log: 141306_General Payments Error(s)
Warning Log: 141306_General Payments Warning(s)

Back to Payment Category Delete File

Step 5: An on-screen message will appear to confirm you want to delete the file. To proceed with
deletion, select the reason for deletion and select the “Delete” button. One or more reasons for deleting
the file must be selected. If “Other” is selected, an alternate reason for deleting the file must be entered
in the field “Other Reason for Deletion.” To cancel the deletion, select the “Cancel” button.
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Figure 197: Delete File confirmation message

Delete File

A& field with an asterisk () is required.

Drelete the following file and all its records:

File ID: 15133

Original Upload File Name: PY_2023_General_Payments_-_WAL1.csv
Type of Submission: Mew Submission

Original /Resubmission Date: %/5/2023 5:59 AM
Submitted By: Albert Kim

File Size: 3 KB

File Type: csv

Program Year: 2023

Payment Category: General Paymenis

File Status: Processed with Wamning

Number of Records in File: 1

Number of Records Upleaded: 1

Emor Log: 15133_General Payments Error(s)

Warning Log: 15133_General Payments Waming(s)

“Reason For Deletion:

Correction fo Covered Recipient Information (But to Same Covered Recipient)
Different Covered Recipient

Record Should Have Been Reporied by a Different Applicable Manufacturer or Applical
Payment Had Mot Been Furnished to the Covered Recipient

Disputed by Covered Recipient

Correcficn at CMS's Request

Duplicate Record(s)

Deeleting this file will delete all records it containg from the Open Payments system. These
records will be deleted even if they had been edited or re-submitted after the initial file
submission. Mote that deleting records with “Attested™ status requires agreement and re-
attestation by the reporiing enfity's attester. Attested records will not be deleted from the Open
Payments system until re-attestation takes place.

One or more reasons for deleting the file must be selected. If "Other” is selected, an altemate
reason for deleting the file must be entered in the fiskd "Other Reason for Deletion”. The
reasons for deletion apply only to attested records.

Are you sure you wani fo delefe the file? Select "Delete” fo delete the file. Select "Cancel” to
cancel the action

Cancel Delete

If any records from this bulk file had been previously attested to, the previously attested records will not
be immediately deleted but marked for deletion. To delete records marked for deletion, the attester for
the reporting entity must re-attest to the payments for that program year.

4.10b: Deleting Records via Bulk File Upload
Records can be deleted through the creation and submission of a bulk file that instructs the Open
Payments system to delete the records referenced. The process is outlined below.

Step 1: Create a bulk file for the record(s) you wish to delete. Set the “Resubmission File Indicator” for
these record(s) to “D” and provide information for all the required fields. Note that only the following
fields are required for bulk file records intended for deletions:

Applicable Manufacturer or Applicable GPO Registration ID;
Consolidated Report Indicator;

Resubmission File Indicator (must be “D” to delete records);
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Applicable Manufacturer or Applicable GPO Making Payment Registration ID;
Resubmitted Payment Record ID; and
Date of Payment (General and Research payment records only).

Information included in other fields will be ignored by the system.

Step 2: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/

and select the “Submissions” tab on the toolbar. Select “Bulk File Upload.”

Step 3: From the drop-down menus, select the appropriate Payment Category, Reporting Entity, and
Program Year.

Step 4: For the Resubmission File Indicator value, select “Delete” and select a reason for deletion from
the dropdown options. One or more reasons for deleting the file must be selected. If “Other” is selected,
an alternate reason for deleting the file must be entered in the field “Other Reason for Deletion.”

Step 5: Choose the file and select the “Submit File to Open Payments” button.

If the file is rejected, you will receive an email with an explanation of the reason for failure. Refer to
Section 4.7 on identifying errors and Section 4.8 on record error correction.

Upon successful processing of this bulk file, the records it includes that have not yet been attested to
will be deleted. Records included in this bulk file that had been previously attested to will be marked for
deletion but remain in the system. To complete the deletion process for records marked for deletion,
the attester for the reporting entity must re-attest to the payments for that program year.
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4.10c: Deleting a Record Manually

4.10c (1) Deleting a Record from the “Submissions” tab

The process below will delete an individual unattested record and mark for deletion an individual
attested record.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar.

Figure 198: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

@ ) ©)

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?
Contact Us by email
Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?

Visit the Open Payments website at https:/www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.

Step 2: Under the “Review Submitted Payment Records” heading, select the payment type, reporting

entity whose records you want to delete and the program year for those records. Select the “Review
Detail” button.
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Figure 199: Submissions Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Reviewand Dispute | Manage Entities My Profile Messages Resources

Submissions

User Guide

A field with an asterisk (*) is required

Applicable manutacturers and applicable GPOS must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments
System.

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List

Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual eniry online form. Physician with Inactive License(s)
Supplement File per Program Year below
should not be shared publicly.

File Download Help @
Validated Physician Lists
E and Physician with Inactive

R B License(s) Supplement File
Review Submitted Payment Records per Program Year

Bulk File Upload Manual Data Entry

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail" Download the Non-

Physician Practitioner List
Select Payment Type: Select Entity: Select Program Year: The Non-Physician Practiioner List per
General Payments [V]  ABCDE Medical M 20 [V| | Review Detail |  p;o9ram vear beiow should not be shared

publicly.
E Non-Physician Practitioner
Li

Review Records - Summary

To view submission summary and/or attest records, select the entity whose records you wish to review and the

program year from the drop-down lists below, then select "Review Summary”. Download the Reporting
Templates

“Select Entity: “Select Program Year:

To download reporting templates, see the
Please Select [v] Please Select v Review Summary

Resources tab.

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

D load Recipients Missing Ownership Record

GPO enlities are required to report ownership/investment interest payments for physicians that have been cited on
general andfor research records for the same program year (per the Open Payments final rule, 42 C.FR. §
1403.906). To review physicians that were cited on general and/or research records who do not have an attested
ownership record, select the entity you wish to review from the drop-down list below, then select “Download Report.”
NOTE: If there is any physician where the column value for ‘Is there at least one associated Ownership/investment
Interest record in Ready for Attestation status” is “No,” review your submissions to verify that a correspanding
Guwnership/investment Interest record for the physician will be included in your submission. If the value is *Yes,” the
associated general or research records are identified and will meet the regulation cited above after your attestation
is completed.

“Select GPO Entity:
Please Select v Download Report

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient" button below and upload provider
information on the new page. The Covered Recipient Validation utiity can be used by submitiers to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record.

Validate Covered Recipient

ContactUs  Privacy Policy

Step 3: At the bottom of the “Payment Category” page is a data table. To delete a record, select that
record in the data table by selecting the corresponding checkbox and select the “Delete Selected”
button.
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Figure 200: Delete Selected Button for Payment Category Page

Open Payments (Sunshine Act)

Payment Category: General Payments - AECDE Medical 2021

ation
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Step 4: An on-screen message will appear to confirm you want to delete the selected record (s). To
proceed with the deletion of an “Attested” record, select a reason for deletion and select the “Delete”
button. One or more reasons for deleting the record must be selected. If “Other” is selected, an
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alternate reason for deleting the record must be entered in the field “Other Reason for Deletion.” To
proceed with deletion, select the “Delete” button. To cancel, select “Cancel.”

Figure 201: Confirm Deletion Notification

Confirm

Are you sure you want to delete the selected record(s)? Deleting records with "Attested" status
requires agreement and re-attestation by the reporting entity's attester. Attested records will not
be deleted from the Open Payments system until re-attestation takes place.

A reason for deleting the record(s) must be selected. If "Other” is selected, an alternate reason
for deleting the record(s) must be entered in the field "Other Reason for Deletion”. The reasens
for deletion apply enly to attested records

Select "Delete” to delete the record(s). Select "Cancel” to cancel the action.

*Reason For Deletion:

Please Select

You will receive an onscreen notification of the deletion.
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Figure 202: Sample General Payments Page with Deletion Confirmation Message

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

) S = ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Payment Category: General Payments - ABCDE Medical 2018

Confirmation:

= Selected record(s) have been successfully deleted except for records in "Attested” status. Selected record(s) in "Attested" status will not be
deleted from the Open Payments system until re-attestation takes place. Note: If attested records have been selected for deletion, go back to the
"Review Records” page and select the "Notify Attester” button to send an email notification to all attesters that there are record(s) which require
re-attestation.

The table below provides Information on submitted records for the selected reporting entity, program year. and payment category
Search and filtering tools above the table can customize the view of the data

To export the search resulls into a CSV file, select "Download Zip File". This provides a compressed file containing the search results. Attempting to download more
than 400,000 records, will generate an on-screen error netification. To correct this error, adjust the filtering criteria o create smaller subsets of records and downicad
them in multiple files

To view all fields for a record, select the "Record ID” hyperiink in the table below. Record(s) flagged with a warning icon (/i\) identify that there are waming
messages that should be reviewed and comecied as required. Records with waming messages only (do not have validation or matching errors), will not prevent a
record from continuing through final submission and attestation, and therefore are not required 1o be comected before proceeding i the information is determined to
be valid as-is

Records counted as "Marked for Deletion”™ are also included in the "Altested” (1) record count. If you wish to reinstate records marked for deletion, find the records
with the "Marked for Deletion” status of "Yes", select the checkbox next to them, and then select the "Cancel Deletion” button

For more information on the actions you can take on this page, refer to the "Payments Category Page” quick reference guide available on the Resources page of the
Open Payments public website. For detailed information on how to edit and submit records, refer fo the Open Paymenis User Guide [PDF, 28.8 MB]

General Payments

If the record had been previously attested to, it will not be immediately deleted but marked for deletion.
To delete records marked for deletion, the attester for the reporting entity must re-attest to the
payments for that program year.

4.10c (2) Deleting a Record from the “Review and Dispute” tab

Submitters can also delete record(s) from the “Review and Dispute” tab. The process below will delete
an individual unattested record and mark for deletion an individual attested record.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/

and select the “Review and Dispute” tab on the toolbar.
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Figure 203: Review and Dispute Tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Submissions Review and Dispute Manage Entities My Profile

Welcome to the Open Payments System
Announcements

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.

£ ®

Messages Resources

Access the Open Payments
User Guide [PDF]

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

Step 2: Select a reporting entity and appropriate program year from the “Show Disputes for” and

“Program Year” drop-down fields. Select the “Show Disputes” button.
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Figure 204: Show Disputes Button

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

fa} [2 ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Resources

Access the Open Paymenis
User Guide [PDF]

Review and Dispute Overview

Need help with the website?

A field with an asterisk (*) is required. Contact Us by email

Applicable Manufacturer or Applicable GPO Records

Review the Open Payments
Privacy Policy [PDF]

- JES IR

Select a reporting entity and program year from the drop-down list below, then select "Show
Disputes". This will display records relating to payments or other transfers of value, or ownership
or investment interests for the selected reporting entity and program year that are disputed.

The review and dispute process begins with an initial 45-day period for physicians, teaching
hospitals, non-physician practitioners, and principal investigators to review and dispute their data,
followed by a 15-day correction period for reporting entities to resolve disputes and make
necessary corrections to the data prior to publication.

Physicians, teaching hospitals, non-physician practitioners, and principal investigators may initiate
disputes with reporting entities from the start of the review and dispute period until the end of that
calendar year.

If any disputes are initiated for the first time after the 45-day review and dispute period and not
resolved within the 15-day correction period, the record will be published as not disputed in the
initial annual data publication for that year.

If any dispute results in a change to the covered recipient or principal investigator information, the
original record must be deleted and a new record submitted with the updated covered recipient
information.

Only records for which attestation was completed by the submission deadline of that calendar year
will be eligible for the review and dispute process for that calendar year.

For a complete list of review and dispute rules, refer to the Open Payments User Guide [PDF] .

*Show Disputes for:
Please Select [v]

“Program Year:
2021 V]

Show Disputes
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Step 3: At the bottom of the “Review and Dispute” page, there is a data table. To delete a record, select

that record in the data table by selecting the corresponding checkbox and select the “Delete Selected”
button.

Figure 205: Review and Dispute Record

Back

Fisasa note: To view ihe sniirs tatie, uce the horzontal sorall bar below the tanis.

Uz tha filaring tocs below i

ou may sxpart your searen mculic

Ta view all fisids for 2n ndlvidual reoord.

Ta perform any of the following actionc, ceised the oheok box next fo dhe Astion sciumn:
= Ta moknowlsdge B dis)

Applicable Manufacturer or Applicable GPO's Disputed Records

Dicpuds 1D FRecard B Home 3yctem Payment I File 1D

Coversd Reciolent Firct %ame:  Coversd Reciplent Lact Name:

v
Marked for Dalstion: Faymant Catagary: Fosaipient Tyne:
Yes Genceal Farpman Fhysician
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Step 4: : An on-screen message will appear to confirm you want to delete the selected record (s). To
proceed with the deletion of an “Attested” record, select a reason for deletion and select the “Delete”
button. One or more reasons for deleting the record must be selected. If “Other” is selected, an
alternate reason for deleting the record must be entered in the field “Other Reason for Deletion.” An
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on-screen message will appear to confirm the user wants to delete the selected record. Select “Delete”
to delete the selected record. Select “Cancel” to cancel.

Figure 206: Confirm Deletion Notification

Confirm

Are you sure you want to delete the selected d{s)? Deleting ds with “Attested” status
requires agreement and re-attestation by the reporiing entity's attester. Attested records will not
be deleted from the Open Payments system until re-attestation takes place.

Areason for deleting the record(s) must be selected. If "Other" iz selected, an alternate reason
for delefing the record(s) must be entered in the field "Cther Reason for Deletion™. The reasons
for delefion apply only to atiested records.

Select "Delete” to delete the record(s). Select "Cancel” to cancel the action.

*Reason For Deletion:
Flease Select
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Step 5: An on-screen message is displayed to confirm the deletion of the selected record.

Figure 207: Deletion Confirmation Message for General Payments

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) ) > ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review and Dispute - ABCDE MEDICAL - 2018

Confirmation:

= Selected record(s) have been successfully deleted except for records in “Attested” status. Selected record(s) in “Attested™ status will not be
deleted from the Open Payments system until re-attestation takes place. Note: If attested records have been selected for deletion, go back to the
“Review Records” page and select the “Notify Attester” button to send an email notification to all attesters that there are record(s) which require

re-attestation.

Back

If the record had been previously attested to, it will not be immediately deleted but marked for deletion.
To delete records marked for deletion, the attester for the reporting entity must re-attest to the
payments for that program year. If the record is in “Attested” status, the record is “Marked for Deletion’
until the record is re-attested to. If the record is in the process of being updated and has not been re-
attested to, the record will be deleted without having to be re-attested to. The system will notify the
covered recipient when a disputed record is deleted as part of a Review and Dispute action.

4

4.10c (3) Deleting a Record from the “Review File Status” Page
The process below will delete an individual unattested record and mark for deletion an individual

attested record.
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Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar.

Figure 208: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

) £ ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the .
correction period will be included in future data publications.

Review the Open Payments
Privacy Palicy [PDF]

@ Access the Open Payments
?
H

Visit the Open Payments website at hitps://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments conceming the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Atth: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Under the “Review File Status” heading, select the “Review File Status” button.

Figure 209: Review File Status Button on Submissions Home Page

Open Payments (Sunshine Act)

or Group Purchasing O

Applicable Switch User Type

Review and Dispute Manage Entities My Profile

Submissions

A field with an asterisk () is required.

System.
Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File
Upload or Manual Data Entry below.

Refer to the Resources tab for the Open Payments
reporting templates for the Bulk File Upload.

Select Manual Data Entry to submit records using the
Open Payments manual entry online form.

Bulk File Upload Manual Data Entry

Review Submitted Payment Records

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail"

*Select Payment Type:
General Payments v

*Select Entity: *Select Program Year:

ABCDE Medical ﬂ 2021 ﬂ Review Detail

Review Records - Summary

To view SUDMISSION summary and/or attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary”

“Select Entity:
Please Select v

“Select Program Year:

Please Select [v]  Review Summary

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Download Recipients Missing Ownership Record

GPO entities are required to report interest pi for physicians that have been cited on
general and/or research records for the same program year (per the Open Payments final rule, 42 CF R §
403.906). To review physicians that were cited on general and/or research records who do not have an attested
ownership record, select the entity you wish to review from the drop-down list below, then select “Download Report.”
NOTE: If there is any physician where the column value for “Is there at least one associated Ownership/Investment
Interest record in Ready for Attestation status” is “No,” review your 1o verify that a corr
Ownership/Investment Interest record for the physician will be included in your submission. If the value is “Yes,” the
associated general or research records are identified and will meet the regulation cited above after your attestation
is completed

“Select GPO Entity:

Please Select [v|  Download Report

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record

Validate Covered Recipient

&3 ®

Resources

?

H
User Guide

Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments

Download the Physician
List

The Validated Physician Lists and
Physician with Inactive License(s)
Supplement File per Program Year below
should not be shared publicly.

File Download Help @

Validated Physician Lists
E and Physician with Inactive

License(s) Supplement File
per Program Year

Download the Non-
Physician Practitioner List
The Non-Physician Practitioner List per
Program Year below should not be shared
publicly

E Non-Physician Practitioner
List

Download the Reporting
Templates

To download reporting templates, see the
Resources tab.

!

ContactUs  Privacy Policy
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Step 3: Select the File ID link for the file you wish to delete.

Figure 210: File ID link on Review File Status Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) ® > @

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review File Status

The table below displays information on files submitted on or after Jan 1st, 2019 for the reporting entities you are associated with across all available program years
and payment categories. To access the File |D page of a processed New Submission or Resubmission file, select the hyperlinked file 1D in the table.

Use the Search and Filtering tool to customize your view of the file information

File Status: Payment Category: Program Year:
1 FIuLESS
Rejected o General Payments 2018
Submitted Successfully Research Payments 2017
Submitted with Errors Ownership or Investment Interest 2016
Processed with Warning 2015
System Failure Occurred 2014
Rejected - File Infected 2013
Deleted 2010
Entity: Submission Type: Submission Start Date:
‘Wensco MNew Submission yyyymmdd o
Resubmission 20180101 =
Renew Delay in Publication
Delet
eete Submission End Date:
yyyymmdd @
]
Search Clear All
Showing Results for:
Submission Start Date: 20180101
Showing | 50 v of12Entries Page 1 of 1 Page 1 v
File . . . .|| Submitted | Submitted | P Program Type of L Deleted
ID: ReRames FIHEMES Date: By: Category: | Year: | Submission: Egtz Date: e
Processed
ARDALAN  |[Research New
1390 ABCDE_Medical 2018.csv | with 09/10/2019 2016 Wi N/A NIA
N WI ! ENKESHAFI | Payments Submission enseo
Warning
Ownership
Submitted ARDALAN  |lor New
330 i I/ I/
ez ABCDE MWedical 2018.csv Successfully CEREE ENKESHAFI || Investment 2ulc Submission =) [T N
Interest
Ownership
ARDALAN  flor New
1329 i Rejected 05/13/2019 2017 Wi N/A N/A
HETDIE Meiter | AV sy A8 ENKESHAFI [ Investment Submission | o0
Interest
F Submitted ARDALAN  |[Research New
3 ABCDE_Medical_2018.csv i i
2 with Errors CEREEr ENKESHAFI | Payments 2 Submission pless (R N
e Fran e [ eavmes ST
3
Showing | 50 v of12Entries Page 1 of 1 Page 1 r

Back to Submissions
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Step 4: Select the Delete File button from the File ID Page.

Figure 211: Delete Button on File ID Page

fa} 2 S ) ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

File ID: 141306
Details about the File Submitted

If any records have errors, download the file's error log. If any records have warnings, download
the file's warning log. The records can be identified by the Record ID and Home System Payment
ID. If necessary, this file can be deleted by selecting the "Delete File" button.

Need help with the website?
Contact Us by email

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?

2021 General Payments m
. N

Original Upload File Name: ValidFile_GP.csv F :

Type of Submission: New Submission N )

Original /Resubmission Date: 12/3/2021 2:09 PM

Submitted By: Ted Smith

File Size: 3 KB

File Type: csv '

Program Year: 2021

Payment Category: General Payments

File Status: Submitted with Errors

Number of Records in File: 2

Number of Records Uploaded: 2

Error Log: 141306_General Payments Error(s)

Warning Log: 141306_General Payments Warning(s)

Back to Payment Category Delete File

Step 5: An on-screen message will appear to confirm you want to delete the file. To proceed with
deletion, select the reason for deletion and select the “Delete” button. One or more reasons for deleting
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the file must be selected. If “Other” is selected, an alternate reason for deleting the file must be entered
in the field “Other Reason for Deletion.” Select “Cancel” to cancel the deletion.

Figure 212: Delete button on File ID pop-up window

Delete File

A field with an asterisk (*) is required.

Delete the following file and all its records:

File ID: 15133

Original Upload File Name: PY_2023_General_Payments_- VAL1.csv
Type of Submission: New Submission

Original /Resubmission Date: 9/5/2023 5:59 AM
Submitted By: Albert Kim

File Size: 3 KB

File Type: csv

Program Year: 2023

Payment Category: General Payments

File Status: Processed with Wamning

Number of Records in File: 1

Number of Records Uploaded: 1

Emror Log: 15133_General Payments Error(s)

Warning Log: 15133_General Payments Warning(s}

“Reason For Deletion:

Correcfion to Covered Recipient Information (But to Same Covered Recipient)
Diflerent Covered Recipient

Record Should Have Been Reported by a Different Applicable Manufacturer or Applical
Payment Had Not Been Furnished to the Covered Recipient

Disputed by Covered Recipient

Correction at CMS's Request

Duplicate Record(s)

Deleting this file will delete all records it contains from the Open Payments system. These
records will be deleted even if they had been edited or re-submitted after the initial file
submissien Mote that deleting records with “Attested” status requires agreement and re-
attestation by the reporting enfity's attester. Attested records will not be deleted from the Open
Payments system until re-attestation fakes place.

One or more reasoens for deleting the file must be selected. If "Other” is selected, an altemate
reason for delefing the file must be entered in the field "Other Reason for Deletion”. The
reasons for deletion apply only to attested records.

Are you sure you want fo deleie the file? Select "Delete” to delete the file. Select "Cancel” to
cancel the action.
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You will be redirected to the File ID home page and a confirmation message will be present, confirming

the payment file has been deleted.

Figure 213: Confirmation Message on File ID page

G}

Home Submissions

A

Review and Dispute Manage Entities

. ®

Messages Resources

Confirmation:

« Selected record(s) have been successfully deleted except for records in "Attested"
status. Selected record(s) in "Attested" status will not be deleted from the Open

Payments system until re-attestation takes place. Note: If attested records have been

selected for deletion, go back to the "Review Records" page and select the "Notify
Attester" button to send an email notification to all attesters that there are record(s)

which require re-attestation.

File ID: 2507

Details about the File Submitted

If any records have errors, download the file's error log. If any records have warnings, download
the file's warning log. The records can be identified by the Record ID and Home System Payment
ID. If necessary, this file can be deleted by selecting the "Delete File" button.

2021 General Payments Nova Drug Manufacturers

Original Upload File Name:
Type of Submission:

Original /Resubmission Date:
Submitted By:

File Size:

File Type:

Program Year:

Payment Category:

File Status:

Number of Records in File:

Number of Records Uploaded:

Error Log:
Warning Log:

Back to Review File Status

Drug_Device 2021_General_Payments.csv
New Submission

11/16/2021 3:47 PM

Amanda Bush

7 KB

csv

2021

General Payments

Submitted with Errors

8

8

2507_General Payments Error(s)
2507_General Payments Warning(s)

Delete File
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4.10d: Viewing Records Marked for Deletion
To find records that have been marked for deletion, follow the steps below.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab.

Figure 214: Submissions Tab on Open Payments System Landing Page for returning system users.

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ® > @

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the ¥
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB confrol number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Under the “Review Submitted Payment Records” heading, select the payment type, reporting
entity whose records you want to delete and the program year for those records. Select the “Review
Detail” button.

Figure 215: Submissions Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Submissions ?

User Guide

Afield with an asterisk (") is required
Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership or investment interests to the Open Payments
System

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual entry oniine form. Physician with Inactive License(s)

Supplement File per Program Year below

Bulkillinload Magualnatalbainy should not be shared pubiicly.
File Download Help @
Validated Physician Lists
E and Physician with Inactive
. . License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail". Download the Non-
Physician Practitioner List

*Select Payment Type: *select Entity: *Select Program Year:

The Non-Physician Practitioner List per
General Payments v ABCDE Medical v 2021 [v]  Review Detail

Program Year below shouid not be shared
publicly.

R Non-Physician Practitioner
Review Records - Summary % List

To view submission summary and/or attest records, select the entity whose records you wish to review and the

program year from the drop-down lists below, then select "Review Summary". Download the Reporﬁng
Templates
Select Entity: Select Program Year: To download reporting templates, see the
Please Select ™ Please Select ™ Review Summary Resources tab.

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Review File Status

D Recipi Missing Ownership Record

GPO entities are required to report ownership/investment interest payments for physicians that have been cited on
general andfor research records for the same program year (per the Open Payments final rule, 42 C.FR. §
403.906). To review physicians that were cited on general and/or research records who do not have an attested
ownership record, select the entity you wish 1o review from the drop-down list below, then select “Download Report.”
NOTE: If there is any physician where the column value for ‘Is there at least one associated Ownership/investment
Interest record in Ready for Attestation status” is “No,” review your submissions to verify that a corresponding
Ouwnership/investment Interest record for the physician will be included in your submission. If the value is “Yes,” the
associated general or research records are identified and will meet the regulation cited above after your attestation
is completed

“Select GPO Entity:
Please Select [v] Download Report

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient" button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record

Validate Covered Recipient

M
ContactUs  Privacy Policy

Step 4: If records are still processing select the “Refresh Status” button to refresh the status of the
records as they are processed. Note that once the “Refresh Status” button is selected, all other buttons
on the “Review Summary” page will be disabled until the page has been refreshed. A confirmation
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message is displayed when the refresh action is completed as described above and displayed in the
figure below.

Figure 216: Refresh Status Button for Reporting Entity Review Records Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

® &3

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Below are the records reported by the entity and categorized by the status for the selected program UESHELE e )

year. To edit records (available only for a user in a "submitter” role) or view the details of the reported
records, select the “View All" button under a specific payment category (€.g., Research Payments,
General Payments, etc.)

ABCDE Medical 2018 - Review Records P Accessne e Paymris
9 Need help with the website?

H Contact Us by email
Review the Open Payments

I all the records for the entity are in a "Ready for Attestation” or "Attested” status, a user in an "attester”
ity o Privacy Policy [PDF, 102 K8]

role can attest by selecting the "Begin Attestation of All Records” button

If you have further questions on how to make final submission of records, details on status definitions, Help with this Page
or how to attest, use the link available on the right hand navigation.

Record Status Definitions

Select "Notify Attester” to notify attesters that there are records that require attestation. All active
attesters affiliated with the reporting entity will receive an email notification that there are records which
require attestation

What do | do if records failed validation or
failed matching?

How do | complete final submission?
Note: Previously attested records that have been marked for deletion have not yet been deleted from

the Open Payments system. The attester must re-attest to all payments for the selected program year How do | complete attestation?
to complete the deletion. Records marked for deletion remain eligible for review, dispute, and
publication, until re-attestation is complete.

Records counted as "Marked for Deletion” are also included in the "Attested” (1) record count

Back to Submissions

View Attestation

Program Year: 2018

Research Payments View All
Status Record Count |Action Required

System Processing 0 No Action

Failed Validation 0 Correction

Fatleg Maﬁcnlng P Cl - coAfrecuon L

to PP IPII? L A A o R o o E R o R R o R R R 2 o o

General Payments View All
Status Record Count |Action Required

System Processing 0 No Action

Falled Validation 0 Correction

Failed Matching 0 Correction

Ready for Submission 0 Final Submission

Ready for Attestation 0 Attest

Retumed to Submitter 0 Correction

Altested t 1 No Action

Total Payments 1

Marked for Deletion Record Count |Action Required

1 Attester to confirm deletion of o Attester to Attest deletion action

previously Attested records or Reject Deletion
Ownership or Investment Interest View All
Status. Record Count |Action Required

System Processing 0 No Action

Failed Validation 0 Correction

Failed Matching 0 Correction

Ready for Submission 0 Final Submission

Ready for Attestation 0 Attest

Retumed to Submitter 0 Correction

Attested t 0 No Action

Total Payments 0

Marked for Deletion Record Count |Action Required

T Attester to confirm deletion of o Attester to Attest deletion action

previously Attested records or Reject Deletion
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Step 4: On the following page, in the Record Status filter box, check the box for “Yes” under the heading
“Marked for Deletion.” Select the Search” button. This will display all the records “Marked for Deletion.”

Figure 217: Marked for Deletion Button on Reporting Entity General Payments page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Submissions Review and Dispute | Manage Entities My Profile Resources

Payment Category: General Payments - ABCDE Medical 2021

‘The table below provides information on submitted records for the Selected reporting entity, program year, and payment category.

Search and filtering tools above the table can customize the view of the data.

To export the search results into a CSV file, select "Download Zip File". This provides a compressed file containing the search resuits. Attempting to download more
than 400,000 records, will generate an on-screen error notification. To correct this error, adjust the filtering criteria to create smaller subsets of records and download
them in multiple files.

To view all felds for a record, select the "Record ID" hyperlink in the table below. Record(s) flagged with a warning icon (/) identify that there are warning
messages that should be reviewed and corrected as required. Records with waming messages only (do not have validation or matching errors), will not prevent a
record from continuing through final submission and attestation, and therefore are: not required to be corrected before proceeding if the information is determined to
be valid as-is

Records counted as "Marked for Deletion" are also included in the "Attested" (1) record count. If you wish to reinstate records marked for deletion, find the records
with the "Marked for Deletion" status of "Yes", select the checkbox next to them, and then select the "Cancel Deletion" button.

For more information on the actions you can take on this page, refer to the "Payments Category Page" quick reference guide available on the Resources page of the
Open Payments public website. For detailed information on how to edit and submit records, refer to the Open Payments User Guide [PDF]

General Payments

Help with this Page Ew——
Status Record ction Required
Count
System Processing 0 No Action
Failed Validation 0 Correction
Failed Matching 1 Correction
Ready for Submission 0 Final Submission
Ready for Attestation 0 Attest
Retumed to Submitter 0 Correction
Attested T 0 No Action
1

Total Payments
Note: Previously attested records that have been marked for deletion have not yet been deleted from the Open Payments system. The.
attester must re-attest to all payments for the selected program year to complete deletion. Until this re-attestation, the marked records
remain eligible for review and dispute, are eligible for publication, and are included in the attested record count

. Record . §
Marked for Deletion Action Required
Count
1 Attester to confirm deletion 0 Attester to Attest or Reject Deletion
Navigate to Submissions Navigate to Review Records - Summary
Record status: File ID: Record ID:
System Processing Maximum 38 digits Maximum 38 digits
Failed Validation
Falled Matching
Ready for Submi 3
Ready for Afiestation Home System Payment ID: Delay in Publication Indicator:
Returned to Submitter
Returme: Please Select v
Covered Recipient First Name: @ Covered Recipient Last Name: @ Covered Recipient NPI:
This is a 10-digit number @
License State: License Number: Address State: Zip Code:
99999 9999
Please Select Please Select v
Teaching Hospital Name: Teaching Hospital CCN: Teaching Hospital TIN:
This is a 6-digit number @ This is a 9-digit number
Marked for Deletion: | Recipient Type: Input Method: Report Type: Record Warnings: @
[ Yes [ Covered Recipient Physician [ Manual Entry [ Single [ Yes
I No [ Covered Recipient Teaching Hospital [ Upload Files [ consolidated I No
[ Covered Recipient Non-Physician Practitioner
Search  ClearAll  Download Zip File
Showing Results for:
A
Update Delay Indicator Cancel Deletion Return to Attester Delete Selected Return to Submitter
Showing | 10 |v| of 1Entries Page 10f 1 Page 1[v|
SE:I“ File |Record D:() .| Home System | Payment | Amount | Recipient Type: Record | Markedfor |Delay in Publication
o © “| PaymentiD:o | Date:s | (8¢ & o Status:& | Deletion: & ator: &
View §
O NA |79200388 |Edit 20210708 [s500.00 | No-Pysician - jJames | Failed No No Delay Requested
Practitioner Willer Matching
opy
Showing |10 |v| of 1Entries Page 10f 1 Page 1/v|

ContactUs ~ Privacy Policy
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Section 4.11: Final Submission of Data

Final submission of data occurs after data has been uploaded, at least one record is in “Ready for

Submission” status, and no records are in “System Processing” status. To perform final data submission,
follow these steps.

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials.
Navigate to the Open Payments home page and select the “Submissions” tab.

Figure 218: Submissions Tab for Open Payments System Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ) £ @

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Welcome to the Open Payments System
Announcements

User Guide [PDF]

Need help with the website?
Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

r-‘» Access the Open Payments
?

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Atin: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Select the entity and program year from the drop-down list for which the payments were
uploaded and select the “Review Summary” button.

Figure 219: Review Records for Open Payments System Landing Page

Open Payments (Sunshine Act)

ppli or Group P g 0 ion Switch User Type

Review and Dispute Manage Entities My Profile Resources

Submissions ?
User Guide

A field with an asterisk (*) is required

Applicable manufacturers and applicable GPOs must submit payments, or other transfers of value, and ownership of investment interests to the Open Payments

System

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physician

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual entry online form. Physician with Inactive License(s)
Supplement File per Program Year below
Bulk File Upload Manual Data Entry should not be shared publicly-

File Download Help @
Validated Physician Lists
E and Physician with Inactive

. . License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type, entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail" Download the Non-

Physician Practitioner List
Select Payment Type: Select Entity: Select Program Year: The Non-Physician Practitioner List per
General Payments [V|  ABCDE Medical v 2 [v|  ReviewDetail  pbooam vear below should not be shared
publicly.
- Non-Physician Practitioner
Review Records - Summary % List
To view submission summary and/or attest records, select the entity whose records you wish to review and the
program year from the drop-down lists below, then select "Review Summary". Download the Reporting
Templates
Select Entity: Select Program Year: To download reporting templates, see the
Please Select v Please Select v Review Summary Resources tab.

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status"

Review File Status

Download Recipients Missing Ownership Record

GPO entities are required to report interest p for physicians that have been cited on
general and/or research records Tor the Same program year (per the Open Payments final rule, 42 C.F.R. §
403.906). To review physicians that were cited on general and/or research records who do not have an attested
ownership record, select the entity you wish to review from the drop-down list below, then select “Download Report.”
NOTE: If there is any physician where the column value for “Is there at least one associated Ownership/Investment
Interest record in Ready for Attestation status” is “No,” review your ions to verify that a corr
Ownership/investment Interest record for the physician will be included in your submission. If the value is “Yes,” the
associated general or research records are identified and will meet the regulation cited above after your attestation
is completed

“select GPO Entity:
Please Select v Download Report

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record.

Validate Covered Recipient

]

ContactUs  Privacy Policy
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Step 3: On the “Review Records” page, you will see a summary of all records that have been submitted
for that entity. The three payment types will be in separate boxes. In each box is a series of statuses and
the number of records currently in that status for the entity. Note that the numbers displayed are for all
records submitted for the entity to date for that program year. The statuses are the following:

System Processing: Records being processed by the system for field validation checks.
Failed Validation: Records which did not pass field validation checks.

Failed Matching: Records which did not pass data matching checks. See Section 4.6 for information on
data matching.

Ready for Submission: Records which have passed field validation and data matching and are ready for
final submission.

Ready for Attestation: Records which have been successfully submitted and are ready for attestation.

Returned to Submitter: Records returned to the submitter by the attester because the records contain
errors and require correction.

Attested: Records which have been attested to as accurate by the attester.

Below the statuses is Total Payments, which is the total number of records in the Open Payments
system for that reporting entity and payment type.

Also visible is a count of the total number of records that have been Marked for Deletion. These are
records that have been previously attested to and have been selected for deletion. They will continue to
be counted with the other records until records for that program year are re-attested to, which will
delete the records marked for deletion.

Select the payment category for which you wish to perform final submission and select the “View All”
button to proceed.
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Figure 220: View All Button for Open Payments System Landing Page

| Open Payments (Sunshine Act)

Applicable Manutadlurer or Group Purchasing Orgenization Swilch User Type

Review and Dispute = Manage Entities My Profile Messages Resources

ABCDE Medical 2018 - Review Records (@ Accosveopeneamens
&
Below are the records reported by the entity and categorized by the status for the selected program User Guide [POF, 26.6 MB]
year. To edit records (available only for a user in a "submitter” role) or view the defails of the reported Need help with the website?
records, select the "view AP button under a specific payment category (e.q.. Research Payments, ? Contact Us by email
General Payments, elc )
If all the records for the entity are in a "Ready for Aftestation” or "Altested” status, a user in an "attester” a pﬁm'lmf.g‘ﬁ%?fgw;;
role can atlest by selecling the "Begin Atlestation of All Records” button. '
If you have further questions on how to make final submission of records, details on status definitions Help with this Page
of NOW 10 altest, use the link available on te ngnht hand navigation Record Status Definitions
Select "Motify Attester” to notify attesters that there are records thal require attestation. All active Whal 06 I do I records Taled validation oF
anesters affiliated with the reparting entity will receive an email notification thal there are records whicn failed matching?
require attestation
How do | complete final submission?
Note: Previously attested records that have been marked for deletion have not yet been deleted from
the Open Payments system. The attester must re-attest to all payments for the selected program year How do | complete attestation?
1o complete the deletion. Records marked for deletion remain eligible for review, dispute. and
publication, until re-attestation is complete
Records counted as "Marked for Deletion” are also included in the "Attested” (1) record count.
Back to Submissions
Program Year: 2018 Refresh Status
Research Payments View Al
Status Record Count |Action Required
System Processing o No Action
Failed Validation 8 Correction
Failea Matching 25 Correction
* Ready for Submission 2 Final Submission
Ready for Attestation 2 Attest
Returmed (o Submitter 1 Correction
Attested 1 (1] No Action
Total Payments. 38
Marked for Deletion Record Count |Action Required
T Attester to confirm deletion of Attester to Attest deletion action
previously Attested records or Reject Deletion
General Payments View All
Status Record Count |Action Required
System Processing (] No Action
Failed Validation (] Correction
Failed Malching 2 Correction
Ready for Submission L] Final Submission
[Ready for Altestation (1] Allest
Retumed o Submitter 2 Correction
Allested T (1] No Action
Total Payments 4
Marked for Deletion Record Count |Action Required
+ Attester to confirm deletion of Aftester to Attest deletion action
previously Attested records or Reject Deletion
Ownership or Investment Interest View All
Status Record Count |Action Required
System Processing (1] No Action
Failed Validation o Correction
Failed Matching 5 Correction
[Ready for Submission 3 Final Submission
Ready for Attestation L] Attest
Retumed to Submitter o Correclion
Attested o No Action
Total Payments 3
Marked for Deletion Record Count |Action Required
T Altester to confirm deletion of 0 Attester to Attest deletion action
previously Attested records or Reject Deletion
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Note that you can also navigate to “Payment Category Page” by selecting the payment type, entity and

program year from “Review Records — Summary” section and select “Review Detail” page

Step 4: The “Payment Category Page” displays all records submitted for the selected payment category
and program year along with their processing status. To proceed with final submission, select the “Final
Submission” button.

The “Final Submission” button will only be visible once at least one record is in “Ready for Submission”
status and no record for the same payment category is in “System Processing” status. If this button is
not visible, review the record’s status in the “Record Status” column and make sure that at least one
record is in “Ready for Submission” status.

Records in “System Processing” status will change to another status automatically when processing
completes. For guidance on identifying errors and correcting records that failed validation or matching,
refer to Sections 4.7 and 4.8.

Users can download the record information returned by searches on this page to a CSV file by selecting
the “Download Zip File” link on the page. The download file will contain all the columns of data
displayed on the Payment Category page. Filters applied on the page will be applied to the download.
Downloaded data files cannot exceed the acceptable limit of 400,000 records. If your record volume
exceeds the record limit, apply filtering criteria to create smaller subsets of records and download them
in multiple files.

Note: The filter for Teaching Hospital CCN should not be used for downloading failed records, as it only
returns records that have been successfully validated and matched. It will not return records with a
status of “Failed Validation” or “Failed Matching.”
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Figure 221: Final Submissions Button for sample Research Payments Page

Open Payments (Sunshine Act)

o Group ng Organ Swich Usar Type

G A ® &

Home Submissions Review and Dispute  Manage Entities My Profile

Payment Category: Research Payments - ABCDE Medical 2018

‘T table below provides information on submitted records for the selected reporting enlity. program year. and payment category
Search and iRering 100is above e lable can cuslomize N view of Ihe Cata

To export the search resulls inla a CSW file, select "Download Zip Fie”. This provides a compressed fie containing the search resuls. Aliempling fo download mare.
than 400,000 records, will generate an on-screen erfor nofification. T correct this error. adjust the filtering criteria to create smaller subsets of records and downioad
them in multiple fies.

To view all fields for a record, select the "Record I hyperlink in the table below. Recerd(s) flagged with a waming icon (/i) identiy that there are waming
messages that should be reviewed and comected as required. Records with waming messages only (do nol have walidation o matching emors). wil not prevent a
record from continuing through final submission and attestation, and therefore the infarmation is determined 1o
be valid as-is.

Recorts counied a3 "Marked for DEIElion” &re also INCUOED in e "AlIESIET™ (1) feCord COUNt I YOu WISN 10 FEINSIALE FECORds MATKed for GEleion, find e recoras
Wwilh the “Marked for Diletion” status of "Yes™. select Ine checkbox next 10 Them, and then select the "Cancel Deletion” bitlon

For more information on the actions you can

@ on INs page, fefer 1o the "Payments Calegory Page” quick reference guide available on the Resources page of the
Open Payments public website. For detailed information on how 1o edit and submit records, refer 1o the Open Payments User Guit F.28.8)

[PDF. 28.

Research Payments

Refresh Status

Status Facord Action Required

Gount
System Processing o Mo Action
Failed Validation 8 Correction
Falled Maiching 25 Correction
Ready for Subrmission 2 Final Submission
‘Reaty for Altestation 2 Attest
Retumed o Submitter 1 Corection
Attested o Mo Action
Total Payments 38

Note: Previously attested records that have been marked for deletion have not yet been deleted from the Open Payments system. The
aftester must re-attest o all payments for the selected program year fo complete deletion. Unti his re-attestation, the marked records
retriain eligibie for feview and dispute. are eligible for publication, and are Included in the attested fecord count

Record

Marked for Deletion Action Requir
o Required

1 Altester 1o confim geletion 0 Allester 1o Allest of Reject Deletion

Back 1o Review Records

Record Status: Record ID:
Please Select digits Maximum 38 digits
jystem Processing
Faded Validation
Faiod Matching
Ready for Submission Home System Payment ID: Delay in Publication Indicatos
Ready for Attestaton
Retumed to Submitter Piease Select v
Altested
Physician First Nam Physician Last Nams: Physician NPT

This is a 10-digit number

License State: License Number: Address State: Zip Code:
44939 9999
Pleasa Salect ~ Please Seiect vl
Teaching Hospital Name: Teaching Hospital GCM; Teaching Hosprial TIN
This is a B-digit number €@ This is a 9-digit number
Marked for Delstion:  Reciplent Type: Input Metnoa: Report Typs: Record Warnings: @
Ives [ Covered Reciprent Physician 1 Manual Entry | Single [ves
1Na [] Caversd Recipient Teaching Hospital 1 Upload Files 1 Consoldated (m )
[ Non-Covered Recipient Entity
[] Wan-Coversd Recipient Individual

Search

Download Zip Fi

Showing Results for:

[Am
Update Detay Indicator Cancel Detetion Return fo Attester Delet Selected Return to Submities
showing | 10 | of 38 Entries Pagetots [e [ Page 1'v|
Pomenio | oamo | wo | weentiee | mecomro | SR | CULS [ ks
e sttt o [erS—
pilossaremetl - 1 TR T it Faied Makching [Ma Na Dy Requestec
O oy o ogrrona (sez  [Momcaed L na Faioa Matenng 1o No Oaiay Requestse
e o e [ (e s M No Delay Requestee
O o oy | [y [CverRecee 300 Makchog Mo o Oway Requestee
i [mmi gy [T e No Deiay Requestee
O el Fancnaches [omr0130  (se20 (S fua Faied ki [Ho No Dwiay Requested
oosse [V 2017 Ressarcn 2 (5100099 fw""":‘:"m“’"m Faied Makhiog [No No Dolay Requesied
= P R ELT I CE N busniosn il 1Y el ) No Delay Requested
O [ fomase [Zor QIS0 oo ez [ [ o No elay Requested
Showing | 10 V| of 38 Entries Pagetof4 |w || Page 1 V]
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Step 5: The following page will allow you to review summary details of your submission. If those details
are correct, select the “Submit as Final Submission” button.

Figure 222: Confirm Final Submission Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

) ® 5% ©

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Access the Open Payments

Confirm Final Submission L»; User Guide [PDF, 28.8 MB]
?

Confirm the final submission for this data category. Need help with the website?

Contact Us by email
Note: Once a record has undergone final submission, the covered recipient identifying information in Y

that record (e.g., physician first name and last name, NP, license information) is locked and cannot be
edited. To change covered recipient identifying information in a record that has undergone final
submission, you must delete the original record and submit a new record with updated covered
receipient identifying information.

Review the Open Payments
Privacy Policy [PDF, 102 KB]

ABCDE Medical
2018 Research Payments
Total Value: $18.53

Submitter Name: Karen Miller

Cancel Submit as Final Submission

Note that the Final Submission process can take several hours to complete, especially during peak
submission times. You will receive an automated email notifying you that the final submission was
successfully processed.

Select the “Notify Attester” button once all records from the same program year are ready for the
attester to review (e.g., all records are in “Ready for Attestation” status). This button sends an email
notification to the attester informing them that there are records ready for attestation. Re-attestation is
required when any previously attested data is changed, including any data fields, delay in publication
indicator, or if previously attested records are deleted. The “Notify Attester” button will only be enabled
if there are records in “Attested” or “Ready for Attestation” status.

After final submission, an onscreen notification will appear on the “Review Records” page. The table for
the payment category will show records in “Ready for Attestation” status.
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Figure 223: Reporting Entity Review Records Page

Open Payments (Sunshine Act)

Applicable or Group e Switch User Type

Review and Dispute Manage Entities My Profile Messages Resources

ABCDE Medical 2021 - Review Records -
Summary

Confirmation:

« Your records have been submitted to Open Payments. Once the records have processed
i il will be sent to you.

User Guide [PDF]

Need help with the website?
Contact Us by email

L»; Access the Open Payments
2
H

Review the Open Payments
Privacy Policy [PDF]

Below are the records reported by the entity and categorized by the status for the selected program

year. To edit records (available only for a user in a "submitter” role) or view the details of the reported
records, select the "View All" button under a specific payment category (e.g., Research Payments, Help with this Page
General Payments, etc.).

Record Status Definitions

If all the records for the entity are in a "Ready for Attestation", a user in an "attester" role can attest by

What do | do if records failed validation or
selecting the "Begin Attestation of All Records" button.

failed matching?

If you have questions on how to complete final submission of records, details on status definitions, or

N N " N N How do | complete final submission?
how to attest, use the "Help with this Page" link available on the right hand navigation.

ion?
Select "Notify Attester" to notify attesters that there are records that require attestation. All active Liovdaliconpleleatzstion”

attesters affiliated with the reporting entity will receive an email notification that there are records which
require attestation.

Note: Previously attested records that have been marked for deletion have not yet been deleted from
the Open Payments system. The attester must re-attest to all payments for the selected program year to
complete the deletion. Records marked for deletion remain eligible for review, dispute, and publication,
until re-attestation is complete.

Records counted as "Marked for Deletion" are also included in the "Attested" (1) record count.

Back to Submissions

Program Year: 2021 Refresh Status
Research Payments View All
Status Record Count Action Required
System Processing 0 No Action
Failed Validation 1 Correction
Failed Matching 0 Correction
‘iady for Submission 3 Final Submission
Ready for Attestation 1 Attest
to Submitter 0 Correction
Attested T [ No Action
Total Payments 5
Marked for Deletion Record Count Action Required
1 Attester to confirm deletion 0 Attester to Attest deletion
of previously Attested records action or Reject Deletion
General Payments View All
Status Record Count |Action Required
System Processing 0 No Action
Failed Validation 0 Correction
Failed Matching 1 Correction
Ready for Submission 0 Final Submission
Ready for Attestation 0 Attest
Returned to Submitter 0 Correction
Attested T 0 No Action
Total Payments 1
Marked for Deletion Record Count Action Required
1 Attester to confirm deletion 0 Attester to Attest deletion
of previously Attested records action or Reject Deletion
Ownership or Investment Interest View All
Status Record Count Action Required
System Processing 0 No Action
Failed Validation 0 Correction
Failed Matching 0 Correction
Ready for Submission 0 Final Submission
Ready for Attestation 0 Attest
Returned to Submitter 0 Correction
Attested T 0 No Action
Total Payments 0
Marked for Deletion Record Count Action Required
1 Attester to confirm deletion 0 Attester to Attest deletion
of previously Attested records action or Reject Deletion
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Repeat the final submission process for all three payment categories. Once all records are in “Ready for
Attestation” status, follow the instructions in Section 4.14 to complete attestation.

Section 4.12: Delay in Publication

Research payments or other transfers of value made to a covered recipient by an applicable
manufacturer or applicable GPO may be delayed from publication. All payments or other transfers of
value that are related to research, as defined in the Open Payments Final Rule, 42 C.F.R. § 403.902, and
are made pursuant to a written research agreement for research related to new products, will be
granted a delay in publication if one is requested. The Final Rule is available at
https://www.cms.gov/OpenPayments/Downloads/Affordable-Care-Act-Section-6002-Final-Rule.pdf.

However, payments or other transfers of value related to research for new applications of products
already on the market will be treated differently due to the statutory distinction between new products
and new applications of existing products. Pursuant to the statute, payments related to research on new
applications of existing products will be granted a delay only if the research does not meet the definition
of “clinical investigation.”

A delay in publication can only be requested for up to a period of four years from date of payment (i.e.,
the record’s program year). After four years have elapsed, the delayed records will be published.

Applicable manufacturers and applicable GPOs must request the delay in publication annually (up to
four years) on records that have indicated a request for a delay in publication in a previous program year
(if that designation is still applicable for that record). If the request for delay in publication is not
renewed by the submission closing date for that program year, the record will be published.

pplicable manufacturers and applicable GPOs that do not request a delay in publication of a payment or
other transfer of value should indicate within the record that no delay is requested. In addition, when a
delay in publication is requested or renewed for a new program year, re-attestation of the record(s)
must be completed by the submission closing date for that program year.

Records that have been delayed in publication can be reviewed by covered recipients and may be
disputed.

4.12a: Eligibility for Delay in Publication

Records are eligible for a delay in publication if they relate to one of the following:

Research or development of a new drug, device, biological, or medical supply.

Research or development of a new application of an existing drug, device, biological, or medical supply.
Clinical investigations regarding a new drug, device, biological, or medical supply.

After four (4) years from the year of payment (i.e., the record’s program year) have elapsed, records are
no longer eligible for delay, and will be eligible for publication in the next publication cycle.

291


https://portal.cms.gov/

Open Payments User Guide_for_Reporting_Entities_January-2024

Records that have reached the delay-in-publication limit will have one of two “Delay in Publication”
statuses in the Open Payments system. The status depends on the rationale given for the delay when it
was first requested, either “research and development” or “clinical investigation.”

No Delay - R & D on New Product - Limit Reached
No Delay - C.I. on New Product - Limit Reached

For program years that have reached the delay limit, users will be prevented from requesting a delay in
publication of new or updated records.

4.12b: Initially Requesting a Delay in Publication
When submitting a new record, users can request a delay in its publication as part of the record creation
process if it is eligible.

If you are manually submitting a record, you can request a delay in publication for that record using the
“Delay in Publication of Research Payment Indicator” drop-down list, selecting either “R&D on New
Product” or “Clinical Investigation on New Product” as appropriate.

The delay in publication indicator is found on the “Research Payment or Other Transfer of Value
Information” page.

Ownership/investment records cannot be delayed.

If you are submitting a record via bulk file, you can request a delay in publication for that record by
populating the record’s “Delay in Publication of Research Payment Indicator” field. Enter a value of ‘1’ to
request a delay because the record relates to research and development on a new product or 2’ to
request a delay because the record relates to clinical investigation on a new product.

If the record is a research payment record that is not pre-clinical research, populate the fields “Name of
Study.” In the “Context of Research” field, you may provide any additional information about the
payment that might be helpful.

4.12c: Updating a Delay in Publication
Users may request that payment records have their publication delayed for up to four years after the
date of payment. The request for a delay must be renewed each year.

If this request is not renewed each year by the end of the data submission period, the record will be
automatically flagged for publication in the next publication cycle.

Records eligible for a renewal in delay of publication are marked with one of two Delay in Publication
Indicator statuses during the submission period: “Pending Renewal - R&D on New Product” or “Pending
Renewal - Clinical Investigation on New Product.”

If these records do not have their delays in publication renewed by the end of the submission period,
their Delay in Publication Indicator status will change to “Delay Not Renewed - R&D on New Product” or
“Delay Not Renewed - Clinical Investigation on New Product.” Records with “Delay Not Renewed” status
will be eligible for publication in the next publication cycle.
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For program years that have reached the delay limit, users will be prevented from requesting a delay in
publication of new or updated records. These records will automatically be made available for
publication.

Delayed records that are no longer eligible for a delay but are in “Returned to Submitter” status will not
be updated to a “Limit Reached” delay status. These records must be edited, and the Delay in
Publication Indicator changed to “No Delay Requested” as they are no longer eligible.

You may also request that records previously delayed for publication be published. Those records will
have their Delay in Publication status updated to “No Delay Requested” and become eligible for
publication in the next publication cycle.

After renewing delay in publication flags via manual editing or bulk file upload, all records for that
program year must undergo final submission and be attested to again for the delay to be accepted.
Refer to Section 4.10 for guidance on final submission and Section 4.14 for guidance on attestation.

Instructions on finding records eligible for delay in publication renewals and the renewal process follow.

4.12c (1): Finding Records Eligible for a Renewal in Delay in Publication

To find which records previously delayed for publication are eligible for delay in publication renewal,
follow the steps below.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/.

Select the “Submissions” tab on the menu bar.

Step 2: Under the “Review Submitted Payment Records” section on the “Submissions” home page,
select the payment type, entity whose records you wish to review and the program year for those
records. Select “Review Detail” button.

Step 3: Search for the records eligible for renewal on the Research payment category page by using the
“Delay in Publication Indicator” filter above the data table to search for records with a Delay in
Publication status of either “Pending Renewal - R&D on New Product” or “Pending Renewal - C.1. on
New Product.” You may also select any other search filter(s) as appropriate.
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Figure 224: Reporting Entity General Payments Page

Open Payments (Sunshine Act)

h User Type

or Group.

Resources

Review and Dispute

Manage Entities My Profile Messages

Payment Category: Research Payments - ABCDE Medical 2021

‘The table below provides information on submitted records for the selected reporting entity, program year, and payment category.

‘Search and fitering tools above the table can customize the view of the data.

To export the search results into a CSV fie, select "Download Zip File". This provides a compressed file containing the search results. Atiempting to downioad more
than 400,000 records, will generate an on-screen error nofification. To correct this error, adjust the fitering crteria to create smaller subsets of records and downioad
them in mutipe files.

To view all fields for a record, select the "Record ID” hyperlink in the table below. Record(s) flagged with a warming icon (/1) identiy that there are warning
messages that should be reviewed and corrected as required. Records with warming messages only (do ot have validation or matching errors), will not prevent a
record through final subr a atte ot required to be corrected before proceeding if the information is determined to
be valid as-is.

Records counted as "Marked for Deletion” are aiso included in the "Aftested” (1) record count. If you wish to reinstate records marked for eletion, find the records
With the "Marked for Deletion” status of "Yes", select the checkbox next to them, and then select the "Cancel Deletion” button.

For more information on the actions you can take on this page, refer to the P Page” quick lable on the R fthe
‘Open Payments public website. For detailed information on how to edit and Submit records, refer to the Open Payments User Guide [PDF]

Research Payments

Help with this Page Refresh Status,

Status ey e on Rttt
Count

System Processing o No Action

Failed Validation 1 Correction

Failed Matching 1 Correction

Ready for Submission 2 Final Submission

Ready for Attestation 0 Aftest

Retumed to Submitter ) Correction

Attested 1 ) No Action

Total Payments 4

Note: Previously attested records that have been marked for deletion have not yet been deleted from the Open Payments system. The
attester must re-attest to all payments for the selected program year to complete deletion. Uniil this re-atfestation, the marked records
remain eligile for review and dispute, are eligible for publication, and are included in the attested record count.

§ Record § §
Marked for Deletion Action Required
Count
+ Attester to confirm deletion 0 Attester to Attest or Reject Deletion
Final Submission
Navigate to Submissions Navigate to Review Records - Summary.
Record status: File ID: Record ID:

System Processing Maximum 38 digits Maximum 38 digits
Failed Validation

Failed Malching
Ready for Submission
Ready for Atestati
Retumed to Subiter

Home System Payment ID:

Delay in Publication Indicator:

Please Select

Covered Recipient First Name: @ Covered Recipient Last Name: @ Covered Recipient NP

This is 2 10-digit number @

License State: License Number: Address State: Zip Code:

99999 9999

Please Seloct v Please Seloct vl

Teaching Hospital Name: Teaching Hospital CCN:

This is 2 6-digh number @

Teaching Hospital TIN:
This is a 9-digit number

Marked for Deletion:  Recipient Type: Input Method: Report Type: Record Warnings: @
ClYes 1] Covered Recipient Physician O ManualEnty [ Single ClYes
= (0] Covered Recipient Teaching Hospital ] Upload Files [ Consolidated (I No
] Non-Covered Recipient Enty
] Non-Covered Recipient Indvidual
(1] Covered Recipient Non-Physician Pracifioner
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4.12c (2): Updating a Delay in Publication Indicator via Bulk File Upload

Users can update the Delay in Publication Indicator of existing eligible records(s) via bulk file upload
through two methods: by setting the “Resubmission File Indicator” field to Resubmission (“Y”) or Renew
Delay in Publication (“R”). If a record is not eligible, an error will be issued.

Note: Before preparing the bulk file to update delays in publication, refer to the “Resubmission File
Indicator” area of the Submission Data Mapping Documents for details on required fields.

To update the delay in publication field only, you can set the “Resubmission File Indicator” field to “R”.
Records renewed via this process will not be revalidated nor sent through the matching process again.
Note there are fewer fields required for files submitted via this process.

o This process can only be performed on records in “Ready for Submission”, “Ready for
Attestation,” or “Attested” record status.

o This process cannot be used to change the delay in publication indicator value from “3=
No Delay Requested” to “1= R&D on New Product” or “2= Clinical Investigation on New
Product.” To change the delay in publication indicator value from 3 to 1 or 2, you must
perform a full resubmission (“Resubmission File Indicator” is set to “Y”).

o Ifarecordis for a program year that is not eligible for delay, the user will receive an on-
screen error message when they attempt to submit the file and the file will not be
uploaded into the Open Payments system. The record must be edited to change the
Delay in Publication Indicator to “No Delay Requested.”

The process where the “Resubmission File Indicator” field in each record set to “Y” is a full resubmission.
The record must include all required fields. Records renewed via this process will undergo revalidation
and the matching process. This process can be performed on records in any record status.

o Ineligible records that are submitted with the Resubmission File Indicator set to “Y”
(Resubmission) and a request for delay in publication will fail validation checks. The
submitters will receive an email notification of the records’ failure and an error log file
will be created for the file. The failed records must be edited to change the Delay in
Publication Indicator to “No Delay Requested” and resubmitted again.

4.12c (2)a: Update Delay in Publication Indicator via Resubmission File Indicator Set to “R”
To update a record’s Delay in Publication Indicator by setting the “Resubmission File Indicator” field in
each record to “R”, follow these steps.

Step 1: Create a bulk file for the record(s) you wish to update, with the “Resubmission File Indicator” set
to “R.” Note that all records in the bulk file must have the same “Resubmission File Indicator” value.

Only the following fields are required. Information in other fields will be ignored by the system.
e Applicable Manufacturer or Applicable GPO Registration ID;

e Consolidated Report Indicator;
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e Resubmission File Indicator (must be “R” for this process);
e Applicable Manufacturer or Applicable GPO Making Payment Registration ID;

e Resubmitted Payment Record ID (the “Record ID” assigned to the original record by the Open
Payments system);

e Date of Payment; and
e Delay in Publication of Research Payment Indicator.

o Torenew a delay in publication: Set the indicator to ‘1’ if you are requesting a delay because

the record relates to research and development on a new product, or ‘2’ if you are
requesting a delay because the record relates to clinical investigation on a new product.

o Toindicate a delay is no longer requested: Set the indicator to ‘3,” which indicates no delay

is requested.

Step 2: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/

and select the “Submissions” tab on the toolbar. Select “Bulk File Upload.”

Step 3: On the “Upload Records” page, select the Payment Category, Reporting Entity, and Program Year
for the bulk file. For the Resubmission File Indicator dropdown, select “Renew Delay in Publication.”
Select the appropriate file to upload, then select “Submit File to Open Payments.”

You will receive email notifications regarding your file and record processing statuses. If the records
upload successfully, the Delay in Publication Indicator and the Last Modified Date and Time will be
updated for the record(s) and the record(s) will be placed in “Ready for Submission” status. If the
records do not upload successfully, you will receive an email identifying the issue(s). Review the email to
determine the issues, correct the records, and resubmit. For more details, refer to Sections 4.6 and 4.7.

Step 4: To complete the submission process, proceed with final submission and re-attestation of the
records for that program year. Refer to Section 4.10 for instructions on final submission and Section 4.14
for instructions on the attestation process.

4.12c (2)b: Update Delay in Publication Indicator via Resubmission File Indicator Set to “Y”

The process below can be performed to update most data elements on the record, including the Delay
in Publication indicator. Records updated via this process will go through the entire matching and
validation process upon resubmission and are not restricted to records in certain record statuses.

Step 1: Create a bulk file for the record(s) you wish to update. The record must include all fields required
by the Submission Data Mapping Document. In addition:

The “Resubmission File Indicator” for all records must be set to “Y.”

The Resubmitted Payment Record ID must be the “Record ID” assigned to the original record by the
Open Payments system.
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Provide a value for the “Delay in Publication of Research Payment Indicator” field.

o ToRenew a Delay in Publication: Set the value to ‘1’ if you are requesting a delay

because the record relates to research and development on a new product, or ‘2’ if you
are requesting a delay because the record relates to clinical investigation on a new
product.

o Tolndicate a Delay is No Longer Requested: Set the value to ‘3,” which indicates no

delay is requested.

Step 2: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar. Select “Bulk File Upload.”

Step 3: On the “Upload Records” page, select the Payment Category, Reporting Entity, and Program Year
for the bulk file. For the Resubmission File Indicator dropdown, select “Resubmission.” Select the
appropriate file to upload, then select “Submit File to Open Payments.”

You will receive email notifications regarding your file and record processing statuses. If the file fails file-
level validations or records in the file fail record-level validations, including a validation that records are
eligible to be delayed, you will receive an email identifying the issue. Review the email to determine the
issues, correct the records, and resubmit accordingly.

For more details on record correction, refer to Sections 4.6 and 4.7. If the records uploaded successfully,
proceed to step 4.

Step 4: To complete the submission process, proceed with final submission and re-attestation of the
records for that program year. Refer to Section 4.10 for instructions on final submission and Section 4.14
for instructions on the attestation process.

4.12c (3): Updating the Delay in Publication Indicator via Manual Data Entry

Users can update Delay in Publication of existing records(s) via manual data entry through two methods:
Using the edit functionality; and

Using the Delay in Publication Update button.

Both methods are explained below.

4.12c (3)a: Updating the Delay in Publication Indicator via Manual Data Entry - Using Edit Functionality
To manually update the delay in publication status of a general or research payment record using the
edit functionality, follow the steps below. Users will receive an on-screen error message if they select to
delay the publication of a record that is not eligible for a delay. The record’s Delay in Publication
Indicator must be changed to “No Delay Requested.”

Note: Records updated via this process will go through the entire matching and validation process.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/
and select the “Submissions” tab on the toolbar. On the “Review Submitted Records” menu, select the
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reporting entity whose record you wish to view and the program year for that record, and then select
“Review Records.”

Step 2: On the “Review Records” page, find the Research payment category and select the button
labeled “View All.”

Step 3: Locate the record you wish to update in the data table, using the filtering tools if necessary.
Select “Edit” from the “Actions” column for that record.

Step 4: Navigate to the “Research Payment or Other Transfer of Value Information” page.

To Renew a Delay in Publication: From the “Delay in Publication of Research Payment Indicator” drop-

down, select either “R&D on New Product” or “Clinical Investigation on New Product.”

To Indicate No Delay is Requested: Select “No Delay Requested” from the “Delay in Publication of

Research Payment Indicator” drop-down. The record will then be eligible for publication in the next
publication cycle.

Step 5: Select “Continue to Review,” then “Save Record” to save the changes.

Step 6: Complete the submission process by putting the record through final submission and re-attesting
to the records for that program year. Refer to Section 4.10 for instructions on the final submission and
Section 4.14 for instructions on the attestation process.

Note: Records updated via this process will go through the entire matching and validation process.

4.12c (3)b: Updating the Delay in Publication Indicator via Manual Data Entry - Using Delay in
Publication Update Functionality

You can update the delay of publication of eligible research payment record(s) from the Payment
Category page using the “Update Delay Indicator” button.

Records updated through this process do not undergo re-validation and re-matching.

To use this process, the records must be in the “Ready for Submission”, “Ready for Attestation”, or
“Attested” status. To manually update the delay in publication status of records in other statuses, you
must use the process described in Section 4.11c (3)a above.

Also, this process cannot be used to update a Delay in Publication Indicator value of “No Delay
Requested” to “R&D on New Product” or “Clinical Investigation on New Product.” To manually update a
record in that manner, you must use the process described in Section 4.11c (3)a above.

This functionality is not available for records that are not eligible for a delay in publication.

Step 1: Log in to the Open Payments system via the CMS Enterprise Portal at https://portal.cms.gov/

Step 2: select the “Submissions” tab on the toolbar. On the “Review Submitted Payment Records” menu,
select the payment type, reporting entity whose record you wish to view and the program year for that
record, and then select “Review Detail.”
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Step 3: Locate and select the records you wish to update in the data table, using the filtering tools if
necessary.

Step 4: Select the “Update Delay Indicator” button.

Step 5: The Update Delay in Publication Indicator page will be displayed. From the drop-down menu
“Delay in Publication Indicator”, select one of three options:

R&D on New Product;
Clinical Investigation on New Product; or
No Delay Requested.

Records updated through this process do not undergo re-validation and re-matching. The status of the
records will be updated to “Ready for Submission”.

Step 6: Complete the submission process by putting the file through final submission and re-attesting to
the records for that program year. Refer to Section 4.10 for instructions on the final submission and
Section 4.14 for instructions on the attestation process.

4.12d: Delay in Publication - Publication Impact
The publication impact of Delay in Publication statuses is as follows:

Records with a Delay in Publication status of “Delay Requested” will not be published in the next
publication cycle.

Records with a Delay in Publication status of “No Delay Requested,” “No Delay - R&D on New Product -
Limit Reached,” or “No Delay - C.I. on New Product - Limit Reached” will be published in the next
publication cycle.

If no action is taken on records with a Delay in Publication status of “Pending Renewal” by the end of the
submission period, the records will be eligible for publication. These records will be published in the
next publication cycle.

Section 4.13: Consolidated Reporting

One reporting entity, under common ownership with other reporting entities, may submit and attest to
data in the Open Payments system on behalf of those other reporting entities. This process is called
consolidated reporting. Consolidated reporting can be performed only via bulk file upload and is not
available through manual entry.

Each individual entity contributing to the consolidated report is required to register in the Open
Payments system separately.

The individual user who submits the consolidated report must hold the user role of submitter for all
reporting entities included in the consolidated report. The individual user who attests to the
consolidated report must hold the user role of attester for all entities included in the consolidated
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report. Note: the attester must hold an “officer” position (e.g., Chief Executive Officer, Chief Financial
Officer, etc.) with the entity that submits the report but does not need to hold such a position within
all the entities included in the report.

Within the Open Payments system, payment records are affiliated with the individual entities that made
the payment, not the entities that submitted the records. Similarly, payment information submitted in
consolidated reports will be published as though the information had been submitted by the individual
entities. The information will not be published under the submitting entity’s name.

Each record’s “Record ID” page provides the name of the entity that made the payment and the name of
the entity that submitted the payment record. Similarly, “Covered Recipient Demographic Information”
pages include the name of the entity that made the payment and the name of the entity that submitted
the payment record.

4.13a: Performing Consolidated Reporting

To perform consolidated reporting, create separate bulk file(s) for the payment types (general,
research, or ownership/investment) that contain payment data from all the reporting entities included
in the consolidated report. For each record:

Set the “Consolidated Indicator” field in each record within the file to “Y.”

Provide the name and Open Payments registration ID for the entity submitting the consolidated report in
the fields “Applicable Manufacturer or Applicable GPO Name” and “Applicable Manufacturer or
Applicable GPO Registration ID.”

Provide the name and Open Payments registration ID for the entity that made the individual payment or

other transfer of value in the fields “Applicable Manufacturer or Applicable GPO Making Payment Name”

and “Applicable Manufacturer or Applicable GPO Making Payment Registration ID.” This may be the
same as the entity submitting the file.

The entity names and registration IDs in the records must match exactly those provided during Open
Payments registration.

Once the records are complete, submit the bulk file(s) normally. Note that each entity’s records must be
attested to separately. Attesting to the records of one of the reporting entities does not attest to all
records for all reporting entities in that consolidated report.

The following is an example of how a consolidated report works:

Entity A made a consolidated report submission for itself, Entity B, and Entity C. Entities A, B, and C are
all registered within the Open Payments system. Within the bulk data file, each record lists Entity A’s
information in the “Applicable Manufacturer or Applicable GPO Name” and “Applicable Manufacturer or
Applicable GPO Registration ID” fields. The “Applicable Manufacturer or Applicable GPO Making
Payment Name” and “Applicable Manufacturer or Applicable GPO Making Payment Registration ID”
fields for each record contains the information for the entity that made that payment (Entity A, B, or C).
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The submitter of the file must hold the role of submitter for all three entities, A, B, and C. Similarly, the

attester must have the role of attester for all three entities, A, B, and C. to attest to records from all
three entities.

Once the submission is accepted in the Open Payments system, the payment records for Entity B and

Entity C would be listed under those individual entities, and will not be listed under Entity A. When the
data is published, the records for Entity A, Entity B, and Entity C will be listed under their own names.
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Section 4.14: Third Party Data Submitters

Applicable manufacturers and applicable GPOs may choose to have their data prepared and submitted
by a third-party organization. Third party organizations may format, prepare, and submit data on behalf
of a reporting entity. The role of submitter is the only role third party companies can fulfill within the
Open Payments system on behalf of a reporting entity. A specific individual within the third party must
be identified as the submitter, not the third party itself.

Third party submitters may be associated with multiple reporting entities. In such a case, each reporting
entity must have an individual within the third party assigned to the submitter role. Third party
submitters will follow the same process outlined earlier in Chapter 4 of this User Guide for validating
and submitting data.

Section 4.15: Attestation and Assumptions

Data attestation is how reporting entities affirm and certify that the information being submitted on
behalf of the entity is accurate and correct. Only individuals with the designated role of attester may
attest to the accuracy of the data in the Open Payments system. The attester will be able to attest to the
accuracy, completeness, and timeliness of the data. This applies to all resubmissions as well.

Attestation completes the submission process. Records are not considered fully submitted until
attestation is performed upon them. Records attested to after the submission closing date for that
respective program year will be flagged as late.

Attestation is conducted for all records for that program year, across all three payment types.
Therefore, all records for the program year must be in “Ready for Attestation” or “Attested” status for
attestation to be performed (i.e., the records have successfully undergone final submission or have been
attested to previously).

If the attester believes any of the records are in error, he or she may decline to attest to the records and
return selected data to the submitter for correction and review. To do so, the attester selects the
records to be returned to the submitter and then selects the “Return to Submitter” button. The
submitter must perform the corrective actions requested by the attester or indicate that no action is
required. The payment record(s) must then be re-submitted for attestation. Once the submitter has
made the corrections or has determined no corrections are necessary, the submitter selects the “Return
to Attester” button to notify the attester that records are again ready for attestation.

The attester has the option of submitting an assumptions statement during the attestation process.
Assumptions explain the reasonable assumptions made, methodologies used, and unusual
circumstances that may have occurred when reporting payments, other transfers of value, or ownership
or investment interests. Assumptions will be documented in a free-form text field during the attestation
process. Users can choose to write free-form text or cut and paste text from another document.
Assumptions cannot be longer than 8,000 characters (including spaces) and can be edited later.
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Users who knowingly submit to the Open Payments system any misrepresentation or any false,
incomplete, or misleading information, may be guilty of a criminal act punishable under law and may be
subject to civil penalties in accordance with the Open Payments system disclaimer and Title 18 U.S.C
Section 1030.

4.15a: Attestation Statements in the Open Payments System

Below are the attestation statements presented to attesters in the Open Payments system. Attesters are
required to confirm these statements by selecting the checkboxes next to each applicable statement.
The first two statements must be selected to proceed with the attestation process. The other
statements should be selected as applicable.

Note that if a reporting entity is deleting one or more previously attested records, the entity will be
required to re-attest and confirm the deletion of the record(s). Entities deleting records as part of the
attestation are encouraged to select the sixth attestation statement in addition to the first two.

The text in the Open Payments system reads as follows:

1. |attest that | am a Chief Executive Officer, Chief Financial Officer, Chief Compliance Officer, or
other Officer for the reporting applicable manufacturer or applicable GPO with the authority to
attest to the information submitted in the Open Payments system.

2. | attest that the information reported is timely, accurate, and complete to the best of my
knowledge and belief.

3. lattest that my entity is only reporting payments or other transfers of value associated with
covered drugs, devices, biologicals, or medical supplies based on one or more of the reasons
listed below.

If yes to statement 3 above, indicate the reason by selecting at least one of the following
reporting limitation statements:

a. My entity’s gross revenue from covered drugs, devices, biologicals or medical supplies
constituted less than 10 percent of gross revenue during the fiscal year preceding the
reporting year.

b. My entity is under common ownership, as defined by 42 C.F.R. § 403.902, with an
applicable manufacturer and provides assistance or support to an applicable
manufacturer with respect to the production, preparation, propagation, compounding,
conversion, marketing, promotion, sale or distribution of a covered drug, device,
biological, or medical supply. Therefore, my entity is only required to report payments
or other transfers of value associated with covered drugs, devices, biologicals, or
medical supplies which my entity provided assistance and support to an applicable
manufacturer.

c. My entity has a separate operating division that does not manufacture any covered
drugs, devices, biologicals, or medical supplies. Therefore, my entity is only required to
report payments or other transfers of value to covered recipients related to the
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activities of these separating operating divisions if those payments or other transfers of
value are related to a covered drug, device, biological, or medical supply.

d. The only covered drug, device, biological, or medical supply manufactured by my entity
is pursuant to a written agreement to manufacture a covered drug, device, biological, or
medical supply for another entity. My entity does not hold the Food and Drug
Administration approval, licensure, or clearance for the covered drug, device, biological,
or medical supply, and is not involved in the sale, marketing, or distribution of the
covered drug, device, biological, or medical supply. Therefore, my entity is only required
to report payments or other transfers of value that are related to one or more covered
drugs, devices, biologicals, or medical supplies.

e. My entity only manufactures covered drugs, devices, biologicals, or medical supplies.

4. | attest that my entity is requesting a delay in publication for one or more payments or other
transfers of value.

If yes, to statement 4 above, indicate one or more of the reasons listed below.

a. The payment or other transfers of value is related to research or development of a new
drug, device, biological, or medical supply.

b. The payment or other transfer of value is related to research or development of a new
application of an existing drug, device, biological, or medical supply.

c. The payment or other transfer of value is related to clinical investigations regarding a
new drug, device, biological, or medical supply.

5. [l attest that my entity is submitting a consolidated report because it is under common
ownership, as defined by 42 C.F.R. § 403.902, with a separate entity or entities that are also
applicable manufacturers.

6. |am attesting to the action that my entity has deleted one or more records, which have
previously been attested, and | am re-attesting that my entity’s information reported is accurate
and complete to the best of my knowledge and belief.

Note: In the event of data submitted as a consolidated report, each individual entity within the
consolidated report must attest to the accuracy of its own data. See Section 4.12 for more information
on consolidated reporting.
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4.15b: Attesting to Data in the Open Payments System
The following instructions show the step-by-step pages for the attestation process. Remember that all

records must be in “Ready for Attestation” status (or “Attested” status in the case of re-attestation) to
complete these steps.

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials and
navigate to the Open Payments home page. Select the “Submissions” tab on the Open Payments system
home page.

Figure 225: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ) > ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

@ Access the Open Payments
?
-

Visit the Open Payments website at htips://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Select the entity and program year from the drop-down lists of “Review Records — Summary”
section and then select the “Review Summary” button.

Figure 226: Review Summary Button on Submissions Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

i) ® ) ®

Home Submissions Review and Dispute Manage Entities My Profile Resources

Submissions ?
User Guide

A field with an asterisk (7) is required

Applicable manufacturers and applicable GPOs must submit payments, or other fransfers of value, and ownership or investment interests to the Open Payments

System.

Submit Payment Data

Only users who hold the role of submitter can submit information to the Open Payments system. Select Bulk File

Upload or Manual Data Entry below. Download the Physu:lan

List
Refer to the Resources tab for the Open Payments Select Manual Data Entry to submit records using the: The Validated Physician Lists and
reporting templates for the Bulk File Upload. Open Payments manual entry online form Physician with Inactive License(s)
Supplement File per Program Year below
Bulk File Upload Manual Data Entry should not be shared publicly

File Download Help @
Validated Physician Lists
% and Physician with Inactive

. . License(s) Supplement File
Review Submitted Payment Records per Program Year

To review records, select the payment type. entity whose records you wish to review, and the program year from the
drop-down lists below, then select "Review Detail" Download the Non-

Physician Practitioner List

Select Paymem TyPE: Select Eﬂtlty: Select ngram Year: The Noan‘hyS\man Practitioner List per
General Payments [v|  ABCDE Medical v 201 [v| | ReviewDetail  ororam Year below snould not be shared
publicly.
. Non-Physician Practitioner
Review Records - Summary % List
To view submission summary and/or attest records, select the EV'IUIY whose records you wish to review and the
program year from the: GFODGOWH lists below, then select "Review Summary" Download the Re porting
It
p
Select Entity: Select Program Year: To download reporting templates, see the
Please Select v Please Select v Review Summary Resources tab.

Review Submitted File(s) Status

Once a file for your entity has been submitted, you may review the details by selecting "Review File Status."

Review File Status

Download Recipients Missing Ownership Record

GPO entities are required to report ownership/investment interest payments for physicians that have been cited on
general and/or research records for the same program year (per the Open Payments final rule, 42 CF.R. §
403.906). To review physicians that were cited on general and/or research records whe do not have an attested
ownership record, select the entity you wish to review from the drop-down list below, then select “Download Report ™
NOTE: If there is any physician where the column value for “Is there at least one associated Ownership/Investment
Interest record in Ready for Attestation status” is “No," review your i to verify that a cor
Ownership/investment Interest record for the physician will be included in your submission. If the value is “Yes " the
associated general of research records are identified and will meet the regulation cited above after your attestation
is completed

“Select GPO Entity:
Please Select ﬂ Download Report

Covered Recipient Validation Utility @

To verify provider matching information, select the "Validate Covered Recipient” button below and upload provider
information on the new page. The Covered Recipient Validation utility can be used by submitters to upload physician
and non-physician information to profiles prior to reporting that covered recipient on the payment record.

Validate Covered Recipient

ContactUs  Privacy Policy
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Step 3: On the “Review Records - Summary” page, select the “Begin Attestation of All Records” button.

If the “Begin Attestation of All Records” button is not available, check that all records for the program
year are in “Ready for Attestation” or “Attested” status. If they are not, contact a submitter for the
reporting entity and alert him or her that records need to be advanced to “Ready for Attestation” status
(i.e., undergo final submission) before attestation can begin.

To view records in “Marked for Deletion” status, select the “View All” button next to the payment
category for the records you wish to examine. On the Payment Category page, check the box for “Yes”
under the heading “Marked for Deletion.” Select “Search.” Return to the “Review Records” page when
you are ready to attest.
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Figure 227: Ready for Attestation Button on Reporting Entity Review Records Page

Applicable Manufacturer or Group Purchasing Organization Switch User Type
Home Submissions. Review and Dispute | Manage Entities My Profile Messages Resources
ABCDE Medical 2021 - Review Records - (P Acses e Cpen e
Summary User Guide [PDF]
Below are the records reported by the entity and categorized by the status for the selected program 7 Need help with the website?
year. To edit records (available only for a user in a "submitter” rolg) or view the details of the reported . T Le ) Sl
records, select the "View All" button under a specific payment category (e.g., Research Payments,
s . & et Review the Open Payments
eneral Payments, etc.). a Privacy Policy [PDF]
If all the records for the entity are in a "Ready for Attestation”, a User in an "attester" role can attest by
selecting the "Begin Attestation of All Records" button. Help with this Page
I you have questions on how to complete final submission of records, details on status definitions, or Record Status Definitions
how to attest, use the "Help with this Page” link available on the right hand navigation T e e
Select "Notify Attester” to notify attesters that there are records that require attestation. All active failed matching?
attesters affiliated with the reporting entity will receive an email notification that there are records which How do I complete final submission?
require attestation
How do | complete attestation?
Note: Previously attested records that have been marked for deletion have not yet been deleted from
ihe Open Payments system. The attester must re-attest to all payments for the selected program year
1o complete the deletion. Records marked for deletion remain eligible for review, dispute, and
publication, until re-attestation is complete
Records counted as "Marked for Deletion” are also included in the "Attested” (1) record count
Back to Submissions
Notify Attester
Program Year: 2021 Refresh Status
Research Payments View All
Status Record Count |Action Required
System Processing [ No Action
Failed Validation [} Correction
Failed Matching 0 Correction
Ready for Submission 0 Final Submission
heady for Attestation 2 Attest
Returned to Submitter 0 Correction
Attested 1 [ No Action
Total Payments B
Marked for Deletion Record Count | Action Required
T Attester to confirm deletion 0 Attester to Attest deletion
of previously Attested records action or Reject Deletion
General Payments View All
Status Record Count |Action Required
System Processing ) No Action
Failed Validation [} Correction
Failed Matching 0 Correction
Ready for Submission 0 Final Submission
[™hReady for Attestation 1 Attest
Returned to Submitter 0 Correction
Attested 1 [ No Action
Total Payments 1
Marked for Deletion Record Count | Action Required
T Attester to confirm deletion o Attester to Attest deletion
of previously Attested records action or Reject Deletion
Ownership or Investment Interest View All
Status Record Count | Action Required
System Processing ) No Action
Failed Validation [} Correction
Failed Matching 1} Correction
Ready for Submission 0 Final Submission
Ready for Attestation ) Attest
Returned to Submitter 0 Correction
Attested 1 [ No Action
Total Payments [)
Marked for Deletion Record Count |Action Required
T Attester to confirm deletion 0 Attester to Attest deletion
of previously Attested records action or Reject Deletion
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Step 4: On the “Confirm Payments” page, review the detailed summary of records being attested to for
the program year, displayed per payment category.

Select the “Go to Review Records” button to view details on the records being attested.
Select the “Next” button when you are ready to continue with the attestation process.

Figure 228: Next Button for Confirm Payments Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ) > ®

Home Submissions

Review and Dispute Manage Entities My Profile Messages Resources
— Confirm Payments
Select "Go to Review Records” to review and confirm the submitted records, or select "Next" to move to the
next page.

@ Confirm Payments ) )
Note that the number of records marked for deletion ("Records Marked for Deletion”) and the total value of

records marked for deletion ("Total Value of Records Marked for Deletion”) represent records that were
previously atlested and are now marked for deletion. These records will be removed from the Open Payments
system after re-attestation is complete. Records counted as "Marked for Deletion” are also included in the
"Attested” record count.

@ Add Assumptions
@ Agree to Attestations

@ Review and Attest

2018 Program Year
ABCDE Medical

Access the Open Payments
User Guide [PDF, 28.8 MB)

Q

Need help with the website?
Contact Us by email

General Payments

=~

Record Status Total Number | Total Amount ()
of Records
Review the Open Payments
a Privacy Policy [PDF, 102 KB] Ready For Attestation V] 50.00
Attested 1] $0.00
Marked for Deletion 1] $0.00
Total for Records Included in Attestation V] $0.00
Research Payments
Record Status Total Number | Total Amount ($)
of Records
Ready For Attestation 1] $0.00
Attested 0 $0.00
Marked for Deletion 0 $0.00
Total for Records Included in Attestation 0 $0.00
Ownership or Investment Interest
Record Status Total Number | Total Amount Total Value of
of Records Invested (S) Interest (§)
Ready For Attestation 4 $43.96 $4.00
Attested 21 $224.04 $21.00
Marked for Deletion 2 §20.48 §2.00
Total for Records Included in Attestation 23 $247 52 $23.00
(2}
Go to Review Records
Cancel
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Step 5: Next, the option to add assumptions associated with these records is presented. Select “No” if
you will not provide assumptions. Select “Yes” if you provide assumptions. If you select “Yes,” a free-

form text field will appear. If assumptions have previously been entered for these records, those
assumptions will be in the text box and can be edited.

Type or paste your assumptions into this field, which has an 8,000-character limit. The text field allows
all special characters found on a standard U.S. keyboard, not including ALT+NUMPAD ASCII Key
characters. This text field can be edited later.

When you are done, select “Next.” Both options are displayed below and onto the following page.

Figure 229: No Radio Button on Add Assumptions Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ) > ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Attest Add Assumptions

A field with an asterisk (*) is required.

«" Confirm Payments

(@ Add Assumptions 2018 Program Year
@ Agree to Attestations ABCDE Medical
@ Review and Attest Applicable manufacturers and applicable GPOs may provide assumptions made explaining the

methodologies used when reporting payments or other transfers of value, or ownership or investment
interests. The assumptions statement applies to all payments or fransfers of value being attested for a

Access the Open Payments given program year. Refer to the Open Payments User Guide [PDF, 28.8 MB] for more information about
User Guide [PDF, 28.5 MB] attestation.

Q

Note: Assumptions for a reporting entity can only be entered and edited by a user with an attester role.
Assumptions entered during the initial attestation can be updated and additional assumptions can be
entered at any time, but doing so will require re-attestation. If no assumptions were entered during initial

attestation, you may enter them at a later time only if there are changes to your submission which require
Review the Open Payments re-attestation.
Privacy Policy [PDF, 102 KB]

Need help with the website?
Contact Us by email

-~

“Do you wish to include assumptions with this attestation?
O Yes, include an assumptions statement

q ®) No, do not include an assumptions statement

Cancel Back Next
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Figure 230: Yes Radio Button on Add Assumptions Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ) 53 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Attest Add Assumptions

A field with an asterisk (*) is required.

+" Confirm Payments

(@ Add Assumptions 2018Program Year
@ Agree to Attestations ABCDE Medical
@ Review and Attest Applicable manufacturers and applicable GPOs may provide assumptions made explaining the

methodologies used when reporting payments or other transfers of value, or ownership or investment
interests. The assumptions statement applies to all payments or transfers of value being attesied for a

Access the Open Payments given program year. Refer to the Open Payments User Guide [PDF, 28.8 MEB] for more information about
User Guide [PDF, 28.8 MB] attestation.

Q

Note: Assumptions for a reporting entity can only be entered and edited by a user with an attester role.
Assumptions entered during the initial attestation can be updated and additional assumptions can be
entered at any time, but doing so will require re-attestation. If no assumptions were entered during initial
attestation, you may enter them at a later time only if there are changes to your submission which require
Review the Open Payments re-attestation.

PILEE] PELE] IR, T D8] “Do you wish to include assumptions with this attestation?

#" Yes, include an assumptions statement

) No, do not include an assumptions statement

Enter your assumptions in the text box below.

Need help with the website?
Contact Us by email

=~

*Assumptions
8,000 characters maximum. Characters entered over this limit will not be saved.

8000 characters remaining

Cancel Back Next
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Step 6: Read and agree to the attestations shown on the page below. You must agree to attestation
statements 1 and 2 to complete the attestation process. Attestation statements 3 through 5 should be
reviewed and selected only if they apply to your reporting entity and the payments being attested to. If
you are attesting to the deletion of records, it is strongly encouraged you agree to statement 6. The text
of these statements is provided earlier in this section. Once the appropriate attestations have been
chosen, select “Continue.”

Figure 231: Agree to Attestations Page

Open Payments (Sunshine Act)

® &

Submissions  ReviewandDispute  Manage Entities Messages

Agree to Attestations

A fieia with an asterisk (") is required

Attest

Please review the Intarmation entered and CoNfI you aNESLaS0N SLateMmeNts by eIt the checkbaxes Hext

« Confirm Payments
o each of e statements beiow

' Adg Assumpvons
@ Agreeso Amestations

@ Roview ana amest

Accass the Open Paymerts

R e e
i b 2018 Program Year
ABCDE Medical

Review the Open Paymens
Privacy Policy [PDF 102 KB] Total Records @

Faymant Category Total Number of | Total Amount ($)
Recoros

Ganera Paymarts | [] 200
Rasaarch Pameres | ] 5200

Paymant Category Total Mumber of
| Records

Towi Amoust | Totat Vatue of
Imvested ($) | merest )

[omrrsre o mcesimart reres a| | |

Assumptions

Attestation Agreement
The section betow Contans (he atesiation susements resented
utac e T

g been previously anested 10
re-anest and contem the atestaton
N appicatie siatement. The user must

. Please confirm your agreement to the statement(s) below:

B 1.1 amest it am 8 C G Chiet Compliance Officar,
o other Officesfor the reporting applicable mamulacturss or applicable GPO with the awthority 1o

et 13 the information vubmtied i the Open Payriants syviem.

- 2.1 amest that . accurate. bast of my
knowisdge ard belie!

3. L attest that my wntity Is only reporting payments or oiher transfers of valoe associated with
coversd drugs. devices, blologicals, of madical supplies based on one of more of the r8as0as
istedt Betow.
1t yo3 to statement 3 above, indicate the reasen by selecting at ieast one of the following
reporting limitation statements:

w . groas 18

ownership, Y 42 CFR§403902.
applicable manulecturers.

6.1 am attesting v
. and .
Compiate 10 Uhe best of my knowledge and belet
Nagaurga Chinapaready

A

8292018 129PM

Canesl Back | Continus
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Step 7: Review the information entered on the previous pages. If the information is correct, select
“Attest” to complete attestation.

Figure 232: Review and Attest Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch Liser Type

) ® &3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Attest Review and Attest

Review the attestation agreement provided below. If you entered assumplions you may review them by
selecting the "View the Assumptions” hyperlink
+" Confirm Payments

Note that the number of records marked for deletion ("Records Marked for Deleion”) and the total value of
+ Add Assumptions records marked for deletion ("Tolal Value of Records Marked for Deletion”) represent records thal were
previously attested and are now marked for deletion. These records will be removed from the Open Payments

system after re-attestation is complete. Records counted as "Marked for Deletion” are alse included in the
"Attested” record count.

+ Agree to Attestations
@ Review and Attest

Select the "Attest” button to confirm your atlestation. To make any changes, select the "Back” button.

User Guide [PDF, 28.8 MB] 2018Program Year

Need help with the website? ABCDE Medical
Contact Us by email

Access the Open Payments
=g "
?
H

Total Records @

Review the Open Payments Payment Category Total Number of Total Amount (§)
B Privacy Policy [PDF, 102 KB] Records
General Payments i} $0.00
Research Payments o $0.00
Payment Category Total Numberof | Total Amount Total Value of
Records Invested {$) Interest (§)
Ownership or Investment Interest 23 $247.52 $23.00

View the Assumptions

Attestation Agreement
| attest that | am a Chief Executive Officer, Chief Financial Officer, Chief Compliance Officer, or other

Officer for the reporting applicable manufacturer or applicable GPO with the authority to attest to the
information submitied in the Open Payments system

| attest that the information reported is timely, accurate, and complete to the best of my knowledge and
belief.

James Miller

8/29/2018 1:29 PM

Cancel Back | Attest
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You will be brought back to the “Review Records” page. The record(s) attested to will appear in the
“Attested” column. The Open Payments system will send an email to all attester(s) notifying them of the
success of the attestation.

Figure 233: Reporting Entity Review Records Page

Open Payments (Sunshine Act)

Applicable M or Group P g Organization Switch User Type

1) A @ &3 ®

Home Submissions Review and Dispute Manage Entities My Profile Resources

ABCDE Medical 2021 - Review Records -
Summary

Below are the records reported by the entity and categorized by the status for the selected program
year. To edit records (available only for a user ina "submitter” role) or view the details of the reported
records, select the "View All" bution under a specific payment category (e.g.. Research Payments,
General Payments, efc.).

User Guide [PDF]

L» Access the Open Payments
2 Need help with the website?
H Contact Us by email
Review the Open Payments
a Privacy Policy [PDF]
If all the records for the entity are in a "Ready for Attestation”, a user in an "attester” role can attest by
selecting the "Begin Attestation of All Records" buiton Help with this Page

If you have questions on how to complete final submission of records, details on status definitions, or Record Status Definitions
how to attest, use the "Help with this Page" link available on the right hand navigation

What do | do if records failed validation or
Select "Notify Attester" to notify attesters that there are records that require attestation. Al active failed matching?

attesters affiliated with the reporting entity will receive an email nofification that there are records which
require attestation.

How do | complete final submission?

. How do | complete attestation?
Note: Previously attested records that have been marked for deletion have not yet been deleted from

the Open Payments system. The attester must re-attest to all payments for the selected program year
to complete the deletion. Records marked for deletion remain eligible for review, dispute, and
publication, until re-attestation is complete

Records counted as "Marked for Deletion" are also included in the "Attested” () record count.

Back to Submissions

View Attestation

Program Year: 2021 Refresh Status
Research Payments View All
Status Record Count | Action Required

System Processing 0 No Action

Failed Validation 0 Comection

Failed Matching 0 Correction

Ready for Submission 0 Final Submission

Ready for Attestation 0 Attest

Retumed to Submitter 0 Comection

Attested T 2 =

Total Payments 2

Marked for Deletion Record Count | Action Required

T Attester to confirm deletion 0 Attester to Attest deletion

of previously Attested records action or Reject Deletion
General Payments View All
Status Record Count | Action Required

System Processing 0 No Action

Failed Validation 0 Correction

Failed Matching 0 Correction

Ready for Submission 0 Final Submission

Ready for Attestation 0 Atftest

Retumned to Submitter 0 Correction

Attested T 1 mmpblah,

Total Payments 1

Marked for Deletion Record Count | Action Required

T Attester to confirm deletion 0 Attester to Attest delefion

of previously Attested records action or Reject Deletion
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4.15c: Attesting to No Data in the Open Payments System

The following instructions show the step-by-step pages for attesting that the reporting entity has no

data. Please note that no records can be in the “Attested” status to complete these steps.

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials and
navigate to the Open Payments home page. Select the “Submissions” tab on the Open Payments system

home page.

Figure X: Open Payments System Landing Page for returning system users

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Gl ® £ ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Welcome to the Open Payments System Lier Cluge o

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Disputa Period Open -

The Review and Dispute period is open starting April 1, 2019, During this period, reporting entities
may recelve dispuies from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day commection period to make
comections 1o disputed data as needed. Records with unreésolved disputes at the end of the
comection period will be identified in the published data as dispuled. Changes fo records after the
comection period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF)

L‘? Access the Open Payments
?
o

Visit the Open Payments website at hitps-/www.cms. goviopenpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms. hihs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-27665.

‘You can manage your user profile and perform user role functions assodlated with your profile,

According to the Paperwork Reduction Act of 1995, no persons are required to respond 1o a
collection of information unless it displays a valid OMB control number, The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submisslon, attestation,
dispute and dispute resolution processes, If you have any comments conceming the accuracy of
the time estimate(s) or suggestions for Improving this form, please write to CMS, 7500 Security
Boulevard, Altn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Select the entity and program year from the drop-down lists of “Review Records — Summary”
section and then select the “Review Summary” button.

Figure X: Review Summary Button on Submissions Landing Page

Open Payments (Sunshine Act)

Appleabie Massbachrer ar Group Parchasing Crganizainn Swich Use Trps

2 @ = ®

|
Feview and Dispute  Manage Entities My Prafile Fetcurces

Submissions 'i'

A et iy asserisi {*] 1. requinea
Apphcatie manufaciwrers and applcatie GFOs must submil paymenis, or offer Fansiers of vl 2rd pwnership o invesimend inierests jo Fe Open Faymenis

System
Submit Payment Data
Ny users whe hoit ihe role of sutrmiser can submi Ivormason 12 e Open Payments sysem. Seiect llulk File
Upioad o M Data Entry becew f;:"“m the PHVlei-lﬂ
Fister 4o/ RESoures e for e Open Payments Sesiert Ml Dot Eniry 10 submi seconss using the The Vaildated Physician Lisks and
TEOAIING Meemgianas 1o e Bulk Fiks Lpioag g Py M ts anual BTy it L PrIySTan Wi Inacte Linsnseis)
Tt Fig [od PROJTRm Vg Deige
Hulk File Upload Ml Data Eniry shoukd nck be shared patiicly,
File Download Help @

Vabdaind Firysicies Lty
E 3 Phyzician weh inscte
Licanas(s) Suppiement Filg

Review Submitted Payment Records pae Program Year

T pevien PeCons, SSErT T PayTEnt type. eniify whose RECOIS jou wish i review, and fhe pmgram year o the

AOE-0ws S DShir, N6 Skl Tiviow Detair Download the Non-
Physician Practitioner List
The Mon Physcian Pracitiotes Lst per
Procyram Veor Dolow Should it e Ehared
{uttibity

Mee Physizus Pracononer
N Limt

" uiect Paymant Type: " Sedect Entrty: “Saiect Program Year:
Canerrn s Pyt | ABCDE Mediesl v 20 | Fmview Detsll

Review Records - Summary

Ta wew sstmssion summary and'or aliest records, select the enlly whose records you wish i reveew: and The
program yeas from e drop-gown it Delow. Ten salect Reves Summarny® Download the Reporting
Templates
i " L Yo
AL - Salact Progeam T Gomniiud NpGINg leTgiates s T
Flinane Select hd Pmann Seinci - Elpview Sammary Ieesonroes wh

Review Submitted File{s) Status

Onoe 2 e for your ety P been sebemibed, FOU May Reiew e Setals by selecting “Revew Fis Status. "

Farviim F s Sraius

Download Recipients Missing Ownership Record

GPO el Jre PEqUIeT |0 RO CRMETSAEITVESIMENE INlees! payments i [Tysicans St heve been oled on
i SN0 TESBANCI TECinas B Wl A DOOOFRM pRar (D el Open Payments Tnal reie, £3 CF R §
403505} To review phwiicans thal weve ofed on general andiar reszarch reconds wha do not have an atiested
oavrarahip recond. Select Fu entiy you wish i réulew from e dop-dovn st below, then seect Towninad Repor
MOTE ®fere B any physiclan whote S ciumn value o is heve o least one assacianed Owsen®ip imestiment
i ptr) i Ry Bor ANRMON WA 8. N0, " MW U SaTERARE 10 Vnly Tl & SONmeRpRaIng
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Too vy proetcen M g indormanon sekect e “Vakdale Cowed Recipiant Durion Exdos & upioad provide

Infomaton on the new page The Covensd Reciment Valkdston miity can be used by subimifiers 1 upioad physoan
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Step 3: On the “Review Records - Summary” page, select the “Attest No PTOV” button.

If the “Attest No PTOV” button is not available, check that no records for the program year are in the
“Attested” status or the officer has not declared "no PTOV or ownership and investment interest to
report for any program year" from the "Manage Entities" page.

Figure X: No PTOV Button on Reporting Entity Review Records Page

Eack to Submissions Attest No PTOV
Program Year: 2023 Refresh Status
Research Payments View All

Status Record Count | Action Required
Systern Processing o Mo Action
Failed Validation [v] Comection
Failed Matching o Correction
Ready for Submission o Final Subrnission
stafion [v] Aftest
Return o Correction
Attestad T o Mo Action
Total Payments o
Marked for Deletion Record Count | Action Required
1 Attester to confirm deletion Attester to Attest deletion
of previously Attested records action or Reject Deleton
General Payments View All
Status Record Count | Action Required
Systemn Processing o Mo Action
Failed Validation [¥] Caorrection
Failed Maiching o] Correction
Ready for Submission o Final Submission
tation [v] Aftest
Return o Correction
Atestad T i} Mo Action
Total Payments o
Marked for Deletion Record Count | Action Required
1 Attester to confirm deletion Attester to Attest deletion
of previously Attested records action or Reject Deletion
Ownership or Investment Interest View Al
Status Record Count | Action Required
Systern Processing o] Mo Action
Failed Validation o Correction
Failed Maiching o] Correction
Ready for Submission o Final Submission
station [¥] Ajtest
Returni [v] Cormection
Attestad T o Mo Action
Total Payments o
Marked for Deletion Record Count | Action Required
1 Attester to confirm deletion Attester to Attest delstion
of previously Attested records action or Reject Deletion
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Step 4: Agree to statements on the “Attestation Agreement” page to complete attestation of no
payments or transfers of value by selecting options 1 through 3 and clicking the “Save’ button.

Figure X: Attestation Agreement Statements page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch Usar Type

Gt @

Home Submissions Review and Dispute Manage Entities My Profile
Resources
Attest No Payments or Transfers of Value PP Acos e OpenPaymens
k d User Guide [PDF]
. Meed help with th bsite?
ABCDE Medical 2023 ?  ContactUsbyemail
Review the Open Paymenis
If your entity doss not have any payments to report, please acknowlsdge fo the below attestation ﬂ Privacy Policy [PDF]

agreement.

Attestation Agreement

‘!‘ 1.1 attest that | am a Chief Executive Officer, Chief Financial Officer, Chief Compliance Officer, or
other Officer equivalent authorized representative for the reporting applicable manufacturer or
applicable group purchasing organization with the authority to attest to the information submitted
in the Open Payments system.

2.1 attest that, to the best of my knowledge, belief, and ability, my organization does not have
any reportable payments or transfers of value or ownership and investment interest to report for
the selected program year.

3. If | become aware of any information that my entity is required to report, | will submit this
information to CM3 as required per 42 CFR 402.908({hj){1), which states that "if an applicable
manufacturer or applicable group purchasing organization discovers an emror or omission in its
annual report, it must submit corrected information to CM S5 immediately upon confirmation of the
fTor or omission.”

Cancel
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You will be brought back to the “Review Records” page. A confirmation message will indicate that “You
have successfully updated the no PTOV indicator for the Program Year”. The Open Payments system will
send an email to all attester(s) notifying them of the success of the attestation.

Figure X: Reporting Entity Review Records Page

1) i ®

Home Submissions Review and Dispute Manage Entities

@

Resources

Summar‘y User Guide [FOF]
Confirmation: /

= You have successfully updated the no PTOV indicator for the Program Year 2023.

Meed help with the website?
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until re-attestation i= complete.

Records counted as "Marked for Deletion” are also included in the "Attested” (1) record count.

If you decide that your entity does NOT have payments or transfers of value (PTOV) or ownership and
investment interest to report for the current program year of previous program years, the userin an
“attester” role can attest by selecting the "Attest Mo FTOW™ button. This button will appear only when
there are no records submitted or the officer has not declared "no FTOV er ownership and invesiment
interest to report for any program year” from the "Manage Entities” page.

Mota: If the officer has already declared that your entity does not have any payments or transfars of
value or ownership and investment interest to report for the program year, but, payment records have
been submitt=d for the program y=ar, 35 an sttestes, may stest to the records by selecting "Begin
Atteststion of All Records” button. Upon selecting the button, you will receive a pop-up fo confirm that
you have records to atest for the selected program year. You can s=lect “Yes" to procesd with
attestation.
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Review and Dispute

Chapter 5: Review and Dispute for Applicable Manufacturers and
Applicable GPOs

This chapter provides information on the review, dispute, and correction process for applicable
manufacturers and applicable GPOs.

This chapter is divided into the following sections:

Review, Dispute, and Correction Overview provides information on the review and dispute process
within the Open Payments system.

Acknowledging Disputes and Resolving Disputes with No Change provides information on how
Applicable Manufacturers and Applicable GPOs can acknowledge and resolve disputes initiated by
physicians, NPPs, and teaching hospitals. The “resolved, no change” action acknowledges that the
applicable manufacturer or applicable GPO and the physician, NPPs, or teaching hospital have resolved
the dispute in accordance with the guidance in the Final Rule, and no changes to the data were needed.

Correction and Resolution of Disputed Data provides information on how Applicable Manufacturers
and Applicable GPOs can make corrections to disputed data to resolve disputes.

Section 5.1: Review, Dispute, and Correction Overview

When an applicable manufacturer or applicable GPO has submitted records regarding payments, other
transfers of value, or physician ownership or investment interests to the Open Payments system, the
physicians, NPPs and teaching hospitals identified in records have an opportunity to review those
records. If a physician or teaching hospital finds discrepancies with the submitted data, they can initiate
a dispute. Applicable Manufacturers and Applicable GPOs can then work with the disputing party to
resolve the dispute.

Note: A principal investigator may only dispute his or her association with a research payment record
and his or her own personal identifying information.

Records that have been delayed in publication can be reviewed and disputed by the covered recipients
identified in the record.

Dispute resolution takes place outside of the Open Payments system. Nevertheless, the status of the
dispute resolution should be captured within the Open Payments system.

CMS will not mediate disputes between covered recipients and reporting entities. Reporting entities
should work with the disputing party directly to resolve disputes. Only users who hold the role of
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submitter with the applicable manufacturer or applicable GPO will be able to perform activities related
to review, dispute, and correction of record(s).

The process is outlined in the figure below.

Figure 234: Review, Dispute, and Correction Process

Review Activities Dispute Activities Correction Activities
e Covered Recipients may e Physicians, NPPs, and teaching e Applicable Manufacturers
review data submitted about hospitals dispute information and Applicable GPOs work
them before it is published. reported about them or their with the disputing party to
institutions if they find correct disputed data, or
inaccuracies. agree that no change to data
L . is necessary to resolve the
e Principal investigators may only .
dispute their association with a dispute.
research payment record and e Applicable Manufacturers
their personal identifying and Applicable GPOs re-
information - they may not submit and attest to
dispute other information, such corrected records, if
as the amount. necessary.

5.1a: Review, Dispute and Correction Period

Each program year has a scheduled review, dispute, and correction period. This period begins with a 45-
day period for covered recipients to review, dispute, and work with the reporting entity to resolve the
dispute or disputes. Immediately following the initial 45-day period is an additional 15-day correction
period for reporting entities to make final corrections to records and resolve any active disputes.
Records that are flagged for delay in publication by the reporting entity are still eligible for review and
dispute by covered recipients.

Note that although there is a distinct review, dispute, and correction period, these activities can be
performed throughout the year. The designated review and dispute period only affects when and how
the dispute is displayed in the initial data publication and subsequent data refresh. For details on data
publication, and how the timing of disputes and corrections impacts how the data is published, refer to
the “Methodology and Data Dictionary Document” available on the Resources page of the Open
Payments website, at https://www.cms.gov/OpenPayments/Resources.

If you cannot resolve a dispute with a covered recipient within the 60-day review, dispute, and
correction period for a program year, all parties should continue to seek a resolution until the dispute is
resolved. Once the dispute is resolved and any necessary corrections are made, the data will be updated
in a subsequent publication based on when the corrections were made in the Open Payments system.

When a dispute resolution results in changes to or deletion of a record, Applicable Manufacturers and
Applicable GPOs must re-submit the record with the revisions to the Open Payments system. Then, the
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revised record must be re-attested to by the applicable manufacturer or applicable GPO to be
considered fully submitted.

5.1b: Review and Dispute Statuses

Records in the review and dispute process will have one of the following review and dispute statuses:

e Initiated: Indicates that a covered recipient has initiated a dispute against a record submitted by
an applicable manufacturer or applicable GPO.

e Acknowledged: Indicates that an applicable manufacturer or applicable GPO has received and
acknowledged a dispute initiated against them by a covered recipient.

e Resolved No Change: Indicates that the applicable manufacturer or applicable GPO and the
covered recipient have resolved the dispute in accordance with the guidance in the Final Rule
and no changes were made to the disputed record.

e Withdrawn: Indicates that a covered recipient has withdrawn a dispute they initiated against a
record submitted by an applicable manufacturer or applicable GPO.

e Resolved: Indicates that disputed data was corrected and then re-submitted and re-attested to
by the applicable manufacturer or applicable GPO.

This chapter explains how Applicable Manufacturers and Applicable GPOs acknowledge, resolve with no
change, and resolve disputes with corrections in the Open Payments system.

Email notifications are sent to alert Applicable Manufacturers, Applicable GPOs, physician, NPP, teaching
hospital, and principal investigator of review and dispute activities in the Open Payments system. These
emails contain information necessary to locate the record in the Open Payments system and may
contain contact information in the dispute details. The Reporting Entity Contact Information for
disputes, included in your entity’s profile, is available on the “Record ID” page of each individual record.

5.1c: Exporting Disputed Data

The Open Payments system now allows users to download disputed data into a separate CSV file.
Records are exported into a pipe (“|”) delimited CSV file by selecting the link labeled "Download
Disputes” from your entity’s “Review and Dispute” page. The file will be compressed into a ZIP file. It will
contain all data fields displayed in the table and other data elements related to the dispute.
Downloaded data files cannot exceed the acceptable limit of 20,000 records. If your record volume
exceeds the record limit, apply filtering criteria to create smaller subsets of records and download them
in multiple files. To download, select the “Download Disputes Zip File” hyperlink.
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Figure 235: Download Disputes Zip File Hyperlink

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ) B2

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review and Dispute - ABCDE Medical - 2021

Back

The table below contains the record(s) submitted by this reporting entity that have been disputed by physicians, teaching hospitals, non-physician practitioners, and
physician/ non-physician practitioner principal investigators.

Submitters for the reporting entity can take actions on the dispute(s) and edit the record under dispute. Once a disputed record is edited and reattested, the
associated dispute(s) on the record will move into Resolved status.

Please note: To view the entire table, use the horizontal scroll bar below the table.
Use the filtering tools below to customize your view of the disputed records.

You may export your search results by selecting the "Download Zip File" link. The downloadable file will be a CSV file compressed into a ZIP file. The file will
contain all data fields displayed in the table below and other data elements related to the record. A download file can include up to 20,000 records. To download more
than 20,000 records, adjust the filter criteria to create smaller subsets of records and download them in multiple files.

To view all fields for an individual record, select the "View" link under the Action column or the "Record D" link in the Record D column in the table below.

To perform any of the following actions, select the check box next to the Action column:

« To acknowledge a dispute, select the check box for the corresponding record and then select the "Acknowledge Dispute" button. This confirms that you have
received the dispute. To acknowledge all the disputes use the "Select All" check box. When a dispute is acknowledged, an email netification will be sent to the
covered recipient who initiated the dispute.

« To resolve a dispute, select the "Edit" link in the Action column of that record. An email notification will be sent to the covered recipient when a record is being
edited by the entity or when the record is deleted to resolve the dispute.

« To declare that the dispute has been resolved in accordance with the Final Rule without changing the data, select the check box next to the record and
then select the "Resolved No Change" button.

To return to the previous page, select the "Back" button.
For more information about the review and dispute process, including step-by-step instructions, refer to the Open Payments User Guide [PDF].
Applicable Manufacturer or Applicable GPO's Disputed Records

Dispute ID: Record ID: Home System Payment ID: File ID:
Maximum 38 digits Maximum 38 digits Maximum 38 digits

Covered Recipient First Name Covered Recipient LastName  Teaching Hospital Name:

Please Select v

Review and Dispute Status: Marked for Deletion: Payment Category: Recipient Type:

Initiated O Yes [ General Payments O Physician

Acknowledged O No [ Research Payments [J Teaching Hospital

Resolved No Change m] Ownership or Investment @] Non-Physician

Withdrawn

Interest Practitioner
Resolved -

Download Disputes Zip File| Search Clear All

Showing Results for:

[AN]
Acknowledge Dispute Resolved No Change Delete Selected Cancel Deletion
Showing | 10 v of 1Entries Page 10f1 Page 1 v
Select Home Total Payment Review Date Pu;:::z;: of
Al Action Record System Dispute | Recipient | Amount or Dollar | Value Of and Dispute History of Research Marked for
IDG Payment ID D¢ [+ Amount Invested | Interesty || Dispute " = Disputes . Deletion: ¢
L Initiated & Payment Indicator
[ <o Status &
<
O |Y™® |79200306 I L e P mitated [ 222107 view No No
Edit Ross o7
Showing | 10 v of 1Entries Page 10f1 Page 1 v
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Section 5.2: Acknowledging Disputes and Resolving Disputes with No Change

Applicable Manufacturers and Applicable GPOs have the option to acknowledge disputes initiated by
covered recipients. This status does not indicate agreement or acceptance of the dispute by the
reporting entity and is only meant to serve as a notification to the covered recipient that the dispute has
been received by the reporting entity. The acknowledgement email can serve as a receipt, confirming to
the disputing party that the record exists, and the dispute has been received.

When the dispute status is changed to “Acknowledged” or “Resolved, No Change,” the covered recipient
will receive an email notification of the status update. This email notification may help reduce the
chance of a covered recipient disputing a record multiple times, as they will receive notification that the
dispute review process is underway.

When a record undergoes revision to address a dispute, that record will be visible to the covered
recipient identified in it, under the “Deleted and In Progress Records” tab until the record is re-attested.
The record will return to the “Available for Review and Dispute” tab of the covered recipient view, only
after the record regains “attested” status.

The five steps of the process are given in the figure below.

Figure 236: Acknowledging Disputes and Resolving Disputes with No Change Process

View
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The specific steps to acknowledge a dispute and to set a disputed record to the status of “Resolved, No
Change,” are given below.
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5.2a: Acknowledging a Dispute

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “Review and Dispute” tab on the menu bar.

Figure 237: Review and Dispute Tab on Open Payments System Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1) ® > ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email

Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

L’» Access the Open Payments
?

Visit the Open Payments website at htips://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

‘You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1895, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Select the reporting entity name and the program year from the drop-down menus. When
finished, select the “Show Disputes” button. This will show users a list of all disputes for the selected
entity in that program year.

Figure 238: Show Disputes for and Program Year Fields on Review and Dispute Landing Page

1) ) B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Access the Open Payments
User Guide [PDF]

Review and Dispute Overview

Need help with the website?

Afield with an asterisk (*) is required. Contact Us by email

Applicable Manufacturer or Applicable GPO Records

Select a reporting entity and program year from the drop-down list below, then select "Show
Disputes”. This will display records relating to payments or other transfers of value, or ownership or
investment interests for the selected reporting entity and program year that are disputed.

Review the Open Payments
Privacy Policy [PDF]

B~V

The review and dispute process begins with an initial 45-day period for physicians, teaching
hospitals, non-physician practitioners, and principal investigators to review and dispute their data,
followed by a 15-day correction period for reporting entities to resolve disputes and make
necessary corrections to the data prior to publication.

Physicians, teaching hospitals, non-physician practitioners, and principal investigators may initiate
disputes with reporting entities from the start of the review and dispute period until the end of that
calendar year.

If any disputes are initiated for the first time after the 45-day review and dispute period and not
resolved within the 15-day correction period, the record will be published as not disputed in the
initial annual data publication for that year.

If any dispute results in a change to the covered recipient or principal investigator information, the
original record must be deleted and a new record submitted with the updated covered recipient
information.

Only records for which attestation was completed by the submission deadline of that calendar year
will be eligible for the review and dispute process for that calendar year.

For a complete list of review and dispute rules, refer to the Open Payments User Guide [PDF] .

*Show Disputes for:

*[ ABCDE Medical -

*Program Year:
* 2021 v

Show Disputes

Step 3: On the “Review and Dispute” page, find the disputed record(s) to acknowledge. Users may filter
the records using the search criteria options to help locate the correct record(s), such as filtering for
records with a Review and Dispute status of “Initiated.”

View details about a disputed record by selecting the “View” hyperlink for the record under the “Action”
column or by selecting the “Record ID” hyperlink under the “Record ID” column.

View the detailed history for a record’s disputes by selecting the “View” hyperlink for the record under
the “History of Disputes” column.

For instructions on how to export this data, see Section 5.1c.
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Figure 239: Search Button on Review and Dispute Reporting Entity Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} () £

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review and Dispute - ABCDE Medical - 2021

Back

The table below contains the record(s) submitted by this reporting entity that have been disputed by physicians, teaching hospitals, non-physician practitioners, and
physician/ non-physician practitioner principal investigators

Submitters for the reporting entity can take actions on the dispute(s) and edit the record under dispute. Once a disputed record is edited and reattested, the
associated dispute(s) on the record will move into Resolved status.

Please note: To view the entire table, use the horizontal scroll bar below the table.
Use the filtering tools below to customize your view of the disputed records.

You may export your search results by selecting the "Download Zip File" link. The downloadable file will be a CSV file compressed inta a ZIP file. The file will
contain all data fields displayed in the table below and other data elements related to the record. A download file can include up to 20,000 records. To download more
than 20,000 records, adjust the filter criteria to create smaller subsets of records and download them in multiple files.

To view all fields for an individual record, select the "View" link under the Action column or the "Record ID" link in the Record ID column in the table below.

To perform any of the following actions, select the check box next to the Action column:

« To acknowledge a dispute, select the check box for the corresponding record and then select the "Acknowledge Dispute” button. This confirms that you have
received the dispute. To acknowledge all the disputes use the "Select All" check box. When a dispute is acknowledged, an email notification will be sent to the
covered recipient who initiated the dispute

«+ Toresolve a dispute, select the "Edit" link in the Action column of that record. An email notification will be sent to the covered recipient when a record is being
edited by the entity or when the record is deleted fo resolve the dispute.

+ To declare that the dispute has been resolved in accordance with the Final Rule without changing the data, select the check box next to the record and
then select the "Resolved No Change" button.

To return to the previous page, select the "Back" button.
For more information about the review and dispute process, including step-by-step instructions, refer to the Open Payments User Guide [PDF].
Applicable Manufacturer or Applicable GPO's Disputed Records

Dispute ID: Record ID: Home System Payment ID: File ID:
Maximum 38 digits Maximum 38 digits Maximum 38 digits

Covered Recipient First Name  Covered Recipient Last Name  Teaching Hospital Name:

Please Select v
Review and Dispute Status: Marked for Deletion: Payment Category: Recipient Type:
Initiated 0 Yes [J General Payments [ Physician
Acknowledged O No [ Research Payments [J Teaching Hospital
Resolved No Change () Gwnership or Investment () Non-Physician
Withdrawn
Interest Practitioner
Resolved -
Download Disputes Zip File Clear All
Showing Results for:
[Al]
Acknowledge Dispute Resolved No Change Delete Selected Cancel Deletion
Showing | 10 +| of 1 Entries Page 1 0f 1 Page 1 v
Delay i
Home Total Payment Review e ay n
Select _ - Date . Publication of
Al | Action Record System Dispute | Recipient | Amount or Dollar | Value Of and Dispute History of Research Marked for
D¢ Payment ID D¢ 0 Amount Invested | Interest(| Dispute o P! Disputes 5 Deletion: ¢
L] Initiated & Payment Indicator
o o Status ¢
<
Vi Brand 2021-07-
o 179200396 535 | o |s76,767.22 Initiated View No No
Edit Ross o7
showing | 10 v of 1 Entries Page 1 of 1 Page 1 v
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Step 4: Select the disputed record(s) to acknowledge, and then select “Acknowledge Dispute.” Note:
Record(s) must be in “Initiated” status to acknowledge dispute(s).

Figure 240: Acknowledge Dispute Button on Acknowledge Dispute" Button on Review and Dispute
Reporting Entity Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

10 ® 4

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review and Dispute - ABCDE Medical - 2021

Back

The table below contains the record(s) submitted by this reporting entity that have been disputed by physicians, teaching hospitals, non-physician practitioners, and
physician/ non-physician practitioner principal investigators

Submitters for the reporting entity can take actions on the dispute(s) and edit the record under dispute. Once a disputed record is edited and reattested, the
associated dispute(s) on the record will move into Resolved status.

Please note: To view the entire table, use the horizontal scroll bar below the table.

Use the filtering tools below to customize your view of the disputed records.

You may export your search results by selecting the "Download Zip File" link. The downloadable file will be a CSV file compressed into a ZIP file. The file will
contain all data fields displayed in the table below and other data elements related to the record. A download file can include up to 20,000 records. To download more
than 20,000 records, adjust the filter criteria to create smaller subsets of records and download them in multiple files.

To view all fields for an individual record, select the "View" link under the Action column or the "Record ID" link in the Record ID column in the table below.

To perform any of the following actions, select the check box next to the Action column:

« To acknowledge a dispute, select the check box for the corresponding record and then select the "Acknowledge Dispute” button. This confirms that you have
received the dispute. To acknowledge all the disputes use the "Select All" check box. When a dispute is acknowledged, an email notification will be sent to the
covered recipient who initiated the dispute.

« To resolve a dispute, select the "Edit" link in the Action column of that record. An email notification will be sent to the covered recipient when a record is being
edited by the entity or when the record is deleted to resolve the dispute.

« To declare that the dispute has been resolved in accordance with the Final Rule without changing the data, select the check box next to the record and
then select the "Resolved No Change" button.

To retum to the previous page, select the "Back” button.
For more information about the review and dispute process, including step-by-step instructions, refer to the Open Payments User Guide [PDF]
Applicable Manufacturer or Applicable GPO's Disputed Records

Dispute ID: Record ID: Home System Payment ID: File ID:
Maximum 38 digits Maximum 38 digits Maximum 38 digits

Covered Recipient First Name  Covered Recipient Last Name  Teaching Hospital Name:

Please Select v

Review and Dispute Status: Marked for Deletion: Payment Category: Recipient Type:

Initiated O Yes [ General Payments ) Physician

Acknowledged O No [ Research Payments [ Teaching Hospital

Resolved No Change ) ownership or Investment () Non-Physician

Withdrawn

Resolved Interest Practitioner

Download Disputes Zip File  Search Clear All

Showing Results for:
[AIl]

Acknowledge Dispute Resolved No Change Delete Selected ‘Cancel Deletion

Showing | 10 v of 1 Entries Page 1 of 1 Page 1 v
Delay il
Select it oy ment Rt Date Publiec:ri;: of
Al | Action Record System Dispute | Recipient | Amount or Dollar | Value Of and Dispute History of Research Marked for
0 Do Payment ID Do 0 Amount Invested | Interesto | Dispute ” = Disputes N Deletion: &
Initiated ¢ Payment Indicator
% & Status ¢
<°
Vi Brand 2021-07-
0 W 79200396 5365 | oo |s76,767.22 Initiated View No No
Edit Ross o7
Showing | 10 v of 1 Entries Page 10f1 Page 1 v
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Step 5: Review the information displayed on the “Acknowledge Dispute” page. When finished, select the
“Acknowledge” button.

Figure 241: Acknowledge Button on Acknowledge Disputes Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ) > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Acknowledge Dispute

ABCDE Medical - 2021

Back

Select the "Acknowledge" button to acknowledge the disputed records initiated by the physician, non-physician practitioner, or
teaching hospital. Once the dispute is acknowledged, the Review and Dispute status for the record will be displayed as
"Acknowledged".

To return to the previous page, select "Cancel."

For more information about the review and dispute process, refer to the Open Payments User Guide [PDF].

Acknowledge the following disputes:

Dispute ID Record ID Date of Amount ($) Covered Review and Record Status Date Dispute
Payment Recipient Dispute Status Initiated
5365 79200396 2021-01-01 $76,767.22 Brandon Ross  Initiated Attested 2021-07-07
Cancel Acknowledge
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The following confirmation message will be displayed. An email notification will be sent to the covered
recipient informing them that their dispute has been acknowledged.

Figure 242: Acknowledge Confirmation Message

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} @ £

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review and Dispute - ABCDE Medical - 2021

Confirmation:

« You have y ged the selected dispute(s). An email has been sent to notify the disputing physician, non-physician practitioner,
or teaching hospital.

Back

The table below contains the record(s) submitted by this reporting entity that have been disputed by physicians, teaching hospitals, non-physician practitioners, and
physician/ non-physician practitioner principal investigators.

Submitters for the reporting entity can take actions on the dispute(s) and edit the record under dispute. Once a disputed record is edited and reattested, the
associated dispute(s) on the record will move into Resolved status.

Please note: To view the entire table, use the horizontal scroll bar below the table.
Use the filtering tocls below to customize your view of the disputed records.

You may export your search results by selecting the "Download Zip File" link. The downloadable file will be a CSV file compressed into a ZIP file. The file will
contain all data fields displayed in the table below and other data elements related to the record. A download file can include up to 20,000 records. To download more
than 20,000 records, adjust the filter criteria to create smaller subsets of records and download them in multiple files.

To view all fields for an individual record, select the "View" link under the Action column or the "Record ID" link in the Record ID column in the table below.

To perform any of the following actions, select the check box next to the Action column:

« To acknowledge a dispute, select the check box for the corresponding record and then select the "Acknowledge Dispute” button. This confirms that you have
received the dispute. To acknowledge all the disputes use the "Select All" check box. When a dispute is acknowledged, an email notification will be sent to the
covered recipient who initiated the dispute.

To resolve a dispute, select the "Edit" link in the Action column of that record. An email notification will be sent to the covered recipient when a record is being
edited by the entity or when the record is deleted to resolve the dispute.

To declare that the dispute has been resolved in accordance with the Final Rule without changing the data, select the check box next to the record and
then select the "Resolved No Change” button.

To return to the previous page, select the "Back" button.

For more information about the review and dispute process, including step-by-step instructions, refer to the Open Payments User Guide [PDF].

Applicable Manufacturer or Applicable GPO's Disputed Records

Dispute ID: Record ID: Home System Payment ID: File ID:
Maximum 38 digits Maximum 38 digits Maximum 38 digits

Covered Recipient First Name  Covered Recipient Last N\ame  Teaching Hospital Name:

Please Select v

Review and Dispute Status: Marked for Deletion: Payment Category: Recipient Type:

Initiated O Yes (O General Payments O Pnysician

Acknowledged O No ([ Research Payments J Teaching Hospital

Resolved No Ghange O Ownership or Investment ) Non-Physician

‘Withdrawn

Interest Practitioner
Resolved -
Download Disputes Zip File Search Clear All
Showing Results for:
[AIll]
Acknowledge Dispute Resolved No Change Delete Selected Cancel Deletion
Showing | 10 + of 1Entries Page 1 of 1 Page 1 v
Delay in
Home Total Payment . e

Eelect " Record System Dispute | Recipient ‘Amount or A @5 !?evlew e Da B History of RIS Marked for

All Action Interest | Dispute Status | Dispute N Research ~

@ IDs PaymentID| D& £l Dollar Amount N Disputes Deletion: &

N Investedd £ £ Initiated ¢ Payment
> > Indicator¢
View Brandon 2021-07-
O .
Edit 79200396 5365 Ross $76,767.22 4 *.Acknowledged o7 View No No
Showing | 10 v of 1 Entries Page 1 of 1 Page 1 v
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5.2b: Resolved, No Change Disputes

The “Resolved, No Change” status means that the applicable manufacturer or applicable GPO and the
physician, NPP, teaching hospital, or principal investigator have resolved the dispute in accordance with
the guidance in the Final Rule, and the record in the Open Payments system does not require correction.

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials and
navigate to the Open Payments home page, and select the “Review and Dispute” tab on the menu bar.

Figure 243: Review and Dispute Tab on Open Payments System Landing Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Home Submissions

2 ) 3 ©)

Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email
Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

B Access the Open Payments
?
H

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

‘You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1895, no persons are required to respond to a
collection of information unless it displays a valid OMB contral number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: Select the reporting entity name and the program year from the drop-down menus. When
finished, select “Show Disputes.” This will show you a list of all disputes for the selected entity in that
program year.

Figure 244: Review and Dispute Landing Page

1) ) B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Access the Open Payments
User Guide [PDF]

Review and Dispute Overview

Need help with the website?

Afield with an asterisk (*) is required. Contact Us by email

Applicable Manufacturer or Applicable GPO Records

Select a reporting entity and program year from the drop-down list below, then select "Show
Disputes”. This will display records relating to payments or other transfers of value, or ownership or
investment interests for the selected reporting entity and program year that are disputed.

Review the Open Payments
Privacy Policy [PDF]

B~V

The review and dispute process begins with an initial 45-day period for physicians, teaching
hospitals, non-physician practitioners, and principal investigators to review and dispute their data,
followed by a 15-day correction period for reporting entities to resolve disputes and make
necessary corrections to the data prior to publication.

Physicians, teaching hospitals, non-physician practitioners, and principal investigators may initiate
disputes with reporting entities from the start of the review and dispute period until the end of that
calendar year.

If any disputes are initiated for the first time after the 45-day review and dispute period and not
resolved within the 15-day correction period, the record will be published as not disputed in the
initial annual data publication for that year.

If any dispute results in a change to the covered recipient or principal investigator information, the
original record must be deleted and a new record submitted with the updated covered recipient
information.

Only records for which attestation was completed by the submission deadline of that calendar year
will be eligible for the review and dispute process for that calendar year.

For a complete list of review and dispute rules, refer to the Open Payments User Guide [PDF] .

*Show Disputes for:

*[ ABCDE Medical -

*Program Year:
* 2021 v

Show Disputes

Step 3: On the “Review and Dispute” page, find the disputed record(s) to resolve without changing.
Users may filter the records by using the search criteria options to help locate the correct record(s), such
as filtering for records with a Review and Dispute status of “Initiated” or “Acknowledged.

View details about a disputed record by selecting the “View” hyperlink for the record under the “Action”
column or by selecting the “Record ID” hyperlink under the “Record ID” column.

View the detailed history for a record’s dispute by selecting the “View” hyperlink for the record under
the “History of Disputes” column.
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Step 4: Select the disputed record(s) users wish to resolve with no changes, and then select the
“Resolved No Change” button.

Note: Disputed Record(s) must be in “Initiated” or “Acknowledged” status to resolve dispute(s) with no
changes.

Users may only resolve disputes with no changes if the reporting entity and the disputing covered
recipient have resolved the dispute in accordance with the guidance in the Final Rule.

For instructions on how to export this data, see Section 5.1c.
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Figure 245: Resolved no Change on Review and Dispute Reporting Entity Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1N ® £ @

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review and Dispute - ABCDE Medical - 2021

Back

The table below contains the record(s) submitted by this reporting entity that have been disputed by physicians, teaching hospitals, non-physician practitioners, and
physician/ non-physician practitioner principal investigators.

Submitters for the reporting entity can take actions on the dispute(s) and edit the record under dispute. Once a disputed record is edited and reattested, the
associated dispute(s) on the record will move into Resolved status.

Please note: To view the entire table, use the horizontal scroll bar below the table.

Use the filtering tools below to customize your view of the disputed records.

You may export your search results by selecting the "Download Zip File" link. The downloadable file will be a CSV file compressed into a ZIP file. The file will
contain all data fields displayed in the table below and other data elements related to the record. A download file can include up to 20,000 records. To download more
than 20,000 records, adjust the filter criteria to create smaller subsets of records and download them in multiple files.

To view all fields for an individual record, select the "View" link under the Action column or the "Record ID" link in the Record ID column in the table below.

To perform any of the following actions, select the check box next to the Action column:

« To acknowledge a dispute, select the check box for the corresponding record and then select the "Acknowledge Dispute” button. This confirms that you have
received the dispute. To acknowledge all the disputes use the "Select All" check box. When a dispute is acknowledged, an email netification will be sent to the
covered recipient who initiated the dispute.

« Toresolve a dispute, select the "Edit" link in the Action column of that record. An email notification will be sent to the covered recipient when a record is being
edited by the entity or when the record is deleted to resolve the dispute.

« To declare that the dispute has been resolved in accordance with the Final Rule without changing the data, select the check box next to the record and
then select the "Resolved No Change" button.

To return to the previous page, select the "Back" button.
For more information about the review and dispute process, including step-by-step instructions, refer to the Open Payments User Guide [PDF].
Applicable Manufacturer or Applicable GPO's Disputed Records

Dispute ID: Record ID: Home System Payment ID: File ID:
Maximum 38 digits Maximum 38 digits Maximum 38 digits

Covered Recipient First Name  Covered Recipient Last Name  Teaching Hospital Name:

Please Select v

Review and Dispute Status: Marked for Deletion: Payment Category: Recipient Type:

Initiated [ Yes [J General Payments [J Physician

Acknowledged O No () Research Payments [J Teaching Hospital

Resolved No Change ) ownership or Investment  [J Non-Physician

Withdrawn

Interest Practitioner
Resolved -
Download Disputes Zip File Search Clear All

Showing Results for:

[AIl]
Acknowledge Dispute Resolved Ne Change Delete Selected ‘Cancel Deletion
Showing | 10 v of1Entries Page 1 0f 1 Page 1 v
_ Delay in
Select GRS U RS G Date Publication of
Al | Action Record System Dispute | Recipient | Amount or Dollar | Value Of and Dispute History of Research Marked for
0 D& Payment ID Do O Amount Invested | Interest¢| Dispute . = Disputes N Deletion: &
Initiated & Payment Indicator
o o Status¢
¢
Vi Brandi 2021-07-
m] ' 70200396 5365 [t 57676722 Initiated View No No
Edit Ross o7
Showing | 10 v of 1 Entries Page 10f1 Page 1 v
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Step 5: In the “Reason for dispute resolution with no change to the data” box, enter the reason the
dispute has been resolved with no changes. When finished, select the “Resolved No Change” button.

The text box can contain up to 4,000 characters, including spaces. All special characters found on a
standard U.S. keyboard can be used, not including ALT+NUMPAD ASCII Key characters.

The record’s review and dispute status will change to “Resolved No Change.” An email notification will
be sent to the covered recipient informing them that their dispute has been resolved with no changes
made to the data. The email will include the explanation provided in the “Reason for dispute resolution
with no change to the data” box. If disputes on multiple records are resolved without changes in the
same action (e.g., multiple records are selected and then the “Resolved No Change” button is selected),
the explanation provided in the “Reason for dispute resolution with no change to the data” text will be
sent to all the covered recipients included in the disputes marked as “Resolved No Change.”

If the reasons for dispute resolution vary for each record disputed, perform the actions above
separately for each dispute to ensure the correct reasons are provided to the correct disputing
physicians, NPP, teaching hospitals (including principal investigators); otherwise, the disputing
covered recipient may see an explanation that was meant for a different covered recipient.
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Figure 246: Reason for Dispute Resolution with No Change to the Data Text Box

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1N ) B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Resolved No Change

Afield with an asterisk (*) is required.

ABCDE Medical - 2021

Back

Areporting entity should select "Resolved No Change" to acknowledge that the reporting entity and the covered recipient
have resolved the dispute in accordance with the guidance in the Final Rule. This action should only be taken when
dispute resolution does not require a change to the data by the reporting entity.

In the free-form text box below, enter the reason(s) why the dispute has been resolved with no changes to the data. The text
box can contain up to 4,000 characters, including spaces.

For example, the explanation for a dispute that has been resolved with no change to the data could say: "This dispute is
resolved with no changes made to the data because there is now agreement relating to the reported payment amount. The
covered recipient was able to verify that the payment amount of "six thousand and five hundred dollars" dollars is correct.
Therefore, we are moving forward with resolving the dispute without changing the data." After entering reasons into the text
box, select "Resolved No Change".

Note that the contents of the "Reason for dispute resolution with no change to the data" box will be sent in an email to the
physician, teaching hospital, non-physician practitioner, or principal investigator who disputed the record(s).

As aresult, it is strongly recommended that the user selecting "Resolved No Change" refrain from making that selection across
multiple covered recipients at the same time. The same text used in the "Reason for dispute resolution with no change to the
data" box will be sent to all of the physicians, teaching hospitals, non-physician practitioner, or principal investigators whose
disputes were assigned "Resolved No Change" status at that time. If you have multiple covered recipients, it is recommended
that you repeat the "Resolved No Change" process for each individual covered recipient.

Once the action is confirmed by the selection of "Resolved No Change," the status of the dispute status will be displayed as
"Resolved No Change."

To return to the previous page, select "Cancel." Open Payments User Guide [PDF].

Resolve the following disputes with no changes to the data:

Dispute ID Record Date of Amount Recipient Review and Dispute Record Dispute Date
D Payment (€3] Status Status Initiated
5365 798200396 2021-01-01 $76,767.22 Brandon Acknowledged Attested 2021-07-07
Ross

*Reason for dispute resolution with no change to the data <
4,000 characters maximum. Characters entered over this limit will not be saved.

4000 characters remaining

Cancel Resolved No Change
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The following confirmation message will be displayed on the page.

Figure 247: resolved no change confirmation message

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Swiich User Type

1N

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Review and Dispute - ABCDE Medical - 2021

Confirmation:

« You have successfully resolved the selected dispute(s) with no changes to the data. An email has been sent to notify the covered recipient.

Back
The table below contains the record(s) submitted by this reporting entity that have been disputed by physicians, teaching hospitals, non-physician practitioners, and
physician/ non-physician practitioner principal investigators.

Submitters for the reporting entity can take actions on the dispute(s) and edit the record under dispute. Once a disputed record is edited and reattested, the
associated dispute(s) on the record will move into Resolved status.

Please note: To view the entire table, use the horizontal scroll bar below the table.
Use the filtering tools below to customize your view of the disputed records.

You may export your search results by selecting the "Download Zip File" link. The downloadable file will be a CSV file compressed into a ZIP file. The file will
contain all data fields displayed in the table below and other data elements related to the record. A download file can include up to 20,000 records. To download more
than 20,000 records, adjust the filter criteria to create smaller subsets of records and download them in multiple files.

To view all fields for an individual record, select the "View" link under the Action column or the "Record ID" link in the Record ID column in the table below.

To perform any of the following actions, select the check box next to the Action column:

« To acknowledge a dispute, select the check box for the corresponding record and then select the "Acknowledge Dispute” button. This confirms that you have
received the dispute. To acknowledge all the disputes use the "Select All" check box. When a dispute is acknowledged, an email notification will be sent to the
covered recipient who initiated the dispute.

« Toresolve a dispute, select the "Edit" link in the Action column of that record. An email nofification will be sent to the covered recipient when a record is being
edited by the entity or when the record is deleted to resolve the dispute.

« To declare that the dispute has been resolved in accordance with the Final Rule without changing the data, select the check box next to the record and
then select the "Resolved No Change" button.

To return to the previous page, select the "Back" button.

For more information about the review and dispute process, including step-by-step instructions, refer to the Open Payments User Guide [PDF]

Applicable Manufacturer or Applicable GPO's Disputed Records

Dispute ID: Record ID: Home System Payment ID: File ID:
Maximum 38 digits Maximum 38 digits Maximum 38 digits

Covered Recipient First Name  Covered Recipient Last Name  Teaching Hospital Name:

Please Select v
Review and Dispute Status: Marked for Deletion: Payment Category: Recipient Type:
Initiated O Yes [J General Payments J Physician
Acknowledged O No [ Research Payments ([ Teaching Hospital
Resolved No Change ) Ownership or Investment () Non-Physician
‘Withdrawn
Interest Practitioner
Resolved -
Download Disputes Zip File Search Clear All
Showing Results for:
[ANl]
Acknowiledge Dispute Resolved No Change Delete Selected Cancel Deletion
Showing | 10 v| of 1Entries Page 10f1 Page 1 v
Delay in
Home Total Payment
Select Revi d Date Publication of
::c Action Record System Dispute | Recipient | Amount or Dollar | Value Of EDV::L:: Dispute History of uR;::;::' Marked for
& o & & 5 i
0 D& Paylrfnt Df D& < Amounllnvested Interests Statuss | Initiateds Disputes T Deletion: &
M & °
- -07-
0 [Vev 10030 L > | Resolved No [2021-07- | o No
Edit Ross Change 07
Showing | 10 + of 1Entries Page 1 0f 1 Page 1 v
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Note that the covered recipient may initiate a new dispute for the same record if the dispute has not
been resolved to their satisfaction.

Section 5.3: Correction, Resolution, and Deletion of Submitted Payment Data

Once a dispute is initiated by the covered recipient, the reporting entity should work directly with the
disputing party to correct the disputed data. CMS will not mediate disputes between covered recipients
and reporting entities.

If a correction to a record is needed to resolve a dispute, the corrected record must be re-submitted and
then re-attested. If the re-submission is made via bulk file upload, the “Record ID” for the record(s) must
be included in the re-submission. If the re-submission is made manually, the record(s) should be in the

Open Payments system and edited using the edit function. See Section 5.3a below for more information.

If the dispute is due to the Physician Demographic Information being incorrect, the record must be
deleted and the updated record with the correct demographic information must be resubmitted. To
delete a record from the “Review and Dispute” tab, see Section 4.9c.

After re-attestation to the corrected records is complete, the covered recipient will receive an email
notification that the record(s) has been edited and the dispute resolved. If to resolve the dispute the
record needs to be deleted, the system will notify the covered recipient when a disputed record is
deleted.

The five steps of the correction and resolution process are given in the figure below.

Figure 248: Correction and Resolution Process

Log in to
Open
Payments
system

Select Entity Edit Records Resubmit Re-attest to
and Program in Bulk File Updated Resubmitted
Year or GUI Data Data

Note: If the dispute resolution changes any of the fields that identify the covered recipient, the
original record must be deleted and resubmitted as a new record.

For physicians (including principal investigators), these identifying fields are First Name, Last Name, NP,
License State, and License Number.

For NPPs (including principal investigators), these identifying fields are First Name, Last Name, NP,
License State, and License Number.

For teaching hospitals, these identifying fields are Teaching Hospital Name, the hospital address fields,
and Taxpayer Identification Number.
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Deletion and resubmission may affect the publication timing of the record. Refer to the “Methodology
and Data Dictionary Document” available on the Resources page of the Open Payments website, at
https://www.cms.gov/OpenPayments/Resources, for publication rules.

5.3a: Edit Information and Resubmit Record
Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,

navigate to the Open Payments home page, and select the “Review and Dispute” tab on the menu bar.

Figure 249: Review and Dispute Tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

A ® B2 ®

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email
Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

L» Access the Open Payments
?

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concerning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.

Step 2: Select the reporting entity name and the program year for which you wish to view disputes from
the drop-down menus. When finished, select the “Show Disputes” button.
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Figure 250: Show Dispute for and Program Year Drop-Down

1) ) £ ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Access the Open Payments
User Guide [PDF]

Review and Dispute Overview

Need help with the website?

Afield with an asterisk (*) is required. Contact Us by email

Applicable Manufacturer or Applicable GPO Records

Select a reporting entity and program year from the drop-down list below, then select "Show
Disputes". This will display records relating to payments or other transfers of value, or ownership or
investment interests for the selected reporting entity and program year that are disputed.

Review the Open Payments
Privacy Policy [PDF]

- R B

The review and dispute process begins with an initial 45-day period for physicians, teaching
hospitals, non-physician practitioners, and principal investigators to review and dispute their data,
followed by a 15-day correction period for reporting entities to resolve disputes and make
necessary corrections to the data prior to publication.

Physicians, teaching hospitals, non-physician practitioners, and principal investigators may initiate
disputes with reporting entities from the start of the review and dispute period until the end of that
calendar year.

If any disputes are initiated for the first time after the 45-day review and dispute period and not
resolved within the 15-day correction period, the record will be published as not disputed in the
initial annual data publication for that year.

If any dispute results in a change to the covered recipient or principal investigator information, the
original record must be deleted and a new record submitted with the updated covered recipient
information.

Only records for which attestation was completed by the submission deadline of that calendar year
will be eligible for the review and dispute process for that calendar year.

For a complete list of review and dispute rules, refer to the Open Payments User Guide [PDF] .

*Show Disputes for:

*[ ABCDE Medical v

*Program Year:
_’ 2021 v

Show Disputes

Step 3: On the Review and Dispute page, you will see a list of all data disputes that were initiated by
covered recipients.

To view details about a disputed record, select the “View” hyperlink under the “Actions” column. Users
can also view the detailed history for a record’s disputes by selecting the “View” link under the “History
of Disputes” column. For dispute resolution, a useful filter would be to filter for records with a “Review
and Dispute Status” of “Acknowledged” and/or “Initiated,” as you can only update and/or correct
record(s) with a review and dispute status of “Initiated” or “Acknowledged.” For instructions on how to
export this data, see Section 5.1c.

To manually edit a record, select the “Edit” hyperlink under the “Actions” column and edit the
appropriate fields. For instructions on how to manually edit a record, see Section 4.8b. To manually
delete a record, follow the instructions in Section 4.9c.
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Figure 251: Edit Hyperlink

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type
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Review and Dispute - ABCDE Medical - 2021

Back

The table below contains the record(s) submitted by this reporting entity that have been disputed by physicians, teaching hospitals, non-physician practitioners, and
physician/ non-physician practitioner principal investigators.

Submitters for the reporting entity can take actions on the dispute(s) and edit the record under dispute. Once a disputed record is edited and reattested, the
associated dispute(s) on the record will move into Resolved status.

Please note: To view the entire table, use the horizontal scroll bar below the table.
Use the filtering tools below to customize your view of the disputed records.

You may export your search results by selecting the "Download Zip File" link. The downloadable file will be a CSV file compressed into a ZIP file. The file will
contain all data fields displayed in the table below and other data elements related to the record. A download file can include up to 20,000 records. To download more
than 20,000 records, adjust the filter criteria to create smaller subsets of records and download them in multiple files.

To view all fields for an individual record, select the "View" link under the Action column or the "Record ID" link in the Record ID column in the table below.

To perform any of the following actions, select the check box next to the Action column:

« To acknowledge a dispute, select the check box for the corresponding record and then select the "Acknowledge Dispute" button. This confirms that you have
received the dispute. To acknowledge all the disputes use the "Select All" check box. When a dispute is acknowledged. an email notification will be sent to the
covered recipient who initiated the dispute.

« Toresolve a dispute, select the "Edit" link in the Action column of that record. An email notification will be sent to the covered recipient when a record is being
edited by the entity or when the record is deleted to resolve the dispute.

« To declare that the dispute has been resolved in accordance with the Final Rule without changing the data, select the check box next to the record and
then select the "Resolved No Change" button.

To return to the previous page, select the "Back" button.

For more information about the review and dispute process, including step-by-step instructions, refer to the Open Payments User Guide [PDF].

Applicable Manufacturer or Applicable GPO's Disputed Records

Dispute ID: Record ID: Home System Payment ID: File ID:
Maximum 38 digits Maximum 38 digits Maximum 38 digits

Covered Recipient FirstName Covered Recipient Last Name  Teaching Hospital Name:

Please Select v
Review and Dispute Status: Marked for Deletion: Payment Category: Recipient Type:
Initiated O Yes (J General Payments O physician
Acknowledged O No [ Research Payments [ Teaching Hospital
Resolved No Change ) Ownership or Investment () Non-Physician
‘Withdrawn
Interest Practitioner
Resolved -
Download Disputes Zip File Search Clear All
Showing Results for:
[AI]
Acknowledge Dispute Resolved No Change Delete Selected Cancel Deletion
Showing | 10 v of1Entries Page 1 0f 1 Page 1 v
Select GIEIS N RIETS (== Date Pu;iecl:::i::; of
Al Action Record System Dispute | Recipient | Amount or Dollar | Value Of and Dispute History of Research Marked for
0 DG Payment ID Do [} Amount Invested | Interest$| Dispute "™ : Disputes - Deletion: ¢
Initiated & Payment Indicator
o o Status¢
[N <°
Vi Brandi 2021-07-
O % 79200396 5365 | [s7e.767.22 Initiated View No No
Edit Ross o7
Showing | 10 v of1Entries Page 10f 1 Page 1 v

To edit a record via bulk file upload, create a bulk data file that contains the records to be corrected. In
each record in this bulk file, you must set the “Resubmission Indicator” to "Y" and enter the original
“Record ID” created by the Open Payments system in the "Resubmitted Payment Record ID" field. This is
necessary for the system to accept the record as a re-submission and not create a new record. Once you
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have prepared the re-submission file, submit the file per the standard file submission process. For
detailed instructions on how to submit a bulk data file, see Section 4.4.

Note: Fields that identify the record’s covered recipient including principal investigators cannot be
changed once a record is in a “Ready for Attestation” or “Attested” status. If those fields need to be
corrected, the original record must be deleted and then re-submitted as a new record. The relevant
fields are as follows:

For physicians (including principal investigators), these identifying fields are First Name, Last Name,
National Provider Identifier (NPI), License State, and License Number.

For NPPs (including principal investigators), these identifying fields are First Name, Last Name, National
Provider Identifier (NPI), License State, and License Number.

For teaching hospitals, these identifying fields are Teaching Hospital Name, the hospital address fields,
and Taxpayer ldentification Number.

If a reporting entity user edits or deletes a disputed record, an email notification is sent to the covered
recipient who initiated the dispute. If the individual who initiated the dispute is a physician’s or NPP’s
authorized representative with dispute access, an email notification is sent to the physician or NPP listed
on the record as well. Email notifications are also sent to principal investigators and teaching hospital
authorized officials/representatives who disputed a record. All users that have an active dispute for that
record will be notified only once per record.

Resubmission and deletion may affect the publication timing of the record. Refer to the “Methodology
and Data Dictionary Document” available on the Resources page of the Open Payments website, at
https://www.cms.gov/OpenPayments/Resources for data publication rules.

The dispute history of a record that has been updated will show versions of the record prior to the re-
submission as having a status of “Inactive.”

Once the record has been changed, it must be re-attested to be made available to the covered recipient
under the “Available for Review and Dispute” tab, and the dispute is considered resolved. Until then, the
record will be available to the physician, NPP or teaching hospital under the “Deleted and In-progress
Records” tab with an “In Progress” status. See Section 5.3b.

5.3b: Re-Submission and Re-Attestation

Entities submitting corrected data must both re-submit and re-attest to the corrected data for the
updates to be included in the public posting. Once re-attestation is complete, the records will be
automatically placed in a review and dispute status of “Resolved.” No further action is needed from the
reporting entity.

It is strongly recommended that you do not delete the original record and replace it with a new one,
unless the dispute resolution changes any of the fields that identify the covered recipient in that record.
In such cases, the original record must be deleted and resubmitted as a new record.
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If a record is deleted and replaced after the submission closing date, the Open Payments system will
treat the record as a newly arriving late record rather than a correction. The new records will not be
included in the current publication cycle and will be identified as eligible for review and dispute for a
future publication. Once a record is deleted, it will no longer be visible to the covered recipient
identified in it under the “Available for Review and Dispute” tab. The record will display under the
“Deleted and In-progress Records” tab with status “Deleted”. Any disputes associated with the deleted
record will not be available once the record has been deleted. A record marked for deletion but not yet
deleted is still visible to the covered recipient identified in it “Available for Review and Dispute” tab.

The attester will need to re-attest to the accuracy of all re-submitted or deleted data. An attester can
only attest to records that have been successfully submitted and validated. Additionally, the attester
may decline to attest and request that some or all the data submitted be returned to the submitter for
corrections and review. The attester can select one or more records to return to the submitter and then
select the “Return to Submitter” button. The submitter must perform the corrective actions requested
by the attester or indicate that no action is required, then select the “Return to Attester” button to
notify the attester that records are ready for attestation. For more detailed instructions on attestation
of data, see Section 4.14.

For detailed instructions on submitting data, see Chapter 4. For details on how data resubmission affects
publication dates, refer to the “Methodology and Data Dictionary Document” available on the Resources
page of the Open Payments website, at https://www.cms.gov/OpenPayments/Resources.
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Chapter 6: Messages and Compliance

This chapter provides detailed information on how Applicable Manufacturers and Applicable GPOs can
track system generated emails for all users and how to review and download electronic correspondence
uploaded by the CMS compliance team using the Messages tab. Note: Only the officer and/or
compliance user can access compliance messages upon successful acceptance of the role.

This chapter is divided into the following sections:

System Tab contains information on system generated email notifications sent and how to search for
and view emails sent by the Open Payments system in the past 12 months.

o Compliance Tab - contains information on the compliance related communications sent
by the CMS Compliance Team to Applicable Manufacturers and Applicable GPOs on how
to view compliance communication information, download associated communication
documents, respond, and upload a file to be viewed by the CMS Compliance Team.

6.1: System Tab

Reporting entity users can view system generated messages sent in the past 12 months to any role
within the reporting entity. A system generated email is an email generated by the Open Payments
System in response to any action performed in the Open Payments system. For example, during the
registration process, once a reporting entity registers on the CMS Open Payments system, an email is
sent out to the reporting entity confirming registration. This is a system generated email that can be
viewed on the “System” tab. NOTE: only the officer and the compliance role will be able to view both
the system and compliance tab on the “Messages” home page.

The “System” tab is accessible from the “Messages” home page. The “Messages” home page is
accessible by clicking the “Messages” tab from the CMS Open Payments home screen banner on the
CMS Open Payments home page. Once you are redirected to the “Messages” page from the CMS Open
Payments home page, click on the “System” tab to view the following searchable fields: (1) Entity Name,
(2) File ID, (3) Record ID, (4) Message Category, and (5) Payment Category. All these fields are optional
to refine your search.

If you are not actively associated with any entity, onscreen text is displayed explaining that you are not
currently actively associated with any organization. In this case, the search criteria and table are not
displayed.

If you are actively associated with at least one entity, on landing, you are presented with only the search
criteria. You are required to select values from the search criteria and select the “Search” button before
system generated messages are displayed in the result data table. There are no default results on page
landing.
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6.1a: Instructions for searching messages

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “Messages” tab.

Figure 252: Messages Tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

) B3 @

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Welcome to the Open Payments System
Announcements

User Guide [PDF]

Need help with the website?
Contact Us by email

L» Access the Open Payments
?

Program Year 2018 Review and Dispute Period Open -
The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities Review the Open Payments
may receive disputes from covered recipients and should work with them directly to resolve the a 20y (Pl Dl
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the <
correction period will be included in future data publications.

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

‘You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments conceming the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Atth: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2a: If you only hold the role of submitter and/or attester for your reporting entity, you will be
brought directly to the "Messages” page.

Figure 253: Messages Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Swiich User Type

1) ) ®

Home Submissions Review and Dispute Manage Entities My Profile es Resources
Messages
System Compliance

The table below provides information on the system generated email messages received by the reporting entity.
Search and filtering tools above the table can customize the view of the messages displayed.

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF].

Entity Name: File ID: Record ID:
Maximum 38 digits Maximum 38 digits

ABCDE Pharmaceuticals v

Message Category: Payment Category:

Registration

Submissions

Review and Dispute
Nomination

Nomination Reminder
Aftestation

File Processing
User/Nomination Deactivation

Search Clear All
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Step 2b: If you hold the role of officer and/or compliance for your reporting entity, you will be brought
to the “Messages” page containing the “System” sub-tab and the “Compliance” sub-tab. Select the
“System” sub-tab.

Figure 254: System Tab in Messages Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ® > ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Messages
System Compliance

The table below provides information on the system generated email messages received by the reporting entity.
Search and filtering tools above the table can customize the view of the messages displayed.

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF] .

Entity Name: File ID: Record ID:
Maximum 38 digits Maximum 38 digits

ABCDEF Medical v

Message Category: Payment Category:

Registration v
Submissions

Review and Dispute

Nomination

Nomination Reminder

Attestation

File Processing

User/Nomination Deactivation

Search Clear All
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Step 3: You can search based on the following search criteria:

Entity Name
File ID (only applicable for Message Category of “File Processing”)

Record ID (only applicable for Message Category of “Review and Dispute”)

Message Category

Payment Category (only applicable for Message Category of “Submissions”, “Review and Dispute”, “File
processing”)

Note: Selecting the “Clear All” button will remove all filter selections.

Figure 255: Entity Name, File ID, Record ID, Message Category, and Payment Category Fields

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1N ) ) ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Messages
System Compliance

The table below provides information on the system generated email messages received by the reporting entity.
Search and filtering tools above the table can customize the view of the messages displayed.

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF] .

Entity Name: File ID: Record ID:
Maximum 38 digits Maximum 38 digits
ﬂ ABCDEF Medical * Q
Message Category: Payment Category:
-* Registration # v
Submissions
Review and Dispute
Nomination
Nomination Reminder
Attestation

File Processing
User/Nomination Deactivation

Search Clear All
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Step 4: Select the “Search” button to initiate the search. After selecting the “Search” button, a data
table with the list of all messages sent in the last 12 months will display. This list of messages is sorted

from newest to oldest. You will see an expandable row section that displays more details about each of
the messages.

Figure 256: Search Button for System Tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Qrganization Switch User Type

G} ) )

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Messages

System Compliance

The table below provides information on the system generated email messages received by the reporting entity.
Search and filtering tools above the table can customize the view of the messages displayed.

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF] .

Entity Name: File ID: Record ID:
Maximum 38 digits Maximum 38 digits
ABCDEF Medical v
Message Category: Payment Category:

Registration

Submissions

Review and Dispute
Nomination

Nomination Reminder
Attestation

File Processing
User/Nomination Deactivation

Search Clear All
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Step 5: Select the expandable arrow next to the message you wish to view. You will view the message
details. You will also see a “View Full Message” button to view the full message.

Figure 257: Message Expandable Arrow

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Gl ) B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Messages
System Compliance

The table below provides information on the system generated email messages received by the reporting entity.
Search and filtering tools above the table can customize the view of the messages displayed.

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF] .

Entity Name: File ID: Record ID:
Maximum 38 digits Maximum 38 digits

ABCDEF Medical v

Message Category: Payment Category:

Registration - v
Submissions

Review and Dispute
Nomination

Nomination Reminder
Attestation

File Processing
User/Nomination Deactivation

Search Clear All

Showing Results for:
Entity Name: ABCDEF Medical

Showing ‘10 " of 16 Entries Page 1 0f 2 ‘EHE‘ Page{?‘

Date/Time
Received

Message Category Message Subject Recipient Role(s) Payment Category

Showing ‘ 10 - ‘ of 16 Entries Page 1 of 2 ‘EHE‘ Pagqi‘
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Step 6: Select the “View Full Message” to view the full message. The message will be displayed in a pop-
up window.

Figure 258: View Full Message Button

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1n) ® &

Submissions Review and Dispute Manage Entities My Profile Messages Resources

Messages

System Compliance

The table below provides information on the system generated email messages received by the reporting entity.
Search and filtering tools above the table can customize the view of the messages displayed.

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF]

Entity Name: File ID: Record ID:
Maximum 38 digits Maximum 38 digits

ABCDEF Medical v

Message Category: Payment Category:

Registration
Submissions

Review and Dispute
Nomination
Nomination Reminder
Attestation

File Processing
User/Nomination Deactivation .

Search Clear All

Showing Results for:
Entity Name: ABCDEF Medical

Showing | 10 v of 16 Enties Pagetof2 [ o] Page{ 1
Message Catego Message Subject Recipient Role(s) Payment Category Dater_r""'
Received
06/07/2019
E\ Nomination Open Payments System Notification of Self-Nomination Officer 11:44 AM

This email is to inform you that the individual listed below has requested a user role in your reporting entity in the Open Payments system

- Entity name: ABCDEF Medical
- Entity registration ID: 100001225047 -
- Individual requesting a user role: Lesllie Smith

View Full Message

Showing \10 v of 16 Entries Page1of2
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6.2: Compliance Tab

Only reporting entity users, who have officer role or the compliance role, can access the compliance
communications. See Section 3.3: Open Payments Users and User Roles for more information on how to
assign a user a compliance role. When a compliance communication is uploaded by the CMS compliance
team for your entity, an email notification is received by the reporting entity officers, compliance user(s)
and primary point of contact.

6.2a: Instructions for Searching Compliance Communications

Step 1: Log in to the CMS Enterprise Portal at https://portal.cms.gov using your IDM credentials,
navigate to the Open Payments home page, and select the “Messages” tab.

Figure 259: Home Page Showing Messages Tab

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

(A ) £ @

Submissions Review and Dispute Manage Entities My Profile Messages Resources

User Guide [PDF]

Welcome to the Open Payments System

Announcements Need help with the website?

Contact Us by email
Program Year 2018 Review and Dispute Period Open -

The Review and Dispute period is open starting April 1, 2019. During this period, reporting entities
may receive disputes from covered recipients and should work with them directly to resolve the
disputes. Physicians and teaching hospitals may review data about them and initiate disputes until
May 15, 2019. After that, reporting entities have an additional 15-day correction period to make
corrections to disputed data as needed. Records with unresolved disputes at the end of the
correction period will be identified in the published data as disputed. Changes to records after the
correction period will be included in future data publications.

Review the Open Payments
Privacy Policy [PDF]

L‘» Access the Open Payments
?
H

Visit the Open Payments website at https://www.cms.gov/openpayments for information. For
questions, contact the Open Payments Help Desk by email at openpayments@cms.hhs.gov or by
phone at 1-855-326-8366. For the TTY line, call 1-844-649-2766.

You can manage your user profile and perform user role functions associated with your profile.

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number. The OMB control number
for this information collection is 0938-1237. The time required to complete this information
collection can range from 1 to 30,000 hours per entity depending on the size and type of
organization. This information collection may involve registration, data submission, attestation,
dispute and dispute resolution processes. If you have any comments concemning the accuracy of
the time estimate(s) or suggestions for improving this form, please write to CMS, 7500 Security
Boulevard, Attn: PRA Reports Clearance Officer, Baltimore, Maryland 21244-1850.
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Step 2: You will be brought to the "Messages” page. Select the “Compliance” tab. NOTE: This
functionality is available only for the officer and/or Compliance role.

Figure 260: Compliance Tab on Messages Home Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

i) @ £ ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Messages
Syste Compliance

The table below provides information on the system generated email messages received by the reporting entity.
Search and filtering tools above the table can customize the view of the messages displayed

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF] .

Entity Name: File ID: Record ID:
Maximum 38 digits Maximum 38 digits

ABCDEF Medical v

Message Category: Payment Category:

Registration v
Submissions

Review and Dispute

Nomination

Nomination Reminder

Attestation

File Processing

User/Nomination Deactivation

Search Clear All

Step 3: You will be able to view all Compliance communications. For each communication, you can view
the following details in the table.

e Communication ID: A unique ID to view the details of a communication chain

e Subject

e Receiving Entity

e Communication Date: Date when the compliance correspondence was communicated by the
CMS compliance officer

e Communication Status (Draft or Final) - The last communication status of a particular
Communication.

e Date Responded: Date when you responded to CMS for the communication.

e Date Received (removed — replaced by other date fields)
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Upon selecting the Communication ID, you can view the details of a communication. The
"Communication Date" provides the date when the compliance correspondence was communicated by
the CMS compliance officer. Note: For New communications, it is the current date and for past
communications (prior to January 2020), it is the date when the compliance correspondence was
previously communicated to you. The “Date Responded” provides the date when you last responded to
CMS for the communication.

Figure 261: Compliance Communication Table

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

1N ) 3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Messages

System Compliance

The table below provides details of the compliance communication(s) uploaded by CMS.

To view details of a communication, select the "Communication ID" to navigate to the "Communication Details" page. On this page, the user has the ability to
respond to a communication uploaded by CMS.

The "Communication Date" provides the date when CMS compliance officer communicated the compliance correspondence. Note: For new communications,
it is the current date and for past communications (prior to January 2020), it is the date when the compliance correspondence was previously communicated to
the reporting entity.

For more information on the actions you can take on this page, refer to the Open Payments User Guide for Reporting Entities [PDF].

Showing | 10 ~| of 1Entries Page 1 of 1 Page 1 v

Communication | Communication Date
Date Status Responded

Communication ID Subject Receiving Entity

Showing | 10 ~ of 1 Entries Page 1 of 1 Page 1 ~

6.2b: Communication Details Page

Upon selection of the “Communication ID” link on Compliance Messages tab, you will be taken to a new
page “Communication Details” where you can view the complete details (received and responded
communication(s)) of that communication. This page will display the communications in the order it was
last received or sent, one below the other in descending order.

The table below provides the ability to view, download and respond to the compliance communication
uploaded by CMS.
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To respond to a communication, select the "Respond" button. This button will not be available when
there is already a draft response created.

To download a compliance document, select the "Download" button next to the communication to

be downloaded.

To delete the draft compliance communication, select the "Delete" button. This button will no longer
be available after the user selects the “Finalize” button.

To edit a communication, select the “Edit” button. You can edit a communication if it is in “Draft”
status. This button will no longer be available after the communication is finalized.

To finalize the compliance communication, use the "Finalize" button. This sends the compliance
response back to CMS.

Figure 262: Communication Details Page

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} ® B3 ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Communication Details

ABCDE Medical - 200001773684-PDL-1638304196252
Communication Type: Pre-Demand Letter Communication Date: 11-30-2021

Subject: Test Compliance

The table below provides the ability to view, download and respond to the compliance communication uploaded by CMS.

« To respond to a communication, select the "Respond" button. This button will not be available when there is already a Draft response created.

« To download a compliance document, select the "Download" button next to the communication to be downloaded.
To delete the draft compliance communication, select the "Delete" button. This button will no longer be available after the user selects the "Finalize"
button.
To edit a communication, select "Edit" button. You can edit a communication as long as it is in "Draft" status. This button will no longer be available after
the communication is finalized.
To finalize the compliance communication, use the "Finalize" button. This sends the compliance response back to CMS.

Back Respond

Showing | 10 ~| of 3Entries Page 1 of 1 Page 1 +

Communication Status Actions

Showing | 10 ~| of 3 Entries Page 1 of 1 Page 1 ~
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6.2c: Upload Response to Compliance Communication Page

Upon receiving a CMS communication, you will have the ability to respond to the compliance
communication received. Click the “Respond” button to navigate to the “Upload Response to
Compliance Communication” page.

Figure 263: Upload Response to Compliance Communication

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

G} S > ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Upload Response to Compliance Communication
ABCDE Medical - 200001773684-PDL-1638304196252
Communication Type: Pre-Demand Letter Communication Date: 11-30-2021

A field with an asterisk (*) is required.
To respond a compliance communication, follow the steps identified below.

Prior to uploading the compliance communication document, ensure that the document is in a valid pdf, .csv, .txt, .zip, .docx, .xIsx, .pptx format. Document name
includes only alphanumeric characters and the three allowed special characters (period (.), underscore (_), and dash (-)). Document name does not contain
spaces. The document is no larger than 50 MB.

1. Provide description for the compliance communication.(Optional)
2. Select the "Browse/Choose" button to locate and select the document to be uploaded.
3. Select the "Upload" button.

NOTE: Communication ID, Communication Date, Subject sections will be auto populated. Once the compliance communication upload is successfully
completed, the user will be navigated back to Communication Details page. The compliance communication will be added as a draft version.

Subject: Test Compliance

Description:
500 characters maximum. Characters entered over this limit will not be saved.

500 characters remaining

*File:
Must be a valid .pdf or .csv or .txt or .zip or .docx or .xIsx or .pptx file.

Choose File | No file chosen

Cancel Upload

To respond to a compliance communication, follow the steps identified below.
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Prior to uploading the compliance communication document, ensure that the document is in a valid pdf,
.csv, .txt, .zip, .docx, .xlsx, or .pptx format. Document name must include only alphanumeric characters
and the three allowed special characters (period (.), underscore (_), and dash (-)). Document names
must not contain spaces. The document must be no larger than 50 MB.

e Provide description for the compliance communication. This is optional.

e Select the "Choose File” button to locate and select the document to be uploaded.

e Select the "Upload" button.

e Click “Yes” on the confirmation message to process with upload or click on “No” to cancel the
upload.

NOTE: Communication ID, Communication Date, and Subject sections will be auto populated. Once the
compliance communication upload is successfully completed, you will be navigated back to
Communication Details page. The compliance communication will be added as a draft version.
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Figure 264: Communication Details Page — Confirmation Message

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

iN) 2 ) . ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Communication Details

ABCDE Medical - 200001773684-PDL-1638304196252

Communication Type: Pre-Demand Letter Communication Date: 11-30-2021
Subject: Test Compliance

Confirmation:
« You have successfully uploaded a communication

The table below provides the ability to view, download and respond to the compliance communication uploaded by CMS.

+ Torespond to a communication, select the "Respond” button. This button will not be available when there is already a Draft response created.

« To download a compliance document, select the "Download" button next to the communication to be downloaded.
To delete the draft compliance communication, select the "Delete” button. This button will no longer be available after the user selects the "Finalize"
button.
To edit a communication, select "Edit" button. You can edit a communication as long as it is in "Draft" status. This button will no longer be available after
the communication is finalized.
To finalize the compliance communication, use the "Finalize" button. This sends the compliance response back to CMS.

Back
Showing | 10 ~ of 4 Entries Page 1 of 1 Page 1 v
Date @ Communication Status Actions
v Draft Download
Edit
Test Compliance Description
%
Delete Finalize

Download

Showing | 10 ~ of 4Entries Page 1 of 1 Page 1 ~

Once the communication is added as draft version, you will see an expandable view of the message text.
Upon expanding the communication, you can either edit, delete, or finalize the communication.

Upon selecting the “Delete” button, a confirmation message will appear allowing you to select either
“Yes” to delete the communication or “No” to cancel the action. Upon selecting “Yes”, the draft
communication will be deleted, and you will see a confirmation message on the screen. Note that this
action will delete only the draft communication and does not delete any previous communications. Also,
the “Delete” button will not appear for the communications that are in final status.
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Figure 265: Confirmation Message

G} S > ©)

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Communication Details

ABCDE Medical - 200001773684-PDL-1638304196252
Communication Type: Pre-Demand Letter Communication Date: 11-30-2021

Subject: Test Compliance

Confirmation:

« Your compliance communication has been successfully deleted.

The table below provides the ability to view, download and respond to the compliance communication uploaded by CMS.

To respond to a communication, select the "Respond” button. This button will not be available when there is already a Draft response created.

To download a compliance document, select the "Download" button next to the communication to be downloaded.

To delete the draft compliance communication, select the "Delete" button. This button will no longer be available after the user selects the "Finalize"
button.

To edit a communication, select "Edit" button. You can edit a communication as long as it is in "Draft" status. This button will no longer be available after
the communication is finalized.

To finalize the compliance communication, use the "Finalize" button. This sends the compliance response back to CMS.

Back Respond

Showing 10 ~ of 3 Entries Page 1 of 1 Page 1 v

Communication Status Actions

Download

Download

Showing 10 ~ of 3 Entries Page 1 of 1 Page 1 ~

Upon selecting the “Finalize” button, the confirmation message will allow you to select either “Yes” to
finalize the communication or “No” to cancel the action. Upon selecting the “Yes”, the “Communication
Status” changes from draft to final. This action will notify the CMS Compliance team about the response.
When a communication is finalized, a confirmation message will be provided on the page. Upon
selecting the “No”, the user action will be cancelled.
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Figure 266: Confirmation Message

Open Payments (Sunshine Act)

Applicable Manufacturer or Group Purchasing Organization Switch User Type

Gt @ ) ®

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources

Communication Details

ABCDE Medical - 200001773684-PDL-1638304196252

Communication Type: Pre-Demand Letter Communication Date: 11-30-2021
Subject: Test Compliance

Confirmation:
« Your communication is successfully finalized and a notification has been sent to the CMS Compliance Team.

The table below provides the ability to view, download and respond to the compliance communication uploaded by CMS.
« Torespond to a communication, select the "Respond” button. This button will not be available when there is already a Draft response created.
To download a compliance document, select the "Download" button next to the communication to be downloaded.
To delete the draft compliance communication, select the "Delete" button. This button will no longer be available after the user selects the "Finalize"
button.
To edit a communication, select "Edit" button. You can edit a communication as long as it is in "Draft" status. This button will no longer be available after
the communication is finalized.
To finalize the compliance communication, use the "Finalize" button. This sends the compliance response back to CMS.

Back Respond

Showing 10 v of 4Entries Page 1 of 1 Page\?«\

Communication Status

Showing 10 v of4Entries Page 1 of 1 Page\i\

Back
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Appendix A: Glossary of Terms for Open Payments

Note: The text of the Open Payments Final Rule (42 C.F.R. § 403.902) is available at
https://www.cms.gov/OpenPayments/Downloads/Affordable-Care-Act-Section-6002-Final-Rule.pdf.

Applicable Manufacturer:

Applicable Manufacturers are entities that operate in the United States and (1) are engaged in
the production, preparation, propagation, compounding, or conversion of a covered drug,
device, biological, or medical supply, but not if such covered drug, device, biological, or medical
supply is solely for use by or within the entity itself or by the entity's own patients (this
definition does not include distributors or wholesalers (including, but not limited to, re-
packagers, re-labelers, and kit assemblers) that do not hold title to any covered drug, device,
biological, or medical supply); or (2) are entities under common ownership with an entity
described in part (1) of this definition, which provides assistance or support to such entities with
respect to the production, preparation, propagation, compounding, conversion, marketing,
promotion, sale, or distribution of a covered drug, device, biological, or medical supply. (See 42
C.F.R. §403.902)

Applicable Group Purchasing Organization (GPO):

Applicable group purchasing organizations (GPOs) are entities that operate in the United States
and purchase, arrange for, or negotiate the purchase of covered drugs, devices, biologicals, or
medical supplies for a group of individuals or entities, but not solely for use by the entity itself.
(See 42 C.F.R. § 403.902)

Assistance or Support:

Assistance or support means to provide a service or services needed to produce, prepare,
propagate, compound, convert, market, promote, sell, or distribute a covered drug, device,
biological, or medical supply. (See 42 C.F.R. § 403.902)

Biologicals:

For Open Payments, biologicals are defined as in Section 1927(k)(2)(B) of the Social Security Act,

which includes a cross-reference to licensure under Section 351 of the Public Health Service Act
(“PHS Act”).

Common Ownership:

Common ownership is when the same individual, individuals, entity, or entities directly or
indirectly own five percent or more of two entities. This includes, but is not limited to, parent

corporations, direct and indirect subsidiaries, and brother or sister corporations. (See 42 C.F.R. §
403.902)
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Consolidated Report:

A consolidated report is a report filed by an applicable manufacturer, which includes payments
or other transfers of value to covered recipients, physician owners or investment interests for
the applicable manufacturer filing and Applicable Manufacturers under common ownership.
(See 42 C.F.R. § 403.908(d))

Covered Recipients:

Covered recipients are any physicians (see Physicians for an extensive explanation of how Open
Payments defines this group), physician assistant, nurse practitioner, clinical nurse specialist,
certified registered nurse anesthetist, certified nurse-midwife or anesthesiologist assistant (see
Non-Physicians Practitioners for an extensive explanation of how Open Payments defines this
group)who are not employees of the applicable manufacturer that is reporting the payment; or
teaching hospitals that receive payment for Medicare direct graduate medical education (GME),
inpatient prospective payment system (IPPS) indirect medical education (IME), or psychiatric
hospital IME programs during the last calendar year for which such information is available. (See
42 C.F.R. § 403.902)

General Payments:

Payments or other transfers of value not made in connection with a research agreement or
research protocol as required in Open Payments.

Non-Covered Recipient Entity:

Non-covered recipient entities are entities that do not meet the Open Payments definition of a
covered recipient (see 42 C.F.R. § 403.902). Non-covered recipient entities may include non-
teaching hospitals or clinics. A payment or other transfer of value to a non-covered recipient
entity is reportable if it is a research payment with at least one associated covered recipient

principal investigator.
Non-Covered Recipient Individual:

Non-covered recipient individuals are individuals who do not meet the Open Payments
definition of a covered recipient (see 42 C.F.R. § 403.902). Non-covered recipient individuals
may include non-physician employees of a teaching hospital or physician-owned practice. A
payment or other transfer of value to a non-covered recipient individual is reportable if it is a
research payment with at least one associated covered recipient principal investigator.

Open Payments:

Open Payments is a national transparency program which requires:
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Physicians:

Applicable Manufacturers of covered drugs, devices, biologicals, or medical supplies to
report information about payments or other transfers of value to physicians, non-
physician practitioner and teaching hospitals to CMS every year.

Applicable Manufacturers and Applicable group purchasing organizations (GPOs) report
information about ownership and investment interests held by physicians or their
immediate family members to CMS every year.

Applicable GPOs report information about payments or other transfers of value made to
physician owners and investment interests to CMS every year.

For the purposes of Open Payments, physicians are defined as doctors of medicine or

osteopathy practicing medicine or surgery, doctors of dental medicine or dental surgery

practicing dentistry, doctors of podiatric medicine, doctors of optometry, or chiropractors, all

legally authorized to practice by their state.

Non-Physician Practitioners:

The Open Payments program expanded the definition of covered recipients to include the

following Non-Physician Practitioners:

Physician Assistant (PA): an individual who performs such services as such individual is
legally authorized to perform (in the State in which the individual performs such
services) in accordance with State law (or the State regulatory mechanism provided by
State law), and who meets such training, education, and experience requirements (or
any combination thereof) as the Secretary may prescribe in regulations.

Nurse Practitioner (NP): an individual who performs such services as such individual is
legally authorized to perform (in the State in which the individual performs such
services) in accordance with State law (or the State regulatory mechanism provided by
State law), and who meets such training, education, and experience requirements (or
any combination thereof) as the Secretary may prescribe in regulations.

Clinical Nurse Specialist (CNS): an individual who is a registered nurse and is licensed to
practice nursing in the State in which the clinical nurse specialist services are performed;
and holds a master's degree in a defined clinical area of nursing from an accredited
educational institution.

Certified Registered Nurse Anesthetist (CRNA)/Anesthesiologist Assistant (AA): a
certified registered nurse anesthetist licensed by the State who meets such education,
training, and other requirements relating to anesthesia services and related care as the
Secretary may prescribe. In prescribing such requirements the Secretary may use the
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same requirements as those established by a national organization for the certification

of nurse anesthetists.

e Certified Nurse-Midwife (CNM): a registered nurse who has successfully completed a
program of study and clinical experience meeting guidelines prescribed by the Secretary
or has been certified by an organization recognized by the Secretary.

Physician Owners or Investors:

Physicians who have an ownership or investment interests in an applicable manufacturer or
applicable group purchasing organization. Applicable Manufacturers and Applicable group
purchasing organizations are required to report ownership or investment interests held by a
physician or a physician’s immediate family member in an applicable manufacturer or applicable
group purchasing organization.

Research Payments:

Payments or other transfers of value made in connection with a research agreement or research

protocol as required in Open Payments.

Special Characters:

Characters that are neither letters nor numbers. Special characters include punctuation, spaces,

and other non-alphanumeric symbols.

Special characters are required in registration fields where appropriate. For example, the "@"
symbol and the period are required in email address fields, while dashes are required in

telephone number fields.

Data elements of submitted records may contain only the special characters allowed per the
“Submission Data Mapping Document,” which is found on the Resources page of the Open
Payments website at https://www.cms.gov/OpenPayments/Resources. Note that there are
multiple versions of the Submission Data Mapping Document based on program year. Consult
the Submission Data Mapping Document for the program year of your records.

Free text fields allow all special characters on a standard U.S. keyboard, excepting
ALT+NUMPAD ASCII Key characters. Below are the special characters allowed in free text fields.

Figure 267: Special Characters Allowed in Free-Text Fields

Special Character Description
+ Plus sign
& Ampersand
' Apostrophe
* Asterisk
@ At sign
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Special Character Description
\ Backslash
A Caret
Colon
, Comma
S Dollar sign
Space Space character
= Equal

! Exclamation mark

/ Forward slash

Grave accent

> Greater than

- Minus sign/hyphen
( Left parenthesis

{ Left curly brackets
[

<

Left square brackets

Less than
% Percent
Period
Pound
? Question mark
! Quotation marks
) Right parenthesis
} Right curly brackets
] Right square brackets
; Semi-colon
| Pipe
~ Tilde
+ Plus sign

Characters used in foreign languages that are not used in English must be converted to English
characters to be acceptable to the Open Payments system. Refer to the conversion table below.

Figure 268: Conversions for Foreign Language Characters

. Convert to English
Foreign Character
Character
A A
A A
A A
A A
A A
A A
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. Convert to English
Foreign Character
Character

E E
E E
E E
E E
i |
i |
i |
| I
0 0
0 0
0 0]
0 o
O O
J @)
U U
U U
U U
U U

Teaching Hospital:

Teaching hospitals are hospitals that receive payment for Medicare direct graduate medical
education (GME), IPPS indirect medical education (IME), or psychiatric hospital IME programs
during the last calendar year for which such information is available. (See 42 C.F.R. § 403.902).
The full list of affected teaching hospitals can be found on the Resources page of the Open
Payments website at https://www.cms.gov/OpenPayments/Resources.
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Appendix B: Submission Error and Warning Codes

Error codes and Warning codes generated by the Open Payments system for records with validation
errors can be found in the Error and Warning Code Key, which is located on the Resources page of the

Open Payments website at https://www.cms.gov/OpenPayments/Resources or within the Open
Payments system by selecting the “Resources” tab.
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Disclosure

Disclaimer: The contents of this document do not have the force and effect of law and are not
meant to bind the public in any way unless specifically incorporated into a contract. This
document is intended only to provide clarity to the public regarding existing requirements under
the law.

Activities/persons addressed by this document: Guidance for applicable manufacturers and
applicable group purchasing organizations to understand how to comply with Open Payments,
including how to operationalize the collecting and reporting of data.

Date of document issuance: January 2024
Replacement / Revision Status: Revision to previous versions
Agency Identifier: CPI DASG/CPI DTP/DASG/CPI 3631

Summary of Document: A one-stop-shop resource to help applicable manufacturers and group
purchasing organizations (GPOs) understand in detail how the Open Payments system works.

Citation to statutory provision/regulation applicable to this document:
o Statute citation: Social Security Act SEC. 1128G. [42 U.S.C. 1320a-7h]

o Rule citation: 42 C.F.R. §403.900-14
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