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Target Audience & Learning Objectives

* Target audience:

— Reporting Entities that need to submit data to the Open Payments system to
comply with regulatory and reporting requirements

— Covered Recipients who want to review and possibly dispute payment records
associated with them that have been reported to Open Payments

* Learning objective:

— Understand the Open Payments system and enhancements



Key Terms

* Reporting Entities — refers to pharmaceutical and medical device manufacturers
and their distributors who are required to report payments and other transfers
of value to Open Payments; also referred to as Applicable Manufacturers and
Applicable Group Purchasing Organizations (AM/GPOs)

* Covered Recipients — refers to physicians, non-physician practitioners (NPPs)
and teaching hospitals receiving payments or other transfers of value from
Applicable Manufacturers and Applicable Group Purchasing Organizations
(AM/GPOs)

— NPPs include Physician Assistant (PA), Nurse Practitioner (NP), Clinical Nurse
Specialist (CNS), Certified Registered Nurse Anesthetist or Anesthesiologist
Assistant (CRNA/AA) and Certified Nurse-Midwife (CNM)

For a complete list of key terms for Open Payments, refer to the Open Payments
User Guide for Reporting Entities or Open Payments User Guide for Covered
Recipients



Open Payments System Overview




What is Reported?

e Direct or indirect payments or other transfers of value made to covered recipients
and physician owners or investors

— A direct payment is a payment or other transfer of value made directly by
reporting entities to a covered recipient (or a physician owner or investor)

— An indirect payment is a payment or other transfer of value made by a
reporting entity to a covered recipient (or a physician owner or investor)
through a third party, where the entity requires, instructs, directs, or
otherwise causes the third party to provide the payment or transfer of value,
in whole or in part, to a covered recipient (or a physician owner or investor)

e Certain ownership or investment interests held by physician owners or investors,
or their immediate family members



Who is Responsible for Reporting?

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.

e Operates in the United States

e Engages in the production, preparation, compounding, or conversion of a
covered drug, device, biological, or medical supply
This includes distributors or wholesalers that hold title to a covered drug, device,
biological, or medical supply

Applicable Group Purchasing Organizations (GPOs) are required to annually report to
CMS.

e Operates in the United States

e Purchases, arranges for or negotiates the purchase of a covered drug, device,
biological, or medical supply for a group of individuals or entities, but not solely
for use by the entity itself
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Who is Reported On?

Covered Recipient Physicians Physician Owners or Investors

e Doctors of medicine or osteopathy
legally authorized to practice medicine
or surgery by the state

e Doctors of dental medicine or dental
surgery legally authorized to practice
dentistry by the state

e Doctors of Podiatric Medicine licensed
by the state and legally authorized to
practice podiatry by the state

e Doctors of optometry legally authorized
to perform as a doctor of optometry by
the state

e Chiropractors licensed by the state and
legally authorized to perform by the
state

e Physicians who are owners or investors
of an applicable manufacturer or
applicable GPO

e Immediate family members who have
ownership or investment interest in an
Applicable Manufacturer Or Applicable
GPO: spouse, natural or adoptive
parent, child, or sibling, stepparent,
stepchild, stepbrother, or stepsister,
father-, mother-, daughter-, son-,
brother-, or sister-in-law, grandparent or
grandchild, spouse of a grandparent or
grandchild




Who is Reported On? (Cont.)

Covered Recipient Non-Physician
Practitioners

Covered Recipient Teaching
Hospitals

Physician Assistant (PA)

Nurse Practitioner (NP)

Clinical Nurse Specialist (CNS)
Certified Registered Nurse
Anesthetist or Anesthesiologist
Assistant (CRNA/AA)

Certified Nurse-Midwife (CNM)

The hospitals that CMS has recorded
as receiving payment(s) under
Medicare Direct Graduate Medical
Education (GME), indirect medical
education (IME), or psychiatric
hospitals IME programs

Each year, Open Payments publishes
a list of these teaching hospitals; the
list is available on the Resources for
Reporting Entities page of the Open
Payments website at
https://www.cms.gov/OpenPaymen
ts/Resources/Reporting-Entities



https://www.cms.gov/OpenPayments/Resources/Reporting-Entities
https://www.cms.gov/OpenPayments/Resources/Reporting-Entities

Types of Payments

General Payments: Payments or other transfers of value made that are not in
connection with a research agreement or research protocol

Research Payments: Payments or other transfers of value made in connection
with a research agreement or research protocol

Ownership or Investment Interest: Information about physicians or their

immediate family members who have an ownership or investment interest in a
reporting entity
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Open Payments Process Flow

— Physicians, NPPs
[
B B

& Teaching Hospitals

REVIEW & DISPUTE
DATA

®

Applicable Applicable Applicable DATA DISPLAYED
Manufacturers & GPOs Manufacturers & GPOs Manufacturers & GPOs on CMS public website
DATA COLLECTION SUBMIT PAYMENT REVIEW & CORRECT

DATA DATA
Reporting Reporting entities Covered recipients Program year data is
entities collect submit their data for review and, if published for public
payment data the program year to necessary, dispute viewing in

for a program » the Open Payments » submitted data. » accordance with the
year, which runs system Reporting entities publication
from January 1 resolve disputes guidelines

to December 31
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Program Year 2023 Timeline

Physicians, NPPs
& Teaching Hospitals

YT &
REVIEW & DISPUTE ——
é > /4 \ DATA
ﬁp[}'i(_ﬂﬁ|ﬂ Aﬂp icable ."M_'Jp ;Cdbh’_‘ DATA DISPLAYED
Manufacturers & GPOs Manufacturers & GPOs Manufacturers & GPOs on CMS public website
DATA COLLECTION SUBEMIT PAYMENT REVIEW & CORRECT
DATA DATA
2023 PROGRAM YEAR
December 31, 2023 March 31, 2024* May 16 - May 30, 2024" June 30, 2024

Note: Review and Dispute activities start on April 1st and can continue until end of the calendar
year. The end dates provided on this slide are the cutoff for disputes and corrections to appear in

the June 2024 data publication.

*Anticipated date
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Open Payments System

Enhancements
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Business Types updated to “Applicable Manufacturer — Physician -Owned Distributorship” and

“Group Purchasing Organization - Physician Owned Distributorship” - Previous System Behavior

Previous System Behavior: Applicable Manufacturers and applicable Group Purchasing Organizations (GPOs)
are required to register and create a profile for their entity within the Open Payments system in order to submit
payments. During registration, the entity is required to select a “Business Type” that is auto-populated in the
dropdown based on their selection of Reporting Entity Type of Applicable Manufacturer or GPO.

The Entity Business Type indicates the type of Applicable Manufacturer or applicable GPO registering in Open
Payments. Entities selected whether the type is any of the following:
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Business Types updated to “Applicable Manufacturer — Physician -Owned Distributorship” and

“Group Purchasing Organization - Physician Owned Distributorship” ~Previous System Behavior

» 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)

Open Payments (Sunshine Act)

Applicable Manulacturer of Group Purchasing Organzation Swilch User Type

A ® & ©)

Home Submissions Review and Dispute  Manage Entities My Profile Messages Resources

Register Entity

Afield with an asterisk (*) is required,

Create Profile

‘Complete the information below to create a profile for an applicable manufacturer or applicable GRO.
«" Select Profile Type

(@ Register Entity
*Entity’s Legal Name:
Entity information ABG Suppy
Your Roles
|
Nominate Additional Roles *Reporting Entity Type:
@ Personal Information ® Apphcable Manufaciurer

Group Purchasing Organgation
(@ Review and Submit Profile PP ez

*Business Type:
E? Access the Open Payments Fleasq Solect v
User Guide [POF] Please Select
Applicable manufacturer-drugsbiologicals
Meed help wilh the website? Applicable manufaciurer-devicesmedical suppbes
? Contact Us by emal Applicable manufaciurer-drugsbedogical and devicesmedical supplies

Applicable manufacturer-hospital-owned distributor
Applicable manufacturer-distnbutorsupper (non-haspital, non-physician-owned)
Applicable manufaclurer-physician-owned distributors

This is a 9-digit numbar

Review the Open Payments
ﬁ Privacy Policy [PDF]
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Business Types updated to “Applicable Manufacturer — Physician -Owned Distributorship” and

“Group Purchasing Organization - Physician Owned Distributorship” -Previous System Behavior

®* Applicable GPO

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

- GPO-drugs/biologicals

- GPO-devices/medical supplies W ® & ©
- GPO-drugs/biologicals and devices/medical

Open Payments (Sunshine Act)

Applicatie Manuachurer or Group Purchasing Organization Swich User Type

Home Submissians Review and Dispute  Manage Entities My Profile Messages Resources

supplies — Register Entity
. . Afield with an asterisk (*) is required.

- G PO-p hys I Cla n -Own ed Complete the information balow 1o create a profile for an applicable manufacturer or applicable GPO.
— GPO-hospital-owned R |
— GPO-hospital and physician-owned ® ”":::‘“"" ' Logl me
— GPO-non-hospital, non-physician-owned Your Roles s
_ - _ Nominate Additional Roles *Reporting Entity Type:

GPO government Owned @ Personal Information n.l\::?)lcm!ir!khrulfm:tu!er

% Group Purchasing Organazation
@ Review and Submit Profle PPy Hpenze

*Business Type:
2 Access he Open Payents Flaasa Salec v
Ll User Guide [FDF] Plagss Salect
GPO-drups biclogicals
Med hﬁp wilh the websile? GPO-devicesmedical supplies
Contact Us by emall GPO- drugs/biological and devices/medcal supphes

GPO-hospital-owned

GPO-hospital and physician-owned
GPO-non-hospital, non-physician-owned
GPO-govemment-owned
GPO-physician-ownad distnbutor

Reviaw he Opén Payments
E Privacy Policy [PDF]

FY
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Business Types updated to “Applicable Manufacturer — Physician -Owned Distributorship” and

“Group Purchasing Organization - Physician Owned Distributorship” - Enhanced System Behavior

Enhanced System Behavior: The Open Payments system is updated to enhance the text used in the
“‘Business Type” dropdown during Entity Registration and manage entity updates. Entities may select a
type from any of the following:

- Applicable Manufacturer Open Payments (Sunshine Act)

If applicable manufacturer is selected, an I

entity must select one of the following

business types: = LB LGB VBl 8. B8
— applicable manufacturer- Register Entity

drugs/biologicals Create Frofle A an st ) s

 applicable manufacturer- T
devices/medical supplies e s Loaome

— applicable manufacturer- N

drugs/biologicals and devices/medical o — s

supplies o mieomrs | oo -
— applicable manufacturer-physician- e o

owned distributorship 7 combsnna T

— applicable manufacturer-hospital-owned B e e

This is a 9-digit number

distributor

— applicable manufacturer- e e
distributor/supplier (non-hospital, non-

physician-owned) Business Address

Enter the business address below.
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Business Types updated to “Applicable Manufacturer — Physician —Owned Distributorship” and

“Group Purchasing Organization - Physician Owned Distributorship - Enhanced System Behavior

Enhanced System Behavior: The Open Payments system is updated to enhance the text used in the

“‘Business Type” dropdown during Entity Registration and manage entity updates. Entities may select a
type from any of the following:

. Applicable GPO Open Payments (Sunshine Act)
If GPO is selected, an entity must S T L O 2

select one of the following business
types: af Q) ) ©)
- GPO-drugs/biologicals

Home Submissions Review and Dispute Manage Enfities My Profile Messages Resources

Register Entity

- G PO'd eVi CeS/m ed i Ca I Su p pl ieS Create Profile Afizld with an asterisk (*) is requirec.
_ G Po-d ru g S/b | 0 I og |Ca I s an d Pyr—— Complete the information below to create a profile far an applicable manufacturer or applicable GPO.
devices/medical supplies & it S
.. Bob Chamira
- G PO'phySICIa n-owned ;in:a(::deitional Roles
. . . “*Reporting Entity Type:
d IStrI b Uto rS h I p @ (eETE D O Applicable Menufeciurer
—_ 1 @ Review and Submit Profile © Group Purchasng Organization
GPO hosp!tal owned N —
— GPO-hospital and physician-owned @ Lo romers -
- GPO-non-hospital, non-physician- o et nne e Sodese
H Contact Us by email GPC- drugs/biological and devices/medical supplies
owned g mmemee G

Privacy Policy [PDF] GPQ-hospital and physician-owned
- G P O-g Ove rn m e nt'own ed (GPQ-non-hosgital, non-physician-cwned

(GPC-government-ownec



Business Types updated to “Applicable Manufacturer — Physician —Owned Distributorship”
and “Group Purchasing Organization - Physician Owned Distributorship

- Enhanced System Behavior

Enhanced System Behavior: The Open Payments system is updated to enhance the text used in the

“Business Type” dropdown during Entity Registration and manage entity updates. Entities may select a
type from any of the following:

Open Payments (Sunshine Act)

or Group P ing Organization Switch User Type

* Reporting entities

Reporting entities Can aISO edit their I-‘l@nre Suhinns ReviewanD:Dispnte Mg My@ﬁle Meg;ges Resn@:es
Business Type after registration is

. Bob Chamira (@ ccess e onen Paymens
complete by navigating to the
. N . Entity Details Manage Roles 9 Need help with the website?
Manage Entities tab within OPS contactUs by el
and selecting “Entity Details”. Entity Information B Freror
Afield with an asterisk (*) is required. ﬂ\
This page allows you to update your entity information. Select the "Submit” button to save your 3 & Ty
updates. Lij ) s
Entity's Registration ID: 200000950086 b ’

“Entity's Legal Name:
Bob Chamira

“Reporting Entity Type: | .
@® Applicable Manufacturer

© Group Purchasing Organization

“Business Type:

“URL of Parent Company:



New required 'Reason for Deletion’ field for deletion of attested records

= Previous and Enhanced System Behavior

Previous System Behavior: Applicable Manufacturers and GPO users could delete attested
records within the Open Payments system. Attested records could be deleted by deleting
files, uploading a file via Bulk File Upload, or manually deleting individual records.
Applicable Manufacturers and GPO users were neither required nor able to provide a
reason when deleting attested records.

Enhanced System Behavior: A new required field is added to the system when an
Applicable Manufacturer or GPO user deletes files or attested records from the Open
Payments system. The required field is titled “Reason for Deletion” and contains a
dropdown list of reasons for deleting a file/attested record. Applicable Manufacturer/GPO
users are required to select one or more reasons for deleting the files/attested record(s),
depending on the method of deletion.




New required 'Reason for Deletion’ field for deletion of attested records

- Enhanced System Behavior

When an Applicable manufacturer/GPO user deletes a file or delete records using bulk file
upload, one or more reasons can be selected.

Bulk File Upload Delete Deleting a File

® & ®

Review and Dispute Manage Entities My Profile Messages Resources

Upload Payments
Afield with an asterisk (*) is required

To submit your payment file, follow the steps identified below. Prior to uploading your payment file,
ensure that the file is in a valid file format (.csv or .zip) and conforms to the file specifications. If
needed, you may download the latest Open Payments Reperting Templates available on the
"Resources” tab of the Open Payments system.

1. Select the appropriate payment category. reporting entity, program year and resubmission
file indicator that apply to the file’s payment records. Note: Individual data files cannot be
larger than 250 MB.

2. Select the "Browse..." button to locate and select your file

3. Select the "Submit File to Open Payments" button.

Once you select the "Submit File to Open Payments" button, the file and recerds within it will be
submitted for validation and matching. You will receive a status of the file processing via email

“Payment Category:

General Payments ~

“Reporting Entity:
ABCDE Medical ~

“Program Year:
2023 ~

“Resubmission File Indicator:

Delete -

o

a

Correction to Covered Recipient Information (But to Same Covered Recipient)
Different Covered Recipient

Record Should Have Been Reported by a Different Applicable Manufacturer or Applicable GPO
Payment Had Not Been Fumished to the Covered Recipient

Disputed by Covered Recipient

Correction at CMS's Request

Duplicate Record(s)

Inrarrert Rocard Claseifieatinn

“File:
Must be a valid .csv or zip file. Maximum of 250MB per file.

Choose File | PY 2023 Ge... - VAL1.csv

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.

Afield with an asterisk (*) is required

Delete the following file and all its records

File ID: 15843

Original Upload File Name: Val1_PY2021_Reason_for_Deletion_Testing_v2.csv
Type of Submission: New Submission

Original /Resubmission Date: 12/14/2023 6:23 PM
Submitted By: Albert Kim

File Size: 4 KB

File Type: csv

Program Year: 2021

Payment Category: General Paymenis

File Status: Submitted with Errors

Number of Records in File: 5

Number of Records Uploaded: 5

Error Log: 15843_General Payments Eror(s)

Warning Log: 15843_General Payments Warning(s)

*Reason For Deletion:

)
Different Covered Recipient

Record Should Have Been Reported by a Different Applicable Manufacturer or Applicat
Payment Had Not Been Furnished to the Covered Recipient

Disputed by Covered Recipient

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
submission. Note that deleting records with "Attested" status requires agreement and re-
attestation by the reporting entity's attester. Attested records will not be deleted from the Ope
Payments system until re-attestation takes place

©One or more reasons for deleting the file must be selected. If "Other" is selected, an alternate




New required 'Reason for Deletion’ field for deletion of attested records

- Enhanced System Behavior

When an Applicable Manufacturer/GPO deletes attested records manually, the user will be
required to select a single reason before proceeding.

Delete an Attested Record(s)

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 attesier. 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. I "Other” is selected, an altemate 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:

[ Different Covered Recipient

Cancel Delete
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Review and Dispute Contact Information updated for Reporting Entities to
require specific fields — Previous System Behavior

Open Payments (Sunshine Act)

Previous System Behavior: WWhen an Applicable

uuuuuuuuuuuu

Manufacturer/GPO user registered or updated the e
information of a reporting entity, the user was required to = ==

enter contact information for the purposes of Review and ? mm R
Dispute. This contact information is displayed to Covered S
Recipient users for inquiries or disputes regarding e
submitted payments or other transfers of value. =
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Update R&D Contact Information for Reporting Entities to require specific

fields — Enhanced System Behavior

Enhanced System Behavior: Specific review and dispute contact Open Payments (Sunshine Ach
information fields are added to the Register Entity page. .
Reporting Entities are required to enter information in each field
when registering or recertifying. A summary of changes is listed
below:

» Specific review and dispute contact information fields replace
the current free-form text box. Reporting entities are required
to enter information in each field for a primary point of
contact. Reporting entities also have the option to enter
information for a backup point of contact. Validations are
introduced to the required fields and Ul error messages will
be displayed if the fields fail validation.

* Review and dispute contact information on-screen text is
updated for applicable manufacturer and GPO users to
provide additional instructions when registering and updating
an entity.

« The new review and dispute contact information fields are o
displayed to Covered Recipients on the review and dispute ST e
Record ID page.




Remove the ability to delay General Payments — Previous System Behavior

Previous System Behavior: Applicable manufacturers
and GPOs could request a delay to the publication of {20 FEIIEEE (S LR e
both General and Research payments. A delay in

publication can be requested annually up to a period
of four years from the date of the payment. Payments
can be delayed either manually or via Bulk File

General Record Information

Upload. Delayed records are included in the next
publication following the non-renewal or expiration of

th e d e I ay. *ﬁg:i;:}aymem Reclplent Indicator: @ -
Records are eligible for a delay in publication only if St actr e, s st

they relate to one of the following criteria:

* Research or development of a new drug, device, |

biological, or medical supply. / = .a_
* Research or development of a new application of /
an existing drug, device, biological, or medical

Users can no longer
delay General Payments

supply.
» Clinical investigations regarding a new drug,
device, biological, or medical supply.




Remove the ability to delay General Payments — Enhanced System Behavior

Enhanced System Behavior: The functionality to delay the publication
of General Payments is removed and is effective for all program years.

» All General Payments previously eligible for a delayed publication

will not be renewed and the records will be included in the June
2024 publication.

Payment Submission Information
Enty Making Payment Reglsration Name: MTes{LLC

Program Year: 2021 Payment Category: General Payments Home System Payment D:

« For all records going forward, regardless of the program year of the
record, general payment records cannot be delayed. This means :
that even if a company delayed a general payment record in

Program Year 2022, it will no longer be able to be delayed in
Program Year 2023.

Covered Reciient State License(s):
0-2

Associated Drug, Device, Biological, or Medical Supply Information
N

The read-only “Delay in Publication of )
Research Payment Indicator” field will also be — .. -
removed from the Review & Save page for all
General Payments.




Remove the ability to delay General Payments — Enhanced System Behavior

The functionality to delay the publication of General Payments is removed and is effective for all
program years.

Changes to AM/GPO Review and Dispute S

* From the AM/GPO Review & Dispute tab,
the Review and Dispute page will be
updated to display a value of “No” for all
General Payments under the “Delay in
Publication of Research Payment
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Remove the ability to delay General Payments

— Enhanced System Behavior

The functionality to delay the publication of General Payments is removed and is effective for all
program years.

Changes to Covered Recipient Review and Dispute

* From the Covered Recipient Review & Dispute ——— L
tab, the Review and Dispute page will be B e
updated to display a value of “N/A”onthe .. e —
“Delay in Publication of Research Payment :

Indicator” field for all General Payments s —

Search  Chear AN

Showing Results for:

1
L Progress Records.
&, Downioad Zip File
Showing 10 ~ of 32 Entries Pagetofd e = Page 1w

Record I1D 71158271

Entity Making Payment  Program Year Record Status

ABCDE Mesical 2018 Atastad

Record IO Atirmed Payment Categary

nsEzT1 L General Payments

Tatal Payment Amount  Value of Interest
1 NiA

Delay In Publication of Research Payment Indicator |
™

Dae of Payment Principal Investigatons Assoclated  Listed as P Only
2018-12-31 s Mo




General Payments Nature of Payment update - ability to submit

ownership records removed

— Previous System Behavior

Previous System Behavior: The Open Payments system requires the Nature of Payment to be specified

during the submission of General Payments.

For PY2013 — PY2020, entities may select whether the
type is any of the following from the Nature of Payment
Categories:
* "1" = Consulting Fee;
« "2" = Compensation for services other than
consulting, including serving as faculty or as a
speaker at a venue other than a continuing
education program;
« "3" = Honoraria;
« "4" = Gift;
« "5" = Entertainment;
* "6" = Food and Beverage;
« "7" = Travel and Lodging;
« "8" = Education;
« "9" = Charitable Contribution;
* "10" = Royalty or License;
* "11" = Current or prospective ownership or
investment interest
* “12” = Compensation for serving as faculty or as a
speaker for an unaccredited and non-certified
continuing education program.
 “13” = Compensation for serving as faculty or as a
speaker for an accredited or certified continuing
education program.
*"14" = Grant;
» "15" = Space rental or facility fees (teaching
hospital only);

For PY2021 and Onwards, entities may select
whether the type is any of the following from
the Nature of Payment Categories:
» "1" = Consulting Fee;
« "2" = Compensation for services other
than consulting, including serving as
faculty or as a speaker at a venue other
than a continuing education program;
« "3" = Honoraria;
« "4" = Gift;
« "5" = Entertainment;
* "6" = Food and Beverage;
* "7" = Travel and Lodging;
« "8" = Education;
« "9" = Charitable Contribution;
* "10" = Royalty or License;
» "11" = Current or prospective ownership
or investment interest
*"14" = Grant;
» "15" = Space rental or facility fees
(teaching hospital only);
"16" = Compensation for serving as
faculty or as a speaker for a medical
education program
» "17" = Debt forgiveness
+ "18" = Long term medical supply or
device loan
* "19" = Acquisition



General Payments Nature of Payment update - ability to submit

ownership records removed — Previous System Behavior

The Nature of Payment is a required field for general payment submission. One of the
above listed Nature of Payment categories needs to be selected in both manual and bulk
submission. If there is no option selected, then the user will get an error message.



General Payments Nature of Payment update - ability to submit

ownership records removed — Enhanced System Behavior

Enhanced System Behavior: Open Payments Open Payments (Sunshlne Act)

updated the Nature of Payment categories to remove e —

“11” = Current or prospective ownership or @/ B 2 @&

investment interest category for Program Year 2023- 2,

onwards. This payment category is still available and Add General Payment s
editable for Program Years 2018 — 2022. ‘E R A G A

» Beginning with Program Year 2023, “Current or e e e ) .

Enter the required payment or vansfer of value informaton

*Total Amount of Payment: *Date of Fayment: *Number of Payments Included in Total

prospective ownership or investment interest” is
not available as a Nature of Payment option for I ST
General Payment records. et e

» The Nature of Payment category, “Current or
prospective ownership or investment interest”
continues to be reportable and editable for
Program Years 2018 — 2022.

“Current or prospective
ownership or investment
interest” removed for
Program Year 2023-onwards.




Context Field added for Teaching Hospital Payment

- Previous and Enhanced System Behavior

Previous System Behavior: Previously, there was not a
teaching hospital payment context field, nor was there a .

. 9 P P y . Open Payments (Sunshine Act)
requirement for applicable manufacturers to provide a s s o P O i
description of the payment or transfer of value.

Gl ) )

Home Submissions Review and Dispute Manage Entities My Profile Messages Resources
Add General Payment d
. “ . = o $ = v
Enhanced System Behavior: A “Context of Teaching oo comedupes o Poms  Goremoman oo
HOSpItal Payment” teXt bOX fleld IS added and FGQUII'ed General Payment or Other Transfer of Value Information
for Reporting Entities to use when submitting a payment S
or tra nSfer Of Value to a TeaChing HOSpitaI for Prog ram *Total Amount of Payment: *Date of Payment: *Number of Payments Included in Total
Year 2023 and onWardS. 99999.99 and maximum 12 digits yyyymmdd @ . \mount:
Reporting Entities are required to enter information in the | i | .

“Context of Teaching Hospital Payment : @
500 charactrs s, Charactrs enar ovr s it il ot b saved.

field when submitting any General or Research Payment
associated with a Teaching Hospital.

If the Teaching Hospital Context Field is not completed, —
the user will receive an error message and will not be — B com
able to proceed with submitting the record until this field =

is completed .



Context Field added for Teaching Hospital Payment - Enhanced System Behavior

A “Context of Teaching Hospital Payment” text box field is added and required for Reporting
Entities to use when submitting a payment or transfer of value to a Teaching Hospital for
Program Year 2023 and onwards.

Open Payments (Sunshine Act)

The enhancement impacts:

o Changes to Manual SmeiSSion Review and Dispute - Pomona Valley Hospital Med Ctr - 951115230,
1798 N. Garey Ave., Pomona - CA 91767

. Changes to Bulk File Upload T

« Changes to Review and Dispute . — ) i

o Changes to AM Review and
Dispute

etrmad [ Vesthc)
e

o Changes to Teaching Hospital
Review and Dispute

Showing Results for:
[l

Dizpune




Ability to track deleted records and link them to new records submitted

- Previous and Enhanced System Behavior

Previous System Behavior: There was not a way
within the Open Payments system to track the
previously deleted records and link them with newly
submitted records. Open Payments (Sunshine Act)

Apparahe WnreAnctrmr ar Tmop S rasng | Ipaseahon et |

Enhanced System Behavior: The Open Payments
system is enhanced with a feature to track deleted
records and link them to new records.

Add Payment ?

A Bk s 3 arslensa () 5 required

T BNMeT 3 PayMEnt, VSher of VI, OF CANTEND OF ITVESIMEnt IBETESL 00y the AHIICWING IiImaton

The following enhancements are made to the Open S — T e e,
Payments system. B o S o

«  Two new fields are introduced as input fields to r—

R

be received from the users in both the Ul and o
Bulk submission template.

o The first new field is a Yes/No indicator to
tell if the record was previously attested L .
and then deleted, and then later newly
submitted

o If the value of the indicator is selected as
“Yes”, then, a new text field is displayed
for the reporting entity to provide the
Record ID of the previously deleted
record.




Ability to track deleted records and link them to new records submitted

- Previous and Enhanced System Behavior

The Open Payments system is enhanced with a feature to track deleted records and link them to new
records.

e The enhancement impacts:
o Manual Submission —Add Open Payments (Sunshine Act)

Payment page, Review & P
Submit page, Overview page,

Switch User Type

View page, Edit Payment page, O T e R - N
Copy payment page, and Add Payment o
Submissions page oot e

o Bulk Submission templates — S
General, Research and oo s 5 &3 .
Ownership templates for all E ) ¢
program years '

o Ul error/warning messages and
error/warning codes



Allow Reporting Entities to indicate they have no records to report for a

Prog ram Year - Previous and Enhanced System Behavior

Previous System Behavior: Applicable manufacturers and GPOs could recertify
within the Open Payments system however, they did not have the option to

indicate or attest that they do not have any reportable payments or transfers of
value or ownership and investment interest to report for the current or previous

program year(s).

Enhanced System Behavior: The Open Payments system is enhanced to allow
active applicable manufacturers and GPO officers and attesters to indicate that
their entity do not have any payments or transfers of value or ownership and
investment interest to report starting with Program Year 2023 for all Program
Years.




Allow Reporting Entities to indicate they have no records to report for a

PI"OQ ram Year - Enhanced System Behavior

The Open Payments system is enhanced to allow active applicable manufacturers and GPO officers and
attesters to indicate that their entity do not have any payments or transfers of value or ownership and
investment interest to report starting with Program Year 2023 for all Program Years.

I Annual Recyﬂﬁcation AND does NOT have Payment(s) to\Report I
Update to “Entity Details” tab: g o meamrmateose apres v e ey e
» During recertification, the AM/ GPO _ ackngifiedge the below attestations
officers 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 the profile in Open Payments is

inaccurate or outdated.

"1. | re-certify that the entity information entered above is accurate.

(]

“2. | 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 infermation submitted in the Open Payments system.

[m]

“3. | 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.

(]

“4. If | become aware of any information that my entity is required to report, | will submit
this information to CMS as required per 42 CFR 403.908(h)(1), which states that "if an
applicable manufacturer or applicable group purchasing organization discovers an error
| oromission in its annual report, it must submit corrected information to CMS immediately
upen confirmation of the error or omission.”

« Starting with Program Year 2023, they
can also indicate that their entity does
or does not have any reportable
payments or transfers of value or
ownership and investment interest to
report for current program year.

Note: If you later on, after re-certification. decide that your entity has payments or transfers of
value or ownership and investment interest to report for the current program year or previous
program years, you may update the indicator by navigating to the "lManage Entities" tab. Select
the entity, and Click on the "Indicate No Payments/ Transfers of value to Report” sub-tab and

= follow the instructions to indicate that you have payments or transfers of value or ownership and
| \ Investment interest to report.
ancel Submi




Allow Reporting Entities to indicate they have no records to report for a

Prog ram Year - Enhanced System Behavior

The Open Payments system is enhanced to allow active applicable manufacturers and GPO officers and attesters to
indicate that their entity do not have any payments or transfers of value or ownership and investment interest to report
starting with Program Year 2023 for all Program Years.

Manage Entity page:

The “Manage Entities” page will be updated to include a new tab called “Indicate No Payments/ Transfers of Value to
Report”. The AM/GPO officer can navigate to this sub-tab and add a no Payments/ Transfers of Value indicator (No
PTOV) for a Program Year.

Entity Details Manage Roles Indicate No Payments/
Transfers of Value to Report

Open Payments (Sunshine Act) Indicate No Payments/ Transfers of Value to Report

Appicable Manufacturer or Group Purchasing Organization Switch User Typ= Afield with an asterisk (*) is required

This page will allow you to repert if your entity does not have any reportable payments or transfers
of value or ownership and investment interest for any program year To do this, select the Program

Year from the drop-d; k ledge to the i and select the "Save” button g

My Profile

Note: If you decide to modify the indicator. you may do so by following the steps annual report, it must submit corrected toCM3 upon 1 of the
Astrazeneca - = - N eITOr OF omission.”
= Navigate to the "Reportable Payments/ Transfers of Value Indicator” table
T p—— Py — . Select the "Edit” button in the Action column for the pragram year you wish to madify save
TS Is ENATDEIE = If you are modifying from "No" to "Yes", choose from drop-down and select the "Save” button
- If you are modifying from "Yes" to "No", choose from drop-down, attest to the agreement by
This page provides the information for your selected entity. Onyy 2n zuthorized oficial or authorized selecting the check box and select the "Save” button
g
fepresentative in the officer fole can update an; incorrect information in the entity profie by .
seecting e “Updzte 2y button e Fammtrean Reportable Payments/ Transfers of Value Indicator
Update Entity )
Flease Select v Showing 10 v of1Eniies 1« « Pagelof1 w» » Page 1w
i i Attestation Agreement 3

Entity Information — 9 — Program Year$ Have Reportable Payments/ Transfers of Value? ¢ Action
Entity's Registration ID: 100000001067 If your Entity does NOT have reportable payments or transfer of value for the above selected -

pregram year, please acknowledge the below attesations 2023 No Edit
Entity's Legal Name: Astrazeneca
Reporting Entity Typs:  Applizatie Manufacturer i Showing 10 v offEnies 4 « Pagefof! » w1 Page 1v
Business Type:  Applicable manufacturer drigsbiciogical 21,1 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
Food & Drug Administration (FDA) Establishment Identifier: 5 o 3

group g with the authority to attest to the informatien submitted

Data Universal Numbering System (D-U-N-S® Number): In the Open Payments system
URE Bt Company R e [ 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.

"%/ *3.1f | become aware of any information that my entity is required to report, | will submit this

information to CM$ as required per 42 CFR 403.908(h)(1), which states that "if an applicable
or i group i i an efror or omission in its
annual report, it must submit corrected information to CMS immediately upon confirmation of the
&rror or omission.”
I save




Allow Reporting Entities to indicate they have no records to report for a

Prog ram Year - Enhanced System Behavior

The Open Payments system is enhanced to allow active applicable manufacturers and GPO officers and
attesters to indicate that their entity do not have any payments or transfers of value or ownership and
investment interest to report starting with Program Year 2023 for all Program Years.

Attestation:
The attestation page will have the below changes.
* Under “Review Records Summary” page, a new button is introduced for the attesters to attest to NO PTOV.

» Upon clicking the new button, it will lead to a new page “Attest No Payments or Transfers of Value”

@ Open Payments (Sunshine Act)
S i i i er Py i

Submissions -

pihen) ABCDE Medical 2023 - Review Records -
APl it s ider [} i e Summary
:,Ivn-(wwx-.nnav.v-cw.’-lmwn]‘_w.—v!'w\rv-!\Mw'l'.nltlu\lw'w i swmening o e o e Cipen, Faryrmas Open Payments (Sunshine Act)
Submit Payment Data On-Screen Text Applcable Manufacturer or Group Purchasing Organizaton Suitch User Type

e Seect sk P

Download the Physician
List

The Wagated Fryscan Lt 353

Attest No Payments or Transfers of Value

ABCDE Medical 2023

Review Submitted Payment Records

T v ety ket e Py e, ety whown ook o weth b3 e and B pragean peas bom e
‘O Conmn Bt ek T et i Dot

Review Recards - Summary

P i T T 25550 3t S, e ] o Sy Bownload the Reparting

T dowad sporing tempates. s it
Finans Sabect e

Review Submitted File(s) Status

CHAC e B 0 Sy LS Do) SoleNE, yOa) WLy e T SELIES Dy Sesecine) Fheves Fie S1mA

Foowioms Fn Statiss




Update NDC Drug Resource File available to AM/GPOs to include 11 digit

NDC

The Open Payments outreach documentation for Drug Name and National Drug Code (NDC) Reference Data
will be enhanced to include a new column for the 11-digit NDC code. This new column will be added to the
current .csv Drug Name and NDC reference file that is made available to AM/GPOs on the CMS resources
page (https://www.cms.gov/OpenPayments/Downloads/Drug-Name-and-NDC-Reference-Data.zip).

Column Name Column Description

10NDCPACKAGECODE The 10-Digit labeler code, product code, and
package code. (Corresponds to the “10 digit
National Drug Code (NDC) of Associated Covered
Drug or Biological” element in the Open
Payments System.)

11NDCPACKAGECODE The 11-Digit labeler code, product code, and
package code. (This information is provided for
reference only and does not correspond to any
Open Payments payment submission elements.)

ProprietaryName The trade name of the drug product.
(Corresponds to the “Name of Associated
Covered Drug or Biological” element in the Open
Payments System).

ProprietaryNameSuffix A suffix to the proprietary name. (This
information is provided for reference only and
does not correspond to any Open Payments
payment submission elements.)
NonProprietaryName Sometimes called the generic name. (This
information is provided for reference only and
does not correspond to any Open Payments
payment submission elements.)

LabelerName Name of company. (This information is provided
for reference only and does not correspond to
any Open Payments payment submission
elements.)




Application User Roles expanded to support updates with Remote Identity

Proofing (RIDP)

Previous System Behavior: Previously, users selected one role to gain access to the Open Payments application, and the users
were required to pass RIDP.
* Role: Applicable Manufacturer, GPO, Physician, Non-Physician Practitioner, or Teaching Hospital.

Enhanced System Behavior: Now there are three user roles to gain access to the Open Payments system with one role limited to
RIDP verification. The roles and descriptions are as follows:

Reporting Entity Officer or Teaching Hospital Authorized Official Role: Only US users that will be 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.

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.

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 will be 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.



Next Steps and Available Resources
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Next Steps for Reporting Entities

New or Returning? Next Steps

New Reporting e Register in IDM and request access to the Open
Entities Payments system

* Register self and reporting entity (if applicable) in
the Open Payments system

e Assign user roles

Returning Reporting | * Ensure IDM account has not been deactivated due to
Entities inactivity and reset password if necessary

* Recertify reporting entity information and provide
required review and dispute contact information

* Confirm user roles
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Next Steps for Covered Recipients

New or Returning? Next Steps

New Physicians, e Register in IDM and request access to the Open
Non-Physician Payments system

Practitcioners ar\d * Register self and teaching hospital (if applicable) in
Teaching Hospitals the Open Payments system

Returning e Ensure IDM account has not been deactivated due to
Physicians, Non- inactivity and reset password if necessary

Physician  No other action is required at this time

Practitioners and

Teaching Hospitals
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Available Resources

Review available resources on the Resources page of the CMS Open Payments
website at https://www.cms.gov/OpenPayments/Resources

— Open Payments User Guide for Reporting Entities
— Open Payments User Guide for Covered Recipients
— Tutorials

— Quick Reference Guides

If you are looking for information on the Covered Recipient expansion, new
nature of payment categories, or device IDs, refer to the tutorial for “Expansion
Of Covered Recipient, Device and Nature Of Payment” on the CMS resources page

Register for CMS email notifications via the Open Payments website to receive e-
mail updates about Open Payments

For additional questions, contact the Open Payments Help Desk:
— Email: openpayments@cms.hhs.gov
— Phone: 1-855-326-8366 or for TTY line call 1-844-649-2766
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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 Reporting Entities
and Covered Recipient on overview of the Open Payments system and
enhancements.

Date of document issuance: January 2024
Replacement / Revision Status: Revision to previous version
Agency Identifier: CPI DASG/CPI DTP/DASG/CPI 3620

Summary of Document: An overview of the Open Payments program year
enhancements that were implemented in July 2023.

Citation to statutory provision / regulation applicable to this document:
— Statute citation: Social Security Act SEC. 1128G. [42 U.S.C. 1320a-7h]
— Rule citation: 42 C.F.R. §403.900-14 46
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