



























































VA COOPERATIVE STUDY #380
"Risk Factors for Large (> 1 cm) Colonic Adenomas"

Medical Center Name

Patient Name

Form Completed By

RATING PERIOD: 00 = Baseline 05 = Five-year

CODE RATER: (1=CHEJFEC, 2=EWING)

FORM 11
CENTRAL REVIEW FORM
Medical Center No.
Patient No.

Date - -

PLEASE RECORD THE SIZE, LOCATION, TYPE OF POLYP AND PROCEDURES FOR REMOVAL FOR EACH POLYP.

Location: Shape: Procedure: Histology: Atypia\Dysplasia:
CR=Cecum P=Pedunculated 1=Snare polypectomy T =Tubular H=High Grade Dysplasia
AC=Ascending Colon S=Secssile 2=Hot biopsy forceps V=Villous L=Low Grade Dysplasia
HF = Hepatic Flexure U=Unable to be 3=Cold biopsy M=Mixed Tubulovillous U=Unable to be determined,
TC=:Transverse Colon determined, 4=Not removed A=Adenomatous, not not mentioned
SF=Splenic Ficxure not mentioned 5=LosVInsuffient specified N=None
DC=Descending Colon H=Hyperplastic
SC=Sigmoid Colon U=Unable to be determined,
RE=Rectum not mentioned
C=Carcinoma
O=0ther
N=Nommal
Distance (cm)
Polyp # Location from anal Diameter (mm) Shape Procedure Histology Atypia
verge
1. . o I — o .
2. o . o - . o
3. o R e — . o o
4. o R o — o o
5. . e o . . - .
6. - e — . - o o
7. . o e . o o N
8. o R e o - o -
9. o o o o o - o
10. o I _ ; - R —
11. . R —— — - —_ —_
12. o . —— -— —_— - R
13. o - - - - _ -—
14. o - —— —_— —_— - —_—
15. o - —_— [ - —_ _
16. . —_— . —_— — R -
17. R — —— - RN - —
18. o I [ R N — .
19. o - N —_ - _ P
20. o _ - —_— S . —_

VA FORM 10-20955(NR)k
OCTOBER 1993
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21.
22.
23.

Hemorrhoids

Diverticula

If Yes:

Total number of adenomatous polyps

AT moow»

Lipoma

Lymphoid hyperplasia
Other

Medical Center No. L

Patient No.

CODE: [=YES
2=NO
3=NOT

RECORDED

VA FORM 10-20955(NR)k
OCTOBER 1993




VA COOPERATIVE STUDY #380
"Risk Factors for Large (>1 cm) Colonic Adenomas”

Medical Center Name

Patient Name

Form Completed By

RATING PERIOD (months since baseline colonoscopy) . ....... ...

12MO 24MO 36MO 48MO 60 MO

1. Date of contact . . ......... ... ... ... .. . ... ... .

NSAID USE

2. Since last contact, has the patient taken any

non-steroidal anti-inflammatory drugs? (1="Yes, 2=No)

If Yes, complete Questions 3-20 below. If No, go to Question 21.

3. Aspirin (other than Saliprin)
4. Diflusinal (Dolobid)
5. Fenoprofen (Nalfon)
6. Ibuprofen (Motrin, Advil, Rufen)
7. Indomethacin (Indocin)
8. Mefenamic acid (Ponstel)
9. Naproxen (Naprosyn, Anaprox)
10. Piroxicam (Feldene)
11. Sulindac (Clinoril)
12. Tolmetin (Tolectin)
13. Diclofenac (Voltaren)
14. Etodolac (Lodine)
15. Ketoprofen (Orudis)
16. Nabumetone (Relafen)
Others, specify below:
17.
18.
19.
20.

VA FORM 10-20955(NR)t
OCTOBER 1993

FORM 12
PHASE II - SIX-MONTH FOLLOW-UP

Medical Center No.

Patient No. —
Date - -
Mo —]_)ay_ Yr
............... Mo__ Day Yr__
HOW OFTEN?
1=Never
2=0Occasionally DURATION
3=Intermittent, but regular (since last
(> 1 day/week) contact) IN
4=Daily WEEKS

5=More than once a day

regularly
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ACTIVE MEDICAL PROBLEMS SINCE BASELINE COLONOSCOPY

Medical Center No. e

21.

t2
I

24.

25.

26.

27.

28.

29.

Has the patient had any active medical problems since

last contact? (1=Yes, 2=No)

If Yes, complete Questions 22-29 below.

Acute MI

Stroke

Hospitalization for breathing problems
Colorectal cancer
Other cancer, specify

Other hospitalizations (specify below)

a
b.
c.

d.

Surgery (specify below)

Death (1=Yes, 2=No)

a.

Patient No.

CODE: 1=YES
2=NO

If Yes, date of death

Cause of death:

VA FORM 10-20955(NR)}
OCTOBER 1993

P.1. Signature




VA COOPERATIVE STUDY #380 FORM 13
“Risk Factors for Large (>1 cm) Colonic Adenomas” PHASE 11l — INITIAL CONTACT FORM

Medical Center Name Medical Center No.

Patient Name Patient No.

Form Completed By

1. Patient SlalUS oo e e -
1 = Patient not located
2 = Patient contacted, refused Phase Ili
3 = Patient deceased Date of Death ............................ Mo__ _ Day__ __ Yr__ __
4 = Patient signs Phase lll Informed Consent, agrees to follow-up
2. Date of Initial Phase Il Contact/Interview ...l Mo__ _ Day_____Yr__
3. In the last five years have you had any of the following? Code: 1=YES
2=NO
a Coronary Heart DISBASE .........cooo ittt
b Stroke or Transient Ischemic AMACKS ... ... e -
c ACUEE M e e e e
d ChroniC Pancreatitis ... e e e -
e GaIISIONES ..o e e et et e e e -
f P P I U O o e e e .
g ColoreCtal CanCeT ... . ..o et e e -
h. Other CANMCET ..ottt e e e e et et et e e e e eeeieee e -
i. Hospitalization for Abdominal SUIGEIY ..o e -
- Hospitalization for Other SUrgery ... -
k. Other Hospitalization (NON-SUIGEIY) ....oooii e e, -
4. Have you ever
a. Taken multivitamin pillS? ... -
If yes, how often (1 = Less than one/day; 2 = daily Or more) ............ccccoeveiviieniinec _—
b. Taken calcium supplements? ...................... e -

i Version 1 04/10/03



CSP #380 — FORM 13 (Page 2 of 3) Medical Center No. PatientNo.

i Code: 1 =YES
2 =NO

{ s Do you smoked cigarettes QAlY NOW? e

’f IF NO, GO TO QUESTION 6

1

IF YES, ANSWER A AND B BELOW

a. How many cigarettes do you smoke perday................o

b. How many years have you been smoking cigarettes? ...

GO TO QUESTION 7

. - Were you a previous cigarette SmoKer? ... -
if Yes:
3 a. How many years ago did you quit smoking Cigarettes? ..o -
b. How many years did you smoke cigarettes? ... i
3 c. How many cigarettes did you smoke per ARY7 e o o
Do you currently drink alcoholic Deverages? ...

IFNO, GO TO QUESTION 8

1
IF YES, ANSWER A, B, AND C BELOW
a. Beer (1 bottle or can) ... e i
B. Wine (1 glass) ..o e
C. LIQUOT (T SNOT) oo I

GO TO QUESTION 9

Did you drink alcoholic beverages in the past? ...

If Yes, indicate drinks per week:

a. Beer (1 bottle orcan) ... e
D Wine (1 glass) ..o e
C. LIquor (1 ShO) L. e ‘

cmimn 3 DNVATANIND




CSP #380 — FORM 13 (Page 3 of 3)

in the last five years, have you used NSAIDS (nonsteroidal anti-inflammatory drugs)?

If

Yes, complete Questions a-x below:

a. Aspirin (other than Saliprin)

b. Ibuprofen (Motrin, Rufen, Excedrin IB,
Nuprin, Bayer Select)

c. Celecoxib (Celebrex)

d. Rofecoxib (Vioxx)

e. Salsalate (Disalcid, amgesic, Artha-G,
Monogesic, Salflex, Salsitab)

f. Valdecoxib (Bextra)
Diflusinal (Dolobid)
Fenoprofen (Nalfon)

i Indomethacin (Indocin)

j- Mefenamic acid (Ponstel)

K. Naproxen (Aleve, Naprosyn, Anaprox)

I Piroxicam (Feldene)

m. Sutindac (Clinoril)

n. Tolmetin (Tolectin)

0. Diclofenac (Voltaren)

p. Etodolac (Lodine)

g. Ketoprofen (Orudis)

r. Nabumetone (Relafen)

S. Flurbiprofen (Ansaid, Froben)

t. Meclofenamate (Meclomen)

u. Meloxicam (Mobic)

V. Oxaprozin {Daypro)

w. Other

X. Other

AV FERaYiate)

Medical CenterNo. _

1=YES
2=NO

P.l. Signature

IF YES: HOW OFTEN?
1=Never
2=0Occasionally
3=Intermittent, but
regular (> 1 day/week)
4=Daily
5=More than once
a day regularly

Patient No.

HAS YOUR USE
1=Increased
2=Same
3=Decreased




VA COOPERATIVE STUDY #380 FORM 14
“Risk Factors for Large (>1 cm) Colonic Adenomas” PHASE 1l - ANNUAL FOLLOW-UP FORM

Medica! Center Name Medical Center No.

Patient Name Patient No.

Form Completed By

RATING PERIOD (Months since initial Phase [{l Contact/interview) ... .

12 MO 24 MO 36 MO 48 MO 60 MO o
1. DATE OF SCHEDULED ANNUAL CONTACT oottt Mo__ __Day_ ___ Yr___
2. Status of this scheduled fOllOW-UD INTEIVIEW ........oii i ae e e s e s e et e s e s

1 = patient contacted, follow-up data collected
2 = patient not located

3 = patient withdrew from Phase HlI follow-up

4 = patient died Date of Death  ___ - -_
Cause of Death
5 = Other
3. Since the last contact, have you had any of the following? Code: 1=Yes
2=No
a Coronary Heart DISEASE ......c.coo i ettt a s e e e et e e e e e e e e et et —
b Stroke or Transient ISChemic AHACKS ...t —
c ACULIE M <ottt et e sttt e et e s e et e e e ettt e arebbaearrate v eennaeeennrans -
d Chronic PANCTEAUEIS ........oiiiiiiiiiiiiiiiiirs ettt ettt ea et s e a e sae s e s e reaeesaeeeaaas —
e L T 11 o g =T P PSRN TRRROI e
f ey oY1 (ol U (oY O SRRSO —
g. COIOTECIAI CANCET ..oiieiiiiiiie ettt s e s e st e e e ettt e n st e e e s amaearasaeeann -
h. (@11 G 0= 5T =] LSRRI -
i Hospitalization for Abdominal SUIGEIY ... e .
J- Hospitalization for Oher SUFGEIY ...t st s et st a e st aan e
K. Other Hospitalization (NON-SUFGETY) ..ottt s ss s ssre s esee e se e e eaaeseatenseeneeas o
4. Since the last contact, have you

a. SMOKEA CIGATEIES ...eurieietiiieiee it ss et ee et e e b e e b e et e s e ae et e es e e st eeesmnateeas e seanaans I

If yes:

1. On average, how many packs @ day .........ccccoeriviiniiiiiiinii e, e
b. Taken MUIIVITAMIN PIIS ..ottt et et e vt ee st e s e et e st e e e s e abasteeeeeeansseraseseeeneeers o

if yes:

How often (1 = Less than one/day; 2 = daily Or more} ...........cecoceeieirenineenns -

Taken calcium SUPPIEMENTS ... et e et e e e n e -
d. DIrank @lCONOL ... .. et e ettt ettt s e r e 2o oot e e e e aeaeaen e s rean s raarreranaeernbaanan .

fyes, (1 =< 1/day; 2 = daAiY +) oo e e e —

Version 1. 08/22/02



CSP #380 — FORM 14 (Page 2 of 2) Medical Center No. e Patient No.

5. Since the last contact, have you used NSAIDS (nonsteroidal anti-inflammatory drugs)?

If Yes, complete Questions a-x below.

IF YES: HOW OFTEN? HAS YOUR USE
1=YES 1=Never 1=Increased
2=NO 2=0ccasionally 2=Same

3=Intermittent, but 3=Decreased

regular (> 1 day/week)

4=Daily

5=More than once
a day regularly

a. Aspirin (other than Saliprin) — I —
b. Ibuprofen (Motrin, Rufen, Excedrin IB,

Nuprin, Bayer Select) I _— —_—
C. Celecoxib (Celebrex) - - ——
d. Rofecoxib (Vioxx) — —— .
e. Salsalate (Disalcid, amgesic, Artha-G,

Monogesic, Salflex, Salsitab) — —_— e
f. Valdecoxib (Bextra) R —_— ——
g. Diflusinal {Dolobid) — —_— —
h. Fenoprofen (Nalfon) —_— —

i indomethacin (Indocin) . I

J. Mefenamic acid (Ponstel)

k. Naproxen (Aleve, Naprosyn, Anaprox)

I Piroxicam (Feldene)

m. Sulindac (Clinoril) —_— —_ ——
n. Tolmetin (Tolectin) e e —
0. Diclofenac (Voltaren) — — —
p. Etodolac (Lodine) e I —_—
q Ketoprofen (Orudis) - R —_—
r Nabumetone (Relafen) —_— e
s. Flurbiprofen (Ansaid, Froben) S R

t. Meclofenamate (Meclomen) R —— I
u. Meloxicam (Mobic) ——— - R
V. Oxaprozin (Daypro) - — e
w. Other N B —
X. Oter e

P.. Signature e o
rsion 1. 08/22/02




VA COOPERATIVE STUDY #380 FORM 15
“Risk Factors for Large (>1cm) Colonic Adenomas” Phase III Extended Medical History Form

Medical Center Name Medical Center No.

Patient Name Patient No.

Form Completed By

DateonForm 13 or 14 .. .. i Mo Day Yr

This form is to be submitted when Questions 3H, 3J or 3K on Form 13 or 14 are coded 1=yes

Code: 1=YES
2=NO
If yes, complete the categories below
A. Prostate

B. Skin (nonmelanoma).......... ...
C. Other (including melanoma):

If yes, complete the categories below o
A. CardiovasCUular. ... ..ot e
B. Joint replacement/repair........cooutiuiiii :
G U < U o
D, UnKnown. ..., o
E. Other: o
3. Was “Other Hospitalization (Non-Surgery) (Question 3K) on Form 13/14 coded 1=yes?............ L
If yes, complete the categories below
A, CardiovasCular. ... ..c.oon i e L
Bl ReSPITatOry. .. .o .
C. Infection (other than respiratory).........ccooiiiiii i e L
D. Mental status change..................... .
E. ObSErvation. ..ot e
F.o UnKnOwn......ooo :
G. Other: ,

P.I. Signature

Version_01_ 6/05/05



VA COOPERATIVE STUDY #380

“Risk Factors for Large (>1cm) Colonic Adenomas”

Medical Center Name

FORM 16
Phase III Termination Form

Patient Name

Medical Center No.

Patient No.

Form Completed By

Termination date.......... PN

1=Completed 10 years of follow-up
2=Withdrew from Phase III follow-up
3=Died

4=Lost to follow-up/could not be contacted

2. Per protocol colonoscopy exam at 10 years performed

1=Yes
2=No

If no, reason exam notdone........................

1=Age 65 or older at time of baseline exam

2=Interim exam done

3=Patient not located

4=Patient refused exam

5=Patient deceased

6=Exam medically contraindicated

7=0Other
Specify:

P.1. Signature

Version_01_06/05/05




VA COOPERATIVE STUDY #380 FORM 17

“Risk Factors for Large (> 1cm) Colonic Adenomas” Non-Endoscopic Exam Form
Medical Center Name Medical CenterNo.
Patient Name Patient No.

Form Completed By

L Ty PE OF XA Lot e e o
1= Air Contrast (Double Contrast) Barium Enema
2= Barium Enema
3= CT Colonography (virtual colonoscopy)

2. Findings Code: 1=YES

J 2=NO
AL NOrmal. . o
B. DivertiCulOsIS. .. ..ooo e, o
C. Flling defect. .o L
D. Polypoid 1esion. ... ... o
B STIC U . L, o
L T SO e

1. Specify

P.1. Signature

sion_01_6/05/03
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