Gender: M F

Additional Lab Results Form

FORM CODE: ALF Contact
ID NUMBER: VERSION: A 10/8/13 Occasion Seq #
|
Date of Form Completion: Staff Code: FDF #

| Instruction: Contact Occasion above is to be coded with CO# associated with the blood draw. ‘

1. Immunomodulator Monitoring: U Yes U No
a. Date of Blood Draw (dd / mmm /yyyy) / / o
b. Lab Used [ALF1b |
A. Performed B. Units C. Result
Y N Conventional Other
@ @
[AlF2a]2. TPMT Activity O 0 -[q3] Q Level Q
[ALFza 3. 6-TG O Oo[e]  Opmolsx10°RBCALE I g
[AlF2aly 6mmp O 0o O pmol/8 x 108 RBCs|ALF4b | O ALF4b1
5. TPMT Genotype O  O-[Qs]
a. Genotype Result (select one): U TPMT*1/TPMT*1 (normal)

U TPMT*1/TPMT*3 (intermediate)
U TPMT*3/TPMT*3 (low to absent)

6. Calcineurin Inhibitor Monitoring: Q Yes O No-»{Qs]
a. Date of Blood Draw (dd / mmm /yyyy) / / _
b. Lab Used ALF6b | |ALF6b1_Other lab used |
A. Performed B. Units C. Result
Y N Conventional Other
v - FFe)
ALF7c
7. Cyclosporin Level 4 EI—) Ung/ml a
8. Tacrolimus Level O  O-[qQ9] QOmicrog/L a ALF8c
9. Biologic Therapy Monitoring: Q Yes 0 No
a. Date of Blood Draw (dd / mmm /yyyy) / / _ |ALF9a
b. Lab Used [ALF9b | |ALFb1 Other lab used |
A. Performed B. Units C. Result
Y N Conventional Other
@ @)
[ALF10a]10. Infliximab Level O  Oo[ori] O microg/mLAFE] O
[ALF11a J11. ATI O O-[enp] O microg/mL[ALF11D] a
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Q?\OTEC) Gender: M F
Additional Medical Therapy Form

FORM CODE: AMT Contact
ID NUMBER: VERSION: A 06/18/12 Occasion Seq #
. / / AMHOa AliTob AMfoc
Date of Form Completion: Staff Code: FDF #
A. Specific Agent for Additional Medical Therapy
1. Agent Name: U (1) Azathioprine 4 (2) 6-MP U (3) Methotrexate SC O (4) Methotrexate Oral
AMT1 Q (5) Tacrolimus Q (6) Cyclosporine Q (7) Infliximab Q (8) Adalimumab
4 (9) Other:
B. Summary of Indication for Additional Medical Therapy
2. Was this therapy instituted since last review? .........cccccecevennne QYes 0O No-slos| amT2
3. a. Date commenced: (dd/mmmfyyyy) /[ AMT3a  p Dose (mg): AMT3Db c. Freq: AMT3c
4. Please complete the following criteria for instituting additional medical therapy since last review.
Criteria Yes No
a.  The PUCAI continues to be >34 despite a minimum of 2-4 weeks of >1mg/kg/day 0 OAMT4a
corticosteroid
b. Failure to wean prednisone below 0.5 mg/kg/day by week 6 Qa QAMT4b
c. Continued activity (PUCAI >10) and need for CS at week 12-24 a UAMT4c
d. Clinical relapse within 6 months of initial successful weaning of prednisone a OAMT4d
e. Adverse reaction to mesalamine d U AMT4e
f.  Hospitalized participant with severe colitis (PUCAI >65) and failure to respond to 0 QAMT4f
intravenous CS within 7 days
g. The Participant has been hospitalized subsequent to first attempted induction course d LAMT4g
h. At the discretion of the attending physician. d QAMT4h
i. Asacombination and/or bridging therapy with a biologic agent a QAMT4
B. Reminders about initiation of Additional Medical Therapy
0 TPMT activity should be measured prior to the initiation of Thiopurine Therapy
0 Metabolites measurement is at the discretion of the physician
0 Participants should have regular monitoring of CBC and serum chemistries
o Participants will be considered treatment failures with respect to the study’s primary outcome.
o Participants will continue to be followed in the study
C. Additional Medical Therapy Reduced/Increased
5. Was dose of this therapy altered since last revView?...........cccccvvvivnnnennn. U Yes O No-[Qs] AMTS
6. a. Date altered: (dd/mmm/yyyy): [/ [ AMT6a | Dose (mg): AMT6b c. Freq: AMT6c
7. Reason this medication was altered:
a. Poorly effective ............. O Yes O NoAMT7a d, Participant’s choice........... O Yes O NoAMT7d
b. Suspected intolerance....d Yes T NoAMT7b e, Other....ccccoeveviecrcrcrennas O Yes O NoamT7e
c. Suspected drug toxicity .Q Yes O NoAMT7c 1. Specify: AMT7el
D. Additional Medical Therapy Ceased
8. Was dose of additional medical therapy stopped since last review?......... Q Yes 0 No-|End| AMTS
9. Date this therapy was stopped: (dd/mmm/yyyy): [ [ AMT9
10. Reason this medication was stopped:
a. Ineffective.........ccocveeenee, O Yes O NoAMT10a d, Participant’s choice........... O Yes 0O NoAMT10d
b. Suspected intolerance.....d Yes [ NoAMT10b e, Other......cccceevvirrivvrrennn, O Yes O NoAMT10e
c. Suspected drug toxicity .0 Yes QO NoAMT10c 1. Specify: AMT10el
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Gender: M F

Additional Medical Therapy Form

FORM CODE: AMT Contact
ID NUMBER: VERSION: B 12/16/13 Occasion Seq #
/ AMT{a AW"Ob AMTpC
Date of Form Completion: Staff Code: FDF #
A. Specific Agent for Additional Medical Therapy
1. Agent Name: U (1) Azathioprine a (2) 6-MP U (3) Methotrexate SC U (4) Methotrexate Oral
AMT1 Q (5) Tacrolimus Q (6) Cyclosporine Q (7) Infliximab Q (8) Adalimumab
U (9) Other:
B. Summary of Indication for Additional Medical Therapy
2. Was this therapy instituted since last review? .........c.cccoveeennes OYes O Noo[Qs]AMT2
3. a. Date commenced: (dd/mmm/yyyy)  /  / AMT3a  { Dose (mg): AMT3b c. Freq: AMT3c
4. Please complete the following criteria for instituting additional medical therapy since last review.
Criteria Yes No
a. The'PUCAI‘continues to be >34 despite a minimum of 2-4 weeks of >1mg/kg/day 0 D AMT4a
corticosteroid
b. Failure to wean prednisone below 0.5 mg/kg/day by week 6 a QAMT4b
c. Continued activity (PUCAI >10) and need for CS at week 12-24 a QAMT4c
d. Clinical relapse within 6 months of initial successful weaning of prednisone a QAMT4d
e. Adverse reaction to mesalamine a QAMT4e
f. Hospi.tal.ized participant with severe colitis (PUCAI >65) and failure to respond to intravenous 0 QAMT4f
CS within 7 days
g. The Participant has been hospitalized subsequent to first attempted induction course a QAMT4g
h. At the discretion of the attending physician. a UAMT4h
i.  Asa combination and/or bridging therapy with a biologic agent a QAMF4i
j. Non-luminal IBD indication (e.g., arthritis, liver disease and other) Q QAMT4j
Specify: AMT4j1
B. Reminders about initiation of Additional Medical Therapy
o TPMT activity should be measured prior to the initiation of Thiopurine Therapy
o Metabolites measurement is at the discretion of the physician
o Participants should have regular monitoring of CBC and serum chemistries
o Participants will be considered treatment failures with respect to the study’s primary outcome.
o Participants will continue to be followed in the study
C. Additional Medical Therapy Reduced/Increased
5. Was dose of this therapy altered since last review?........c.ccocceveevereennennens U Yes 0 No-|[Q8|AMT5
6. a. Date altered: (dd/mmm/yyyy): _ /  / AMT6a b Dose (mg): AMT6b c. Freq: AMT6c
7. Reason this medication was altered:
a. Poorly effective ............. O Yes O NoAMT7a d  Participant’s choice........... O Yes QO NoAMT7d
b. Suspected intolerance ... Yes QO NoAMT7® ¢ Other........ccooccovvvrvcernenne. O Yes 0 NoAMT7e
c. Suspected drug toxicity .0 Yes O No”AMT7c 1. Specify: AMT7el
D. Additional Medical Therapy Ceased
8. Was dose of additional medical therapy stopped since last review?.......... O Yes O No—{End| AMT8
9. Date this therapy was stopped: (dd/mmm/yyyy):  /  / ~ AMT9
10. Reason this medication was stopped:
a. Ineffective.....cooovrrernnnn. O Yes U NoAMT10a (. Participant’s choice........... O Yes U NoAMT1Od
b. Suspected intolerance.....d Yes W NoAMTLO0D e Other.....ccccoevveiririerrennenn, O Yes O NoAMT10e
c. Suspected drug toxicity .1 Yes [ NoAMT10c 1. Specify: AMT10e1

Additional Medical Therapy Form (AMT) Page 1 of 1
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Gender: M F

orm

Additional Medical Therapy F
FORM CODE: AMT Contact
ID NUMBER: VERSION: C 01/07/2015  Occasion

AMTOa #
Date of Form Completion: / Staff Code:

FDF

Seq #

#

A. Specific Agent for Additional Medical Therapy

1. Agent Name: U (1) Azathioprine a (2) 6-MP O (3) Methotrexate SC U (4) Methotrexate Oral
U (5) Tacrolimus U (6) Cyclosporine 1 (7) Infliximab U (8) Adalimumab
O (9) Other: U (10) Other 5-ASA after week 52:
B. Summary of Indication for Additional Medical Therapy
2. Was this therapy instituted since last review? ..........cccoceeerennen. OYes O Noo[os]
3. a.Date commenced: (dd/mmm/yyyy) ~/____ b.Dose (mg): c. Freq:
4. Please complete the following criteria for instituting additional medical therapy since last review.
Criteria Yes No
a. The PUCAI continues to be >34 despite a minimum of 2-4 weeks of >1mg/kg/day 0 0
corticosteroid
b. Failure to wean prednisone below 0.5 mg/kg/day by week 6 a d
c. Continued activity (PUCAI >10) and need for CS at week 12-24 a a
d. Clinical relapse within 6 months of initial successful weaning of prednisone a d
e. Adverse reaction to mesalamine a a
f.  Hospitalized participant with severe colitis (PUCAI >65) and failure to respond to intravenous 0 0
CS within 14 days
g. The Participant has been hospitalized subsequent to first attempted induction course a d
h. At the discretion of the attending physician. a Q
i.  Asacombination and/or bridging therapy with a biologic agent a d
AMTA] j. Non-luminal IBD indication (e.g., arthritis, liver disease and other) Q 0
AMTS | Specify: AT4j1
B. Reminders about initiation of Additional Medical Therapy
o  TPMT activity should be measured prior to the initiation of Thiopurine Therapy
o Metabolites measurement is at the discretion of the physician
o Participants should have regular monitoring of CBC and serum chemistries
o Participants will be considered treatment failures with respect to the study’s primary outcome.
o Participants will continue to be followed in the study
C. Additional Medical Therapy Reduced/Increased
AMT5|5.  Was dose of this therapy altered since last review?.............coo.cooovvveen.... Q Yes 0 No-{s]
6. a. Date altered: (dd/mmm/yyyy): _/ /_______ b.Dose (mg): c. Freq:
7. Reason this medication was altered:
a. Poorly effective ............. U Yes ONo d. Participant’s choice........... O Yes O NolAMT7d]
b. Suspected intolerance....d Yes U No €. Other....covvviveceeennne. U Yes UNo
c. Suspected drug toxicity .1 Yes U No 1. Specify:

D. Additional Medical Therapy Ceased
8. Was dose of additional medical therapy stopped since last review?......... O Yes O No—|End]
[AMT9]9.  Date this therapy was stopped: (dd/mmm/yyyy): / /

10. Reason this medication was stopped:

[Eica] o

[ETicn] b
[rroc]c.

Ineffective.........covvrennne. UYes UNo d. Participant’s choice........... U Yes UNo
Suspected intolerance ....d Yes [ No €. Other.....ooovmnrccererernnnnn. O Yes O No[AMTI0¢]
Suspected drug toxicity ..d Yes [ No 1. Specify: AMT10el

Additional Medical Therapy Form (AMT)
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QROJEC

Gender: M F

Ancillary Treatment Day Zero Form

FORM CODE: ATZ Contact
ID NUMBER: VERSION: A 05/25/12 Occasion SEQ #
-ATZOa *
Date of Form Completion: / * / Staff Code:
Category Name a. Received b. If received, approximate
within 4 wks timing of first dose:

A. Daily Supplements
1. Probiotic Supplement
2. Omega-3 Supplement

B. Antibiotics
3. Metronidazole (Flagyl)
4. Ciprofloxacin
5. Rifaxamin (Xifaxin)
6

. Vancomycin

7. Other, please specify:

C. Other Medications

8. Anti-diarrheal Agents(eg:

before Day 0

Yes

[ATz1a] O
Fza

[i7z2a] O
[frzza] O

[F7z5a] 0
7o

[aTz7a IO

Loperamide, Diphenoxylate HCI, [ATz8a [

etc)

9. Contraceptive (Oral, Injectable,

Transdermal)

10. NSAIDs

D. Specific Medications
11. Oral Vitamin D

11d. Dose frequency: QO Daily

Ancillary Treatment at Day Zero (ATZ)

[arzea] O

[FziGa] 0

a
11c. If taking Oral Vitamin D, what is the total dose?

No

U-[ o7
-/ o3

Q-4
O-[05
Q[ od
Q- q7

O-[ o

O-[ Q9

U-{o19
Q-{o1]

Q[ End

Q Weekly

> 4wks Before
Day (0)

(1)

0

a

.

Q

Q

a

0

-

Q

a

=
IU[aTZ11c |

Within 4 wks
Day (0)
)

(]

0O 0O 0 O
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<??\OTE(_\)~

ID NUMBER:

/ ATFOa /
Date of Form Completion:

Gender: M F

Ancillary Treatment Follow-up Form

FORM CODE: ATF
VERSION: A 06/18/12

Contact
Occasion

Staff Code:

Seq #

FDF #

Category Name A. Active therapy

at last review?

Yes No

Daily Supplements

1. Probiotic Supplement [ATFia]lQ QO
2. Omega-3 Supplement [ATF2a] O a
Antibiotics

3. Metronidazole (Flagyl) [ATFal@  Q
4. Ciprofloxacin a 0Q
5. Rifaxamin (Xifaxin) a a
6. Vancomycin o Q
7. Other, please specify:

o Q

Other Medications

8.

10.
11.

Anti-diarrheal Agents
(eg: Loperamide, Diphenoxylate

HCI, etc) a a

Contraceptive (Oral, [ATFoa]

Injectable, Transdermal) a a

NSAIDs @

Anticoagulant
Specific Medications

Oral Vitamin D EI

12.

B. Commenced/ C. Start Date
Ongoing since (if commenced)
last review dd/mmm/yyyy
Yes No

[fFib @ Q __farFe]
FFpla O _
a a B i)
o o N S
o Q =
o Q
BBl g g _JEEEE
a a R
d a _ /[
ATF10c
a a T
& DT B
[ATF12b] _
O a /

12e. If taking Oral Vitamin D, what is the total dose?

12f. Dose frequency: Q Daily O Weekly

Ancillary Treatment at Follow-up Form (ATF)

D._Stop Date

(if stopped)
dd/mmm/yyyy

Page 1 of 1
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Baseline Demographic Form

Gender: M F

FORM CODE: BDF Contact
ID NUMBER: VERSION: A 04/12/2013  Occasion SEQ #
/ / EE
Date of Contact: Staff Code:
1. Age: year(s) month(s)
2. Gender: Q (1)Male U (2) Female
Yes No  Unknown Refused
3. Is your child of Hispanic ethnicity (OTigin)? ..........ccocceveirvireereereririereeieerenenas a d a d
4.  Which of the following best describes your child’s race? (Answer each.)
B WHREC 1o e | a o Q
b. Black or AffiCan-AMEIiCAIN .......co.eeueeeeeeeeeeeeeeeeee e eeeeee oo eeeee e e eeeeans | a a a
AASIAN ..ottt ettt e eenenan | a a a
d. Native Hawaiian or Other Pacific Islander............ccoovevveeveeveseeveeeeeeeeeenne. | a a a
e. American Indian or Alaska NatiVe .....c.oeoveeoeeeeeeeeeeeeeee oo a a a a
S © 13313 OO OTTO SO SR SO RSO TUSUPPTURRP Q a a d

1. If other, please specify:

5. Participant’s country of birth:

a. Is participant currently in country of origin?

b. Estimated date of arrival in present country:

Baseline Demographic Form (BDF)

............................................ OYes —> EINo

/

/

BDF5b

dd mmm
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Central Lab Specimen Receipt

Lab ID:

FORM CODE: CSR
VERSION: A 05/10/12

Date of Specimen Receipt:

/

\

[CSROD |
Staff Code: H

All fields below are entered into DMS by scanning barcodes on the labels.

A. Participant ID (CRF)

)
.,
N
.
;
.
,
N
o
2

Central Lab Specimen Receipt (CSR)

B. Specimen ID (CRF)

CSR2b

CSR3b

CSR4b

CSR5b
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C. Specimen ID (Specimen Container)

CSR1c
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Central Reviewer Biopsy Histology Score Form

FORM CODE: CBH
Reading Ctr ID: VERSION: A 12/11/12
Date of Review: / /
1. Slide identifier: H I S
2. Reviewer’s Identifier: _

3. Overall Grading of Inflammation in Rectal Biopsy:

Description (select one option only Grade
None a (@
Chronic only a @
Mild acute — no abscesses a @
Moderate acute — few abscesses (<10% of crypts) a @
Marked acute — many abscesses (>10% of crypts) a o
4. Eosinophilic Inflammation in Rectal Biopsy
a. Peak count (number per high field) /hpf (size of hpf = 0.3 mm?)
b. Description (select one option only) [CBH4b Grade
None (peak count < 32/hpf) a (@
Mucosal eosinophilia (peak count >32/hpf) but without
epithelial invasion (i.e. <2 eosinophils in surface epithelium,
<9 eosinophils in crypt epithelium) a @
Eosinophilic cryptitis (>9 intraepithelial eos/crypt) a 3
Moderate eosinophilic — few abscesses (<10% of crypts) a @
Marked eosinophilic — many abscesses (>10% of crypts) a o)
5. Architectural Changes in Rectal Biopsy:
Present Absent Unevaluable
(1) (2)
[CBHSala, Ulcer/Erosion a d a
[CBH5b]b. Crypt distortion/atrophy a d
c. Surface villiform changes Q Q a
[CBH5d]d. Basal plasmacytosis a d a
e. Basal lymphoid aggregates a d a
f. Paneth cell metaplasia a d
g. Granuloma a d

Central Reviewer Biopsy Histology Score Form (CBH)
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Gender: M F
Clinical Data Day Zero Form
FORM CODE: CDZ Contact
ID NUMBER: VERSION: A 06/26/12 Occasion SEQ#
Date of Contact: / Jeozoa] [CDZ0b]staff Code:
A. Participant Anthropometry at Day 0
[cDzia]y, 5, Height(cm): b. Measured in Clinic? OYes UNo
[CDZ2a]p a weight (kg): b. Measured in Clinic? QYes ONo[cDz2b |
3. Date measurements were taken: (dd/mmm/yyyy) / /
4. Tanner Stage: U (1) Physician assessed U (2) Self-reported O (3) Not assessed —{gs]
5. Breasts: ............ a@mr a@un a@im a@giv QaBVv U (6) Not Applicable
6. Pubic Hair: ...... a@owr a@in a@Em a@wiv aevVv
7. Genitalia: ......... a@r a@Eun a 3) a@iv apBv U (6) Not Applicable
8. Is the Patient Post-Menarchal?................. U(@)Yes Q(2)No Q4 (3)Unknown Q (4) Not Applicable
a. If yes, estimated Date of Menarche: (dd/mmm/yyyy) [ /I
9. Was a urinalysis performed?................. OYes ONo—f13]
10. Date of urinalysis: (dd/mmmiyyyy) /[
11. Was there blood in the urine? .............. U (1) None/Small U (2) Moderate/greater
12. Was there protein in the urine?............ O (1) None/Small O (2) Moderate/greater

B. Physician Assessment at Day 0

13. Physician Global Assessment of Disease Activity prior to commencement of therapy:

4 (1) None

None/Inactive

Q (2) Mild

O (3) Moderate

O (4) Severe A (5) Fulminant

The patient has a normal number of stools for them without abdominal pain or bleeding. Care must be taken not to confuse irritable bowel like symptoms
with those of ulcerative colitis, though we recognize that may at times be difficult.

Mild

The patient generally has looser stools than normal and perhaps slightly more per day than normal. There is daily to occasional blood in the stool though the
amount of blood is small. Cramping is mild or absent and in general the patient’s activity is normal. There are no nocturnal symptoms.

Moderate

The patient is clearly having activity of the ulcerative colitis. Most of the stools or all of the stools are loose, the number is increased to 4 or more per day,
blood is present in the majority of stools and amounts are increasing. Abdominal pain is variable. There may be some nocturnal symptoms. A patient’s

activity level may now be affected.
Severe

The patient is having 6 or more grossly bloody stools per day and nocturnal symptoms are noted each day. Abdominal pain is variable. The patient is

generally unable to perform normal daily activity.
Fulminant

This patient is having severe symptoms and in addition has at least 2 of the following: fever of 38 or greater, tachycardia, hemoglobin <10 g/dl, abdominal

cramping with abdominal tenderness. Patients with fulminant disease are hospitalized.

Note: Regarding the number of stools, care must be taken to not confuse urgency and tenesmus leading to incomplete evacuation with several stools
occurring over a short time and, on the other hand, discrete trips to the bathroom to defecate that are separated by periods of 30 minutes or more.

Clinical Data Day Zero (CDZ)
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Gender: M F

Clinical Data Follow-up Form

FORM CODE: CDF Contact
ID NUMBER: VERSION: A 02/20/13 Occasion Seq #

CDFOa CDFOb]|
/ Staff Code: FDF #

Date of Form Completion:

A. Findings suggestive of a change in diagnosis to Crohn’s Disease

1. Clinical Findings:

a. Presence of perianal fistula, atypically located fissures, or significant skin tags ................. ay UN Qu[coF |
2. Has disease extent been reassessed since last clinic Visit? .........ococveveveeieiinerinienenieeneeenne QY-[pEp] AN-[6l- QU
3. Since the last visit, has the participant undergone EndoScopy? ........cccceevvvrvierienvenieenieeniennennnn. ay ON- [os]- EIU
a. Was there segmental colitis (ie: macroscopic and microscopic skip lesions) ...........c......... ay UN au
b. Was there stenosis, cobblestoning or significant linear ulceration in the Terminal Ileum ... Y UN au
4. Since the last visit, has the participant had a mucosal biopsy? .......cccccoveveirierririeisieeieieennns ay  ON-[os|~QuUcpr4]
[CDF4ala. Was there absolute hiStoloic TECtal SPATING...........veeeveeeeeeereeeeeesseeeeeseeeseeeseseeeseeeseeeseee. ay uN au
[CDF4b]b. Were there epithelial granulomas not related to crypt rUpPture.............coovvveveevverveereeeerenennen. ay UuN au
5. Since the last visit, has the participant undergone any Imaging Studies? ...........ccooevrererririenns ay ON-[Q6}— QU[CDF5]
a. Was there evidence of stricture or fistula ...........ccovueiriieinniiniinece e ay UuN au
b. CT enterography study consistent With CD ...........ccecuerieiiiiiiiieieieeeee e ay UN Q4du 4dD/A
¢. MR enterography study consistent With CD ...........cccccivviviiiiiiiiiieieece e ay UN Q4u dp/A
d. Capsule endoscopy study consistent With CD ...........cccoviriiiiiirieieieriese e ay UN Q4du 4dD/A
6. Current diagnostic Impression: Quc QACb-»

NOTE: If the participant is considered to have CD, then they are excluded from the study and will no longer be followed.

B. Clinical Assessment during Follow-up

7. Height (em): (1) . 8. Weight (kg): (1) . [cDFg]
9. Tanner Stage: 1 (1) Physician assessed 4 (2) Self-reported O (3) Not assessed —»[Q13]
10. Breasts: ........... amir Q@1u a3 ul @i 4aAdev U (6) Not Applicable
11. Pubic Hair: ...... aI a@onu Q@) I @1 ao)v
12. Genitalia: ......... Qml Q@I Q@3m a@iv QaeEvVv O (6) Not Applicable
pp
[CDF13]13. Is the participant Post-Menarchal? O()Yes W(@2)No U (3)Unknown U (4) Not Applicable
14. Was a urinalysis performed? ...dYes ONo—[Q17 14a. Urinalysis date: (dd/mmmsyyyy)  / /  [CDFi4a]
ysis p Y
[CDF15]15. Was there blood in the urine?................ Q4 (1) None/Small O (2) Moderate/greater
g
16. Was there protein in the urine?................ Q4 (1) None/Small O (2) Moderate/greater

17. Was stool sent for microbial analysis? ....dYes ONo—Q19  17a. Analysis date: dd/mmm/yyyy) —~ /  j B=—=—=—=2
18. Were any of the following pathogens detected?

a. Salmonella........................ ay AN Qau d. Shigella...................... QY ON Qu[cDFisd]
b. Campylobacter ................. ay QN au e. E.coli 0157:H7 ......... Qy ON QuU[CDFise]
c. Clostridium difficile ......... ay aN Qu f. Viral pathogen............ ay OaN Qu

C. Physician Assessment (refer to QxQ for definitions/instructions for Q19 and Q20)

19. Physician Global Assessment of Disease Activity today:

U (1) Not Performed U (2) Inactive 4 (3) Mild U (4) Moderate U (5) Severe U (6) Fulminant
20. Physician Global Assessment of Disease Activity since last review:[CDF20]

U (1) Not Performed 4 (3) Mild U (5) Chronically Severe U (7) N/A (wk 4)

QO (2) Quiescent U (4) Moderate U (6) Chronically Severe with Remission

Clinical Data at Follow-up Form (CDF) Page 1 of 1


uccaao
Text Box
CDF1

uccaao
Text Box
CDF2

uccaao
Text Box
CDF0a

uccaao
Text Box
CDF0b

uccaao
Text Box
CDF0c

uccaao
Text Box
CDF3

uccaao
Text Box
CDF3a

uccaao
Text Box
CDF3b

uccaao
Text Box
CDF4

uccaao
Text Box
CDF4a

uccaao
Text Box
CDF4b

uccaao
Text Box
CDF5

uccaao
Text Box
CDF5a

uccaao
Text Box
CDF5b

uccaao
Text Box
CDF5c

uccaao
Text Box
CDF5d

uccaao
Text Box
CDF6

uccaao
Text Box
CDF7

uccaao
Text Box
CDF15

uccaao
Text Box
CDF9

uccaao
Text Box
CDF8

uccaao
Text Box
CDF10

uccaao
Text Box
CDF11

uccaao
Text Box
CDF12

uccaao
Text Box
CDF13

uccaao
Text Box
CDF14

uccaao
Text Box
CDF14a

uccaao
Text Box
CDF16

uccaao
Text Box
CDF17

uccaao
Text Box
CDF17a

uccaao
Text Box
CDF18c

uccaao
Text Box
CDF18d

uccaao
Text Box
CDF18e

uccaao
Text Box
CDF18f

uccaao
Text Box
CDF19

uccaao
Text Box
CDF20

uccaao
Text Box
CDF18b

uccaao
Text Box
CDF18a

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text


R

ﬁCLFOa /
Date of Form Completion: Staff Code:
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»

Colectomy Data Form

FORM CODE: CLF Contact
ID NUMBER: VERSION: A 06/18/12 Occasion

Gender:

M

F

Seq #

CLFoOa |

FDF #

A. Colectomy Details:
1. Date of Colectomy: (dd/mmmiyyyy) |/ 4 [cr]

2. TiMING: coviivireeeeee e O (1) Elective (Planned)

3. Steroid Status at time of Colectomy:

a

(1) Refractory (active disease despite optimization of corticosteroids)

O (2) Non-Elective (Un-planned)

U (2) Responsive but Dependent (unable to wean corticosteroids without recurrence of active disease)

a
a

(3) Responsive, currently successfully tapering
(4) Previously Dependent (currently steroid free)

B. Procedure:
4. Indication(s) for Colectomy

(@)
i
T
N

ollo] O O
o[ [2[[2[ |8 &
HINIRIRELD
@ o oo o

LF4

g
1. Please Specify:
[CLF5]5.  Procedural Approach: ...........c..ccoo.e.... O (1) Lap-Assisted

ACULE SEVEIE CONILIS ..vvveieiesieiee e ay
KNOWN PErfOration .........ccocooiieieiiieisesieese et ay
Failed Medical Therapy........ccccoviieiieiieie i ay
NEOPIASTA ..ttt e ay
TOXIC MEQACOION.......eiiiiiiiiieee e s ay
Patient Preference (with medically controlled disease).........c.ccocevvrenee ay
(010 USSR ay

CLF6|6. Initial Procedure:

O (1) Subtotal, Diverting ileostomy QO (2) Subtotal, Pouch Formation, Diverting ileostomy 0 (3) Subtotal, IPAA

7. Early Post-operative Complications (</= 30 days post procedure)

A WOUNA INFECHION ..o ay
B SBPSHS ettt s ay
C. PNBUMONIA ..ot ay
d. ABAOMINAL ADSCESS .....vivieiicrieieiciee ettt ay
e. Deep Venous ThromboSiS ..o Qy
[cLrze] T Pulmonary EmbDOIISM .....ocooiiiiiiiiiiiiiiic e, ay
CLF7g] g. Small bowel ObStIUCTION ........cceiviiiiii e ay
h. ANastomOotiC LeaK..........ccoviiiiiiiiiiiiiiii i, ay
i. Prolonged Heus (35 days).......ccouririirieiene e ay
CLF7j| J- Re-admission < 30 days post-diSCharge ...........cccoocviiiisiiininiscnnn ay

K. Other INfECTIONS ......cceiiieiiiiiicc s ay

O
=
-
~
=~

1. Please Specify:

1. Please Specify: [CLE7I

8. Late Post-operative Complications (> 30 days post procedure)

CLF8a| g.

[CLFeAl b
[Eired c.
[Cired] d.

CLF8e| €.

Deep Venous Thrombosis ........c.ccecieriiiniese e ay
Pulmonary EmBDOLISM ........cooiiiiiiiee e ay
Small Bowel ODBStrUCLION...........cciiiiiiciicceee e ay
ANASTOMOLIC LEAK ....vvvevrcieeice s ay
(@1 T SRS ay

1. Please Specify:

9. Pathology of Colectomy Specimen:

Q (1) Consistent with UC Q (2) Indeterminante Q (3) Consistent with Crohn’s Disease

Colectomy Data Form (CLF)

UnN
UN
]\
UnN
UnN
UnN
UnN

O (2) Lap converted to Open

UnN
UnN
UN
UN
UN
UN
]\
]\
UnN
UnN
UnN

[\

UnN
UN
UnN
UN
UnN

U (3) Open

Page 1 of 1

Q (5) Previously Responsive (currently steroid free)
O (6) Steroid Naive
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QROLEC,

Gender: M F
Confirmation of Diagnhosis Form
FORM CODE: COD Contact
ID NUMBER;: VERSION: A 06/26/12 Occasion Seq #

Date of Form Completion: CODOa / Staff Code: CODOb

To meet the study’s definition of UC and qualify for study entry and ongoing participation, the subject must:

A. Have features consistent with Ulcerative Colitis

1. Clinical history:

a. Diarrhea: ........ ay oaN Qau b. Abdominal Pain:....... ay 4aN Qau c. Rectal bleeding: .....QY OGN QU

2. Endoscopic Findings Yes _No Unknown
a. Diffuse continuous mucosal inflammation involving the rectum and extending proximally a a a
b. Inflammation extends beyond the rectosigmoid jJUNCLION.............cccviiiieiiicie s a a a
3. Histologic Findings:
Q. CrYPULIS OF CryPt @DSCESSES ... viviiteitietieieeierie ettt ettt ettt st b et e b bt be e b e e e e e besbesbesbeabe et enbeseesbe b e a a a
b. Mucin depletion, crypt distortion, crypt branching, crypt atrophy or basal lymphocytosis....................... a a a
B. Have excluded the presence of an Enteric infection:
4. Has a stool sample been sent for microbial analysis? (required) ..........oocoovviiiiieniine e a a Q(CcoD4
5. Were any of the following pathogens detected?
a. Salmonella.........cccoeeenee. oy an au ‘o d. Shigella.................. ay 4aN Qucobsd
b. Campylobacter................... ay aN aqu “oP® e. E.coli 0157:H7...QY QN Qu Cobse
¢. Clostridium difficile........... Oy QN QucoDbse f. Viral pathogen......... Qy ON Qu Cobsf
C. Does the Participant have any non-classic findings of Ulcerative Colitis?
6. The following features do NOT exclude a diagnosis of Ulcerative Colitis, but should be recorded: Yes _No Unknown
a. Rectal inflammation less severe than more proximal colon (relative rectal sparing)............ccoceevvreinienn. a a o [COoDéa ]
b. Macroscopic patchiness (macroscopically normal colonic mucosa between two inflamed areas) ............ a a a
c. Periappendiceal inflammation in a patient without pancolitis (cecal patch) ..........ccoceoiviiiiininiiiiin a a a
d. Backwash ileitis in the presence of pancolitis (ileal erythema without ulceration)............cccccevcveivvvrnnnnne. a a a
e. Non-specific macroscopic gastritis (without distinct aphthous 1€SIoNS)...........ccccvviviiicievcni e a a a
f. Microscopic gastritis WithOUE granUIOMA ...........ccuiiiiiiiniiire e a a a
g. Serological reactivity to anti-microbial antigens (ASCA, CBir, 0MPC) ......c.ovrveeereerreeeeeeeeeressseseesean. Q Q Q
D. Are there any features highly suggestive for Crohn’s Disease:
7. Clinical Findings: Yes _No _Unknown
a. Presence of perianal fistula, atypically located fissures, or significant SKin tags? ............c.cccceeeverruenene. Q Q o
8. Endoscopic Findings:
a. Segmental colitis (ie: macroscopic and microscopic SKip 1€SI0NS)? ......c.cocvvviiviirieiiecierce e a a nlcobea |
b. Stenosis, cobblestoning or significant linear ulceration in the terminal ileum ............ccccoeiiiiiiiinicns a a Q[cobah |
9. Histologic Findings:
a. Absolute hiStologiC reCtal SPATNG .......coeoviireiiirie bbb a a nl[copea |
b. Epithelial granulomas not related t0 Crypt FUPLUE .........ooviiiiie i a a a
10. Imaging Findings: Yes No _Unknown Doesn’t Apply
a. Evidence of StriCture or fiStUla ..........c..rveureiiiierinieeeessssieseses e a a ]
b. Barium contrast study CONSISLENt With CD .........c.ceveevieereeieeeeeieeeeseseesessseseessessenessnes Q Q Q Q
c. CT enterography study consistent With CD..........ccccoeeuieniiiinieeeesss s ] ] m] ]
d. MR enterography study consistent With CD ...........ccccevrriiiieieennneee s a a a Q[cobiod |
e. Capsule endosocopy study consistent With CD.........ccceeveieiiirciinene s a a a a
11. Does the patient meet the study definition 0F UC?.........o.oveeveeeeeeeeeeeeeeeeeee oo QYes QNo[copii |

Confirmation of Diagnosis Form (COD)
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Gender: M F
Disease Extent Data Form
FORM CODE: DED Contact
ID NUMBER: VERSION: A 06/18/12 Occasion Seq #
Date of Form Completion: / / Staff Code: FDF # -
A. Imaging Summary
1. Timing of this Assessment: 4 (1) Baseline 4 (2) Follow-up
2. Approximate date of assessment: (dd/mmm/tyyyy) [/
3. Please indicate if any of the investigations listed below were performed:
N P N P
1) 2 (1) )
. Upper Endoscopy Q Q f. Abdo Ultrasound a a
b. Lower Endoscopy (Colon) a O-leer] g Abdo MRI a a
[DED3c |c.  Lower Endoscopy (TI) a O-[eer]  h. BaEnema a a
d. Capsule Endoscopy a a i. AbdoCT a a
e. UGI Series/Follow-through 1 a j. WBC Labeled Scan a a

N= Not performed

P= Performed

B. Summary of Known Disease Location following this assessment

4. Please indicate disease involvement at all listed locations (check one option only for each site)

a. Oral

b. Esophagus

c. Stomach

d. Duodenum

e. Jej/Prox lleum

f. Distal Il/TI

g. Cecum

h. Asc Colon

i. Trans Colon

j. Desc Colon

k. Sigmoid

. Rectum
NL= Normal

Disease Extent Data Form (DED)

NL

—~
[N
~

O 0000000 O0DQODOoO

a

MA

—~
N
~

O 000000 000D

Q

MA = Macroscopic disease c/w IBD

MI NA
4)

—~
w
-

DED4a

DEDA4f

DED4i

DEDA4j

o 0000000000
o| |o ol €l 19| |o
m| |m m| |3 |m] |m

IIIIEEIEEEEI

DED4k

O 00000000 O0DQOQOo

O [pED4i

MI = Microscopic Disease only

NA = Not Assessed
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Eligibility and Registration Form

Gender:

M

F

FORM CODE: ERF Contact
ID NUMBER: VERSION: A 06/19/12 Occasion SEQ #
/ / ERFOa ERJFOb
Date of Form Completion: Staff Code:
A. Reminder of Eligibility Requirements for the PROTECT Study
Yes No
1. Isthe patient >4 years and <17 years of age, and do they weigh >15 kg?.........ccccoeuene [ UERF1
2. Does the patient have a new diagnosis of presumed ulcerative colitis extending
beyond the rectoSIgMOIT? ..........coiiiiiiiiei s d UERF2
3. Has stool culture excluded enteric infECTION? ..........ccooeiiiiieiiiiicce e a QERF3
4. Will the patient be available for a minimum of 12 months follow-up?..........cc.ccoceevennne. d QERF4
5. Isappropriate consent from parent/guardian and patient obtainable? ..............cc.ccovinenne d UERF5
6. Isthe patient’s Disease Activity PUCATL SCOTe >10......ccciiiiiiiniiiiieienenieeeeeeeeee e d UERF6
7 Has there been NO therapy initiated to treat this newly diagnosed UC?..........c.ccccevvenns a U ERF7
Note: If all of the answers above are ‘YES’ then the patient is eligible to participate in the study.
B. Reminder of Exclusion Criteria for the PROTECT Study
Yes No

8. Has patient used oral or IV corticosteroids for any non-Gl indication in past 4 weeks?.... O U ERF8
9. Has the patient used any 5-aminosalicylate product in the past 4 weeks?..........ccccovvnene. a U ERF9
10.  Has the patient used an Isotretinoin in the past four Weeks? ........ccccovvvreiienenninencene, a O ERF10
11.  Does the patient have a history of use of anti-TNF/thiopurine/methotrexate for other

MEAICAl CONAITIONS? ...t ste e eneas a U ERF11
12.  Has the patient used any investigational drug in the past four weeks? ..........c..ccccovevennenn. a U ERF12
13.  Does the patient have a poorly controlled medical condition such as diabetes,

congestive heart faIlUre, BLC. .......covviiiiie e a U ERF13
14. 1S the PAtiENt PregNANT?......cciiieieee ettt ne e e e e saesaesrenrenneas a U ERF14
15.  Does the patient have a history or presence of any condition causing significant

malabsorption or GI motility or history of small bowel resection? ...........cccoceevveniinienn. a O ERF15
16.  Does the patient have chronic renal disease with creatinine >1.5 the ULN?..................... a U ERF16
17.  Does the patient have hepatic disease (AST or ALP > 3 times the upper limit of normal

in the absence of concomitant liver disease associated with ulcerative colitis)? ................ a U ERF17
18.  Does the patient have a history of coexisting chronic illness or evidence of significant

organic or psychiatric disease which, in the Investigator’s opinion, would prevent

Participation N the STUAY?.........ooiiiiiieee e s a U ERF18
19.  Does the patient have a history of allergy or hypersensitivity to salicylates,

aminosalicylates, or any component of the Pentasa capsule? ...........ocooveieienincncnenne a U ERF19

Note: If all of the answers above are ‘NO’ then the patient is eligible to participate in the study.

C. Final Disposition of the Patient for the PROTECT Study
20. Select One Option: ERF20
4 (1) Ineligible

O (2) Eligible and Enrolled
Eligibility and Registration Form (ERF)

U (3) Eligible and not enrolled (PI’s decision)

U (4) Eligible and not enrolled (Subject’s decision)
Page 1 of 1
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Gender: M F
Eligibility and Registration Form
FORM CODE: ERF Contact
ID NUMBER: VERSION:B 02/13/2013 Occasion SEQ #
1l 1r
ERFOb
Date of Form Completion: / EREO& I/ Staff Code: T
A. Reminder of Eligibility Requirements for the PROTECT Study
Yes No

1. Does the patient weigh > 15 kg and has the patient achieved their
4™ birthday and not yet their 18™2 ..o a a

2. Does the patient have a new diagnosis of presumed ulcerative colitis extending EFRE?
beyond the rectoSIGMOIA? ........oovieriieriieiieie ettt seae e sseeseense e d

. . . ERF3
3 Has stool culture excluded active enteric infection?..........c..coeveeeeienincnininecieeenen d a
4. Will the patient be available for a minimum of 12 months follow-up?...........cccceeveennne. d Q lERE4
5. Is appropriate consent from parent/guardian and patient obtainable? ..............ccccceveenns d U |EFRF5
6. Is the patient’s Disease Activity PUCATL SCOTe >10......cciriiieieieieieieeeeeeieeieiee e d a EREG
7. Has there been NO therapy initiated to treat this newly diagnosed UC?...........ccceeueenees d a FRE7

Note: If all of the answers above are ‘YES’ then the patient is eligible to participate in the study.
B. Reminder of Exclusion Criteria for the PROTECT Study

Yes No

8. Has the patient used oral or IV corticosteroids for any non-GI indication in past ERFS8

A WEEKST ettt ekttt ettt a a

. . : . ERF

9. Has the patient used any S-aminosalicylate product in the past 4 weeks? .........cccocvevvrennenne a d
10.  Has the patient used an Isotretinoin in the past four weeks? .........ccccevveviveviiecieniienienieenn, a a |[ERF10
11.  Does the patient have a history of use of anti-TNF/thiopurine/methotrexate for other ERF11

medical conditions within the past 6 MONthS? ............ccoecieieiiiiiiicieeeeeee e a d
12.  Has the patient used any investigational drug in the past four weeks? ............ccoeevrerneenne. a Q [ERF12
13.  Does the patient have a poorly controlled medical condition such as diabetes,

congestive heart fAIlUIe, LC. .....c.everiiriiieieieiee ettt ene e a d ERF13
14, Is the PAtient PrEGNANL? ..........ccovivivieereeeeeeeeeeeeeeeeee oot eeseeesee s et ee s sseseseas a 0 |ERF14
15.  Does the patient have a history or presence of any condition causing significant

malabsorption or GI motility or history of small bowel resection? ............c.ccoeveevierierrennn. a d ERF15
16.  Does the patient have chronic renal disease with creatinine >1.5 the ULN?....................... a Q |[ERF16
17.  Does the patient have hepatic disease (AST or ALP >3 times the upper limit of normal in

the absence of concomitant liver disease associated with IBD following full evaluation)? O QERF17
18.  Does the patient have a history of coexisting chronic illness or evidence of significant

organic or psychiatric disease which, in the Investigator’s opinion, would prevent

participation in the STUAY?........cccoviiiiiiiiee ettt a o [ERE1R
19.  Does the patient have a history of allergy or hypersensitivity to salicylates,

aminosalicylates, or any component of the Pentasa capsule? ..........ccocervreerreeenieeenennnn. a Q|ERF19

Note: If all of the answers above are ‘NO’ then the patient is eligible to participate in the study.
C. Final Disposition of the Patient for the PROTECT Study

20. Select One Option: |[ERF20

O (1) Ineligible U (3) Eligible and not enrolled (PI’s decision)
U (2) Eligible and Enrolled U (4) Eligible and not enrolled (Subject’s decision)
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ID NUMBER: VERSION: A 02/15/2013  Occasion Seq #

EEFOa EEFOb
Date of Form Completion: / Staff Code: FDF #

Gender: M

Endoscopic Evaluation Form

F

FORM CODE: EEF Contact

A. Endoscopic Assessment of Disease

1.

o ® 2N N kW

How were these data collected?
U (1) Proceduralist (Contemporaneous) (preferred) U (3) Retrospective Chart Review EEF1
U (2) Proceduralist (Retrospective) U (4) Not Obtainable

Date of assessment: (dd/mmm/yyyy) /[ EEF2

. Endoscopic Data:
A. Assessed B. Photo Avail C. Up-loaded D. JPG File name
Yes No Yes No Yes No (patient ID and date)**
E=EN [EEFad ]

Rectum a 5[ Q4A | a d a O-{Q4A]

Sigmoid QEEFah Jgsa]  QlEEFBND oA Q+[EEFach ,[gsa]

Desc. Colon a O EEFsa

Trans. Colon a O EEF6a

Asc. Colon a L EEF7a

Cecum a L EEF8a

Ileum a QEEF9a

*Upload a single image of the most affected area, either the Rectum or the Sigmoid. Please do not upload more than one
image.

** JPG file naming convention: ParticipantlD_Assessment Date; Example PGA0106_12JUN2012

C. Endoscopic Assessment of Disease Severity (Mayo): select one

10. Severity Score for the Recto-sigmoid Colon at Diagnosis (please reference photo guide): EEF10

O (0) Grade 0: Normal or inactive disease
Q (1) Grade 1: Mild Disease (erythema, decreased vascular pattern, mild friability)
U (2) Grade 2: Moderate disease (marked erythema, absent vascular pattern, friability, erosions)

U (3) Grade 3: Severe disease (spontaneous bleeding, ulceration)

D. Additional Data Collection

11. Calculate and record the participant’s PUCAI at the time of Colonoscopy.............ceveven... QYes QNo EEF11
12. Record the participant’s Biopsy HiStOl0ZY SCOTE ........cvvvvererveririiiiiieieieiereieiesceseneeseseseneens QOYes QNo EEF12

E. Safety Reporting
13. Did the participant experience a serious adverse event with this procedure? QYes—[sAE] ONo QUnknown EEF13

Endoscopic Evaluation Form (EEF) Page 1 of 1



uccaao
Text Box
EEF0a

uccaao
Text Box
EEF0b

uccaao
Text Box
EEF1

uccaao
Text Box
EEF2

uccaao
Text Box
EEF3a

uccaao
Text Box
EEF3b

uccaao
Text Box
EEF3c

uccaao
Text Box
EEF3d

uccaao
Text Box
EEF4a

uccaao
Text Box
EEF4b

uccaao
Text Box
EEF4c

uccaao
Text Box
EEF4d

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text
EEF5a

uccaao
Typewritten Text
EEF6a

uccaao
Typewritten Text
EEF7a

uccaao
Typewritten Text
EEF8a

uccaao
Typewritten Text

uccaao
Typewritten Text
EEF9a

uccaao
Typewritten Text

uccaao
Typewritten Text
EEF10

uccaao
Typewritten Text
EEF11

uccaao
Typewritten Text

uccaao
Typewritten Text
EEF12

uccaao
Typewritten Text
EEF13


Gender: M F

Enroll Day Zero Form

FORM CODE: EDZ Contact

ID NUMBER: VERSION: A 04/11/2013  Occasion SEQ #
Date of Contact: / / Staff Code:

A. Study Registration Details:

1. Has the participant been consented:..............coceevereiriierreerereirnnnns QYeso[icT cO:01]  TNo —| Consent prior to data collection|
2. Has the participant’s eligibility been reviewed and recorded: .......... OYes QONo —[ERF]

3. Has the participant’s core demographic data been recorded: ........... OYes ONo —{BDF c0:01] [EDZ3 ]|

4. Have details regarding confirmation of diagnosis been recorded: ... dYes QNo —{cob co:01]

B. Clinical and Historical Data Collection:

5. Has the participant’s environmental and family history been recorded.:.................. OYes ONo —|EFH CO:01 @
6. Has the participant’s medical history been recorded: ...........cocooovvvevereverceereeennes QvYes ONo —[MES C0:01][EDZ6 |
7. Initial Imaging and Histological Assessment:

a. Have you recorded the participant’s baseline imaging and findings: ................. OYes ONo

b. Have you recorded the participant’s colonoscopic findings:

Q (1) Flex sig/colonoscopy was not performed Q (2) Findings Recorded O (3) Findings not recorded —[DED C0:01]
c. Have you recorded the participant’s histology findings:

Q (1) Biopsy was not performed—{Q12] U (2) Findings Recorded U (3) Findings not recorded —SBHCO:01 @
8. Initial Clinical Disease Activity Data:
a. Have you calculated and recorded the participant’s PUCALI at the time of endoscopy: ......c..cccceceveeueene. QYes WONo-[pPuc]
b. Have you calculated and recorded the participant’s PUCAIL at Day 0: .........ccceeevveveeienieneeieeiecve e OYes ONo-{pruc]
¢. Have you recorded the participant’s anthropometrics and disease activity (PGA) at Day O:.................... OYes ONo-fcpz|

d. Have you recorded the participant’s standard laboratory results at the commencement of treatment:

Q (1) No lab investigations performed O (2) Results Recorded Q (3) Results not recorded —[LLR |

C. Study Sample Collection:
9. Has the participant had any study specific samples collected this encounter? .............. QY-{scFco:01| UN |EDZ9

D. Therapy Data Collection:
10. Have details summarizing the participant’s baseline IBD therapy been recorded: ....... OYes UNo
11. Have details summarizing the participant’s other therapies been recorded: ................. OYes UNo

E. Study Disposition:
12. Outcome of this encounter (Select one option only)

Q (1) Discontinued from Study—s|SFF] O (2) Ongoing review
F. Next Contact
13. Timeframe to next scheduled review? (1) Day(s)  (2) Not Applicable

NOTE: As you complete each triggered form, please make sure to change your response to the triggered question.

Enroll Data at Day Zero (EDZ) Page 1 of 1
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Gender: M F

Environmental and Family History Form

FORM CODE: EFH Contact
ID NUMBER: VERSION: A 10/11/13 Occasion SEQ#

/ EFHOa /
Date of Contact: Staff Code:

A. Family Ethnic Demographics

A. Stated Racial Background B. Stated Jewish Background” C. Stated Hispanic
(record as text, see QxQ) Background®
N J NA JA 0] H NH U
M GEFamp) @ O (M @ 6
1. Maternal grandmother o 0 Q Q Q Q Q 0
2. Maternal grandfather a d u Q ] Qa Qa Q
EFH3b
3. Paternal grandmother a l-l Q a a ] Q
EFH4b
4. Paternal grandfather Q @ SEA] o Q Q Q Q

*N= not Jewish; J= Jewish (type uncertain); NA=Jewish non-Ashkenazi; JA= Jewish Ashkenazi: U=Jewish heritage status
unknown
+H= Hispanic; NH= Non-Hispanic: U=Hispanic heritage status is unknown

B. Participant Environmental History

5. Was the participant a current smoker around the time of DX? ..........ccccocevieveeievieieneencan, ay aN D
6. Did the participant live at home with a smoker anytime during the
6 month Period Prior t0 DX?....c.ccviviviiieeieieierieeietce ettt ay UN du
7. Has the participant undergone an appendectomy? ............ccoevveeeeruereeereeeereieieeeesesesenennns ay anN Qu
a. If yes, please specify approximate date of appendectomy / / EFfia
dd mmm Yyyy

8. Did the participant receive Accutane (isotretinoin) anytime during the

6 month PEriod PIiOT t0 DX?....cuevivieiieeieeeietcee ettt ans ay 0N au
C. Summary of Familial History of IBD
9. Do any of the participant’s full siblings have a known history of IBD?

Full Siblings
Yes No Unknown N/A (No Full Siblings)
(1) (2) 3) “)
a. Ulcerative Colitis a a a a
b. Crohn’s Disease a a a a
c. IBD-U a a Qa Qa
d. Confirmed IBD (unaware type) d d a a

10. Biological Mother:

Q (1) Ulcerative Colitis O (2) Crohn’s Disease 1 (3) IBD-U U (4) IBD (Type Unk) O (5) No Hx of IBD O (6) Unknown [EFH10]
11. Biological Father:

O (1) Ulcerative Colitis O (2) Crohn’s Disease O (3) IBD-U O (4) IBD (Type Unk) O (5) No Hx of IBD O (6) Unknown[EFH11]

Environmental and Family History (EFH) Page 1 of 1
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Gender: M F

Follow-up Data Form

FORM CODE: FDF Contact
ID NUMBER: VERSION: A 02/15/2013  Occasion Seq #
/ F[HFOa FpAOb FDffOc
Date of Contact: Staff Code: FDF #

A. Data Collection Details:
1. Encounter was:.............. Q (1) Scheduled Q (2) Un-scheduled FPF1

2. Data collected from: ..... Q (1) Participant Encounter —»[CDF] FPF2

Q (2) Telephone Review + Chart Review—|CDF]
Q (3) Chart Review Only —[CDF]
U (4) Telephone Only Review

Q (5) No data available for this review—[Q7]
B. Data Collection Activities

3. Assessment of Current Disease:

a. Since the last review has the participant been admitted to hospital? ....................... OYes—[SAE & HpF] ONo FPF3a
b. Have you calculated and recorded the participant’s PUCAI? .........cccccooievieieniennnns OYes QNo-|ruc]| FDF3b
c. Utilized the SEF form to query for side effects and adverse
events SINCE the 1aSt TEVIEW?..........ceviiieieeeiceeeee ettt QYes QNo-|SEF| FDF3c
d. Has the participant experienced any SAEs since last review? .........ccccceoeenirririninne OYes—[SAE] ONo  QUnknown FDF3e
e. Has the participant reported any new EIMs or Medical Diagnosis
SINCE the 1ST TEVIEW? ...ttt sen s QY es—|MEF] ONo FDF3e
f. Did the participant undergo colectomy prior to the last review? ............cccceevevenenee. QOYes—[SAE & pcF] No FDF3f
4. Is the participant currently on the standard treatment paradigm? ...........c.ccocevereneenennn. OYes ONo-|Q5] FDF4
a. Outcome of Pentasa Therapy at this encounter: FDF4a
U (1) Not currently prescribed U (4) Continue dose unchanged
U (2) Started therapy U (5) Continue dose reduced
U (3) Stopped therapy U (6) Continue dose increased
b. Outcome of Steroid Therapy at this encounter: FDF4b
U (1) Not currently prescribed U (4) Continue dose unchanged
U (2) Started therapy U (5) Continue dose reduced
U4 (3) Stopped therapy U (6) Continue dose increased

5. Record of Medical Therapy:

a. Completed SMF to record the status of all Steroid and 5-ASA therapy ? ................ QYes ONo  ODoesn’t Apply FPF5a

b. Completed SLR to record the status of all IM and rescue therapies?..........c..c..c...... OYes UNo WDoesn’t Apply FDF5b

c. Completed ATF to record the status of all Ancillary therapies? ..........ccccocceveveenene OYes UNo WDoesn’t Apply FDF5¢c
6. Record of Sample Collection:

a. Has the participant had any standard laboratory tests done recently? ..................... OYess[LLR] QNo FDFéa

b. Has the participant had any study specific samples collected this encounter? ......... QY es—{scF] UNo FDF6b

7. Outcome of this Encounter (Select one option only): FDF7
Q (1) Confirmed “lost to follow-up”—[SWF] Q (3) Discontinued from study—[SWF]

O (2) Admitted to hospital—[SAE & HDH U (4) For ongoing outpatient review
C. Next Contact
8. Timeframe to next Scheduled Review? (1)  Week(s) W (2) Doesn’t Apply FDF8

NOTE: As you complete each triggered form, please make sure to change your response to the triggered question.
Follow-up Data Form (FDF) Page 1 of 1
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Follow-up Data Form

Gen

der: M F

FORM CODE: FDF Contact
ID NUMBER: VERSION: B 12/14/2015  Occasion Seq #
55 [-omo0)

Date of Contact: / Staff Code: FDF #

A. Data Collection Details:

1. Encounter was............... 4 (1) Scheduled 0 (2) Un-scheduled [FDFL | Note: After Week 52, side

2. Data collected from: ..... Q (1) Participant Encounter —[CDF] effects (SEF/SEG) are

Q (2) Telephone Review + Chart Review—s|CDF| optional.

Q (3) Chart Review Only —[CDF]
U (4) Telephone Only Review

Q (5) No data available for this review—[Q7]

B. Data Collection Activities: (After Year 1, refer to Post Week 52 form packet for required forms.)

3. Assessment of Current Disease:

a. Since the last review has the participant been admitted to hospital? ....................... QOYes—[SAE & HDF| ONo
ONoo[puc]

b. Have you calculated and recorded the participant’s PUCAI? ........ccccccooveviveirennnne OYes

c. Utilized the SEF form to query for side effects and adverse

events SiNCe the 1aSt TEVIEW?.......ciiiieireieiicieet e OYes ONo-{SEF]
d. Has the participant experienced any SAEs since last review? .........cccccocevvenereennene OYes—[SAE] UNo  WUnknown
e. Has the participant reported any new EIMs or Medical Diagnosis
SINCE the 1aST TEVIEW? . ..cviiiiiiiiciieicetete st s QY es—|MEF] ONo[EDF3e]
f. Did the participant undergo colectomy prior to the last TEVIEW? .......cocoevevririinenes OYes-[sAE & PCF| ONo
4. Is the participant currently on the standard treatment paradigm? ...........ccccocevenereenenne. OYes ONo-{Qs][FDF2_|

a. Outcome of Pentasa Therapy at this encounter:

U (1) Not currently prescribed U (4) Continue dose unchanged
U (2) Started therapy U (5) Continue dose reduced
U (3) Stopped therapy U (6) Continue dose increased

b. Outcome of Steroid Therapy at this encounter:
U (1) Not currently prescribed

U (4) Continue dose unchanged

U (2) Started therapy U (5) Continue dose reduced
U4 (3) Stopped therapy U (6) Continue dose increased

5. Record of Medical Therapy:

a. Completed SMF to record the status of all Steroid and 5-ASA therapy ? ................ OYes UNo

b. Completed SLR to record the status of all IM and rescue therapies?....................... OYes UNo

c. Completed ATF to record the status of all Ancillary therapies? ...........cceeeeveereennee. UYes UNo
6. Record of Sample Collection:

a. Has the participant had any standard laboratory tests done recently? ..................... OYess[LLR]

b. Has the participant had any study specific samples collected this encounter? ......... QY es—{scF]

7. Outcome of this Encounter (Select one option only):

Q (1) Confirmed “lost to follow-up”—[SWF] O (3) Discontinued/completed the study—{SWF]
O (2) Admitted to hospital—[SAE & HDH U (4) For ongoing outpatient review

C. Next Contact

8. Timeframe to next Scheduled Review? (1) Week(s) 0 (2) Doesn’t Apply

NOTE: As you complete each triggered form, please make sure to change your response to the triggered question.

Follow-up Data Form (FDF)

U (7) Alternative 5-ASA after week 52

UDoesn’t Apply
UDoesn’t Apply
WDoesn’t Apply

dNo
ONo
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Gender: M F

Hospitalization Data Form

FORM CODE: HDF Contact
ID NUMBER: VERSION: A 04/10/2013  Occasion Seq #
/ HDFOC
Date of Form Completion: Staff Code: FDF #

A. Hospitalization Details (Duration of Stay > 23 hours):

1. Date of Admission: (dd/mmm/yyyy) ~ / /
2. Was the admission related to the participant’s IBD? ........ccccceovvireeriniencnen ay ON-fes]
3. Admission Type: U (1) Elective (Planned) U (2) Non-Elective (Un-planned)

Note: Regardless of the reason, all hospital admissions after the day of consent, or that arise as a complication of a procedure
on the date of consent, are considered SAEs; notify the DCC and complete an SAE form as soon as the event is known.

B. Indications

4. Indication(s) for Admission

a.  Severe Disease at initial presentation: ...........ceceeeeeeeeriesiesesese e ay UN
b, DiSease WOISEIINE: ....ccuerueruirereeierieiieiieriesieeteeteseeeneeseeneesesseseeseeeseeneaneenes ay UN
c Disease CompliCation:..........eevuiererririiieeiesiesiee et ay UnN
d.  Treatment COmMPlICALION:......c.ccvivvieriirieieietere ettt ay UaN

Planned operative Procedure (Related to Ulcerative Colitis): ................ ay unN
f. Non-operative Procedure: ............ccooveievieviiriierierieeieeeeeeesseere e eveeseennas ay N
G ONET: i ay UN

1. If other please specify: HDF4g1

C. Activity Details
5. Initial Clinical Disease Activity Data at admission:

a. Have you calculated and recorded the participant’s PUCALI at the time of admission: ........... ay OnN-[puc] QAN/A
b. Admission Weight (kg):

6. Did the participant undergo Colectomy during this admission? ..............ccceevevereverrereeeerereeerereennens QY-lcLF] Qan/[HDF6 |

7. Clinical Disease Activity Data at discharge:
[HDF7ala. Have you calculated and recorded the participant’s PUCALI at the time of discharge: ............ Qy ONo[puc] ANA

[HDF7blb. Discharge Weight (kg):

8. Date of Discharge: (dd/mmm/yyyy) / /

Hospitalization Data Form (HDF) Page 1 of 1
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Informed Consent Tracking

Gender: M

F

FORM CODE: ICT Contact
ID NUMBER: VERSION: A 06/18/12 Occasion Seq #
ICTOa oo ICT
Date of Form Completion: / Staff Code: FDF #
A. CONSENT STATUS
1. Date of consent or consent modification : / / ICT1
dd mmm yyyy
2. Timing of consent/assent: O (1) Initial study consent ICT2
Q (2) Modification of consent —[Q4]

3. Was assent obtained: ............... QYes UNo ICT3
4. Consent signed or modified by (select one): ICT4

SUBJECE .t Q@)

MOther ..o a@)

Father......coiiiie, a@®)

Both Parents........c.c.cceeveivennans a @)

Legal Guardian..........cccceeueenee. a®)

(O] 101 S a (6)

a. If other, please specify: ICT4a
5. Type of consent/assent (select one) ICT5

FUll e Q (1)-[End]

Partial Consent ..........ccoccoeevneneiencnennns a@

Full Withdrawal —.......ccoovvviiniinnns Q (3) -{swr|

a. If partial consent, please specify: —>[End |ICT5a
B. SPECIMEN CONSENT

Restrictions on consent of study specimen (indicate all that apply):

A. Restrictions B. If yes, please specify:
6. Use/storage of archived plasma..'.q.g’.?. .................... ay ON ICT6b
7. Uselstorage of archived DNA....'CT7a ... ay ON ICT7b
. ICT8a
8. Use/storage of archived stool......0...00cciiinnne, ay UN ICT8b
9. Use/storage of archived rectal biopsies Lt oy oN ICT9b
. . ICT10

10. Use/storage of archived colonoscopy images eay ON ICT10b
Informed Consent Tracking (ICT) Page 1 of 1
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Informed Consent Tracking

Gender: M

F

B. SPECIMEN CONSENT

Restrictions on consent of study specimen (indicate all that apply):

A. Restrictions

B. Ifyes, please specify:

6. Use/storage of archived plasma.................... ay ON
7. Use/storage of archived DNA..................... . ay ON
8. Use/storage of archived stool...................... [CT8a | gy AN
9. Use/storage of archived rectal biopsies ay ON

10. Use/storage of archived colonoscopy image

Informed Consent Tracking (ICT)

.......... ay

UnN

Page 1 of 1

FORM CODE: ICT Contact
ID NUMBER: VERSION: B 02/07/2013  Occasion Seq #
Eror]
CTOb c
Date of Form Completion: / Staff Code: 1CTp | FDF #
A. CONSENT STATUS
1. Date of consent or consent modification : / /
dd mmm yyyy
2. Timing of consent/assent: U (1) Initial study consent
O (2) Modification of consent —/Q4]
3. Was assent obtained: ............... UYes UNo
4. Consent signed or modified by (select one):
SUbJeCt cuvevviiiiieiieeeereeies am
MOther .....covevveiieiieiieiereienn, aQe)
Father.....c.ccooveviieiiicieieie, a@B)
Both Parents.........c.ccooceveenennen. a@
Legal Guardian.............c........... a6
Other....cocovvevvieiieiceeeeeee, a(6)
a. If other, please specify: ICT4a
5. Type of consent/assent (select one)
Full oo e Q (1)-{End]
Partial ConSent ............c.cceevveeeveevneereeees cvnnes aQ
Full Withdrawal —.......cccoooeveeieeiees e Q (3)-[swF]
Expansion of consent (Week 52 substudy) Q@
Expansion of consent (SOC biopsies during follow-up) ae
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IMPACT-III

(English-North America)

A QUALITY OF LIFE QUESTIONNAIRE FOR CHILDREN
WITH INFLAMMATORY BOWEL DISEASE

INSTRUCTIONS

Below you will find a questionnaire containing 35 questions for children who have
inflammatory bowel disease (Crohn's disease or ulcerative colitis). The
questions are about your life with inflammatory bowel disease. Some questions
deal with, for example, pains you may suffer from, others are about feelings or
worries you may have.

After each question you will see boxes above five possible answers. Please put a
cross in the box above the answer that best fits your answer.

First an example:
The question is: How afraid are you of tigers?

O O O )< O
Not at all afraid A little afraid Quite afraid Afraid  Very much afraid

So, this person is afraid of tigers.

O O O O
Not at all afraid A little afraid Quite afraid Afraid  Very much afraid

This person is a little afraid of tigers.

Please answer all the questions! If you do not understand a question, ask
someone for help.

Good luck with filling in the questionnaire and....many thanks in advance for your
efforts!

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life
Not to be reproduced in whole or in part without written permission of copyright holders. All rights reserved.
Contact: Dr. Anthony Otley impact@iwk.nshealth.ca Version: Nov.04
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Question 1. How much has your stomach been hurting you in the past two
weeks? vp1
O O O O O
Not at all Hardly hurting Hurting Hurting Hurting
at all somewhat quite a bit very much
Question 2. Taking medicines or tablets bothers you vr:
O O O O O
Not at all Hardly Bothers Bothers Bothers
bothers at all somewhat quite a bit very much
Question 3. How often has your inflammatory bowel disease prevented you
from eating what you want in the past two weeks? IvP3
O O O O O
Never Rarely Sometimes Often Very often
Question 4. How often have you been worrying about having a flare-up
(increase of symptoms) in the last two weeks? P4
O O O O O
Never Rarely Sometimes Often Very often
Question 5. How much does it bother you that you have an illness that
does not just go away? IMP5
O O O O O
Not at all Hardly Bothers Bothers Bothers
bothers at all somewhat quite a bit very much

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life

Version: Nov.04
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Question 6. How much energy did you have during the past two weeks? vPs
O O O O O
Very much Quite a bit of Some energy A little energy  No energy at
energy energy all
Question 7. How do you feel about your weight? IMP7
O O O O O
I feel great I feel good I don't feel I feel bad I feel awful
about my about my good or bad about my about my
weight weight about my weight weight
weight
Question 8. How has your inflammatory bowel disease affected your
family? IMP8
O O O O O
The effect has The effect has It has not The effect has The effect has
been great been good affected our been bad been awful
family
Question 9. How often did you have to miss out on certain things (hobbies,
play, parties) because of your inflammatory bowel disease in
the past two weeks? IMP9
O O O O O
Never Rarely Sometimes Often Very often

Question 10.

How often have you been bothered by diarrhea (loose or
frequent bowel movements) in the past two weeks? P10

Never

|
Rarely

O
Sometimes

O
Often

O
Very often

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life
Version: Nov.04
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Question 11.

How often do you worry about health problems you might have

in the future? IMP11
O O O O O
Never Rarely Sometimes Often Very often

Question 12.

How often do you think it is unfair that you have inflammatory

bowel disease? IMP12
O O O O O
Never Rarely Sometimes Often Very often

Question 13.

During the past two weeks, were you ever angry that you have

inflammatory bowel disease? IMP13
O O O O O
Never Rarely Sometimes Often Very often

Question 14.

Do you think too many rules or limits are placed on you
because of your inflammatory bowel disease?  ivPi4

O O O O O
Never Rarely Sometimes Often Very often
Question 15. How do you feel about the way you look? IMP15
O O O O O
I thinkIlook I thinkIlook Idon'tthinkI I thinkIlook I thinkI look
great good look good or bad awful
bad

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life

Version: Nov.04
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Question 16. Are you embarrassed because of your bowel condition? "'

O O O O O
Not at all Hardly Embarrassed Embarrassed Embarrassed
embarrassed at somewhat quite a bit very much
all
Question 17. Did you have fun during the past two weeks? 'MP17
O O O O O
Very often Often Sometimes Rarely Never
Question 18. Is it harder to make friends because of your inflammatory
bowel disease? IMP18
O O O O O
Not at all A little harder Quite a bit Much harder Very much
harder harder harder
Question 189. How often do you worry about your stool (bowel movement)
containing blood? IMP19
O O O O O
Never Rarely Sometimes Often Very often
Question 20. Are you worried you cannot go out on a date or have a
boyfriend or girlfriend because of your inflammatory bowel
disease? IMP20
O O O O O
Not at all Hardly worried Worried Worried Worried
worried at all somewhat quite a bit very much

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life
Version: Nov.04
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Question 21.

How often did you feel sick to your stomach in the past two

weeks? IMP21
O O O O O
Never Rarely Sometimes Often Very often

Question 22.

How do you feel about the tests you have to go through? 'MP22

O
I do not mind
them at all

O O O O
I mind thema I mindthema I mindthema I hate them
tiny bit little lot

Question 23.

Do other children bully you or leave you out of things because
of your inflammatory bowel disease or its treatment?  MP23

Never

O O O O
Rarely Sometimes Often Very often

Question 24.

How often do you worry about having an operation?  'MP2

O
Never

O O O O
Rarely Sometimes Often Very often

Question 25.

In the past two weeks how often were you afraid you may
have an accident or not get to the toilet in time? VP25

Never

O O O O
Rarely Sometimes Often Very often

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life

Version: Nov.04
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Question 26.

Do you try to keep your inflammatory bowel disease a secret

from other people? IMP26

O
No, I do not
try at all

O O O O
I don't try I tryalittle I try hard Yes, I try very
much hard

Question 27.

Does your inflammatory bowel disease make it difficult to
travel or go on a holiday? IMP27

O O O O O
No, not A little Quite difficult  Very difficult Yes, extremely
difficult difficult difficult
Question 28. How did you feel during the past two weeks? IMP28
O O O O O
Great Good Not good or Bad Awful
bad
Question 29. Are you happy with your life? IMP29
O O O O O
Yes, very happy Happy Not happy or Unhappy Very unhappy
unhappy

Question 30.

Do you feel there is someone you can talk to about your
inflammatory bowel disease? IMP30

Always

O O O O
Often Sometimes Rarely Never

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life

Version: Nov.04
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Question 31. How often did you have to pass gas in the past two weeks? VP31

O O O O O
Never Rarely Sometimes Often Very often
Question 32. How tired have you felt in the past two weeks? IMP32
O O O O O
Not at all tired A little tired Quite tired Tired Very tired
Question 33. How do you feel about your height? IMP33
O O O O O
I feel great I feel good about I don't feel I feel bad I feel awful
about my my height good or bad about my about my
height about my height height
height
Question 34. Does your inflammatory bowel disease get in the way of playing
sports the way you would like to? IMP34
O O O O O
Never Rarely Sometimes Often Always

Question 35. In the past two weeks how often were you able to go to school ?
(If you are in the middle of a school break or the summer

holidays, answer as if school was on) IMP35
O O O O O
Always Most days Half the days A few days Never

Copyright © 2002 by Pediatric Inflammatory Bowel Disease Working Group on Quality of Life
Version: Nov.04
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SITE ID:

Date of Form Completion:

Local Lab Normals Data Form

FORM CODE: LLN
VERSION: B 03/08/2013

/ LLNOa

/

Contact

Occasion

Staff Code:

SEQ #

LLNOb

| Instruction: Contact Occasion above is to be coded with CO# associated with the blood draw.

[N ;.
[EN)

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.

Lab Name: [Ln2 b, U(1) Principal Lab for Site U(2) Secondary Lab
Gender: Q1 (1) Male U (2) Female 4. Age range: U(1) <12
ae) >12
Test A. Units B. Result
Conventional SI Other Min. Max
1) ) 3)
LLN5al ILLN5a2 ]| LLN5b1
Hemoglobin Ug/dL Ug/L [ T [Lonsb ]
Platelet Count Q10*/microL Qi10°/L [LLN6a1] d [LLNGa2 |
WBC Count Q10¥microL  Q10%L VLl g [LN7a2 ]
Neutrophil Q% Q10°/L [LLN8a1] Q [LLN8a2]
-LLN9a2 ILLN9b1 | 11 N9h? |
Lymphocytes % Qi10°/L a [-Lob1 ] LLNORZ
Eosinophil Q% Q1%L WN10al g Lbi0a2 LLN10b1 LLN10b2
ESR O mm/hr LIN1al [ LLNile2 LLN11b1 LLN11b2
CRP Q mg/dL QO mg/L LiN12a1 O LEN12a2 LLN12b1 LLN12b2
hsCRP 0 mg/dL 0 mg/L LLN13alg_LLN13a2 LLN13b1 LLN13b2
LLN14b1 LLN14b2
Albumin Qg/dL QgL LiNidal g LEN14a2
BUN Qmg/dL O mmolL. O LLN15a2 HLNISbL HLN1Sb2
.. LLN16al LLN16b1 LLN16b2
Creatinine Umg/dL O micromol/L O LLN16a2
LLN17al
AST Dmg/dL d micromol/L O LLN17a2 LLN17b1 LLN17b2
LLN18al
ALT Dmg/dL @ micromol/L O LLN18a2 LLN18b1 LLN18b2
LLN19al
Alk Phos Omg/dL Q micromol/L Q_ LLN19a2 LLN19b1 LLN19b2
GGT EImg/dL Q n’Llli_C,\lI'i(I)IEllél/L Q LLN20a2 LLN20b1 LLN20b2
LLN21al
Bilirubin Total Umg/dL O micromol/L O_ M-N21a2 LLN21b1 LLN21b2
LLN22al b b
Bilirubin Direct Umg/dL Q micromol/L. @ MtN22a2 LLN22b1 LLN22b2
LLN23al
Amylase Umg/dL Q micromol/L O LLN23b2 LLN23b1 LLN23b2
LLN24al
Lipase Umg/dL O micromol/L. @ LLN24b2 LLN24b1 LLN24b2

Local Lab Normals (LLN)
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Gender: M F
Local Lab Results Form
FORM CODE: LLR Contact
ID NUMBER: VERSION: A 06/18/12 Occasion Seq #
/ / LRl LLRob LLF‘I&OC
Date of Form Completion: Staff Code: FDF #
1. Date of Blood Draw (dd / mmm lyyyy) / / _UR1
2. Lab Used* LLR2
*1f the lab used does NOT appear on the DMS drop down list then also submit a completed reference range form LLN.
Test A. Performed B. Units C. Results
Conventional Sl Other
Y N U (1) 2 )
LLR3a LLR3b1 LLR3b2 LLR3c
3. Hemoglobin a a a Ug/dL Ug/L (]
LLR4a
4. Platelet Count a o aQ Q10%microL 010%L LLR4b1 g LLRA4b2 LLR4c
LLR5a
5. WBC Count O o Q 010%microL  Q10%LLLRSbL [ LLRSb2 LLRSc
LLR6a
6. Neutrophil a a Q Q% 010%L LLR6b1 [ LLR6b2 LLR6C
LLR7a
7. Lymphocytes a a a Q% Q10%L LLR7b1 QLLR7b2 LLR7C
LLR8a
8. Eosinophil O o Qo Q% 010%L -R8b1 O LLR8b2 LLR8c
LLR9a
9. ESR o o Q Q mm/hr LLR9D Q_LLRob2 LLR9c
LLR10a
10. CRP O o o Q mg/dL O mg/L-LR10b1 3 LLR10b2 LLR10c
LLR11
11. hsCRP O o 0 mg/dL 0 mg/ "RPT gLLR162 LLR11c
LLR12a
12. Albumin o o Q Qg/dL Qg/L LLR12b1 g LLR12b2 LLR12c
LLR13a LLR13b1
13. BUN a a Omg/dL Q mmol/L QLLR13b2 LLR14c
- LLR14a _ LLR14b1 LLR15¢
14. Creatinine a a d Umg/dL Q micromol/L [ LLR14b2
LLR15a LLR15b1
15. AST a o Q QOmg/dL Q micromol/L QO LLR15b2 LLR316c
LLR16a LLR16b1
16. ALT o a Q Omg/dL O micromol/L QO LLR16b2 LLR17c
LLR17a 7b1
17. Alk Phos a a aQ Qmg/dL 0 micromol/L Q-LR17b2 LLR18c
LLR18a LLR18b1 LLR19c
18. GGT o o Qa Omg/dL Q micromol/L Q-LR18b2
LLR19a LLR19b1 LLR20c
19. Bilirubin Total a a a Omg/dL Q micromol/L QO LLR19b2
I LLR20a LLR20b1 LLR21c
20. BilirubinDirect QO QO 0O Omg/dL O micromol/L QLLR20b2
LLR21a LLR21b1 Lrone
21. Amylase a a a Omg/dL Q micromol/L QLLR21b2
LLR22a LLR22b1
22. Lipase o o Qa Omg/dL Q micromol/L QLLR22b2 LLR23c

Local Lab Results Form (LLR)

Page 1 of 1
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Gender: M F
Medical and EIM Baseline Summary Form
FORM CODE: MES Contact
ID NUMBER: VERSION: B 09/18/2013  Occasion Seq #
MIESOb
Date of Form Completion: / MESOa Staff Code:
A.  Does the participant have a known history of any of the following extra-intestinal manifestations (EIMs)

R AT e

—_— =
N = O

13.

14.
15.
16.
17.
18.
19.
20.
21.
22.

23.

N =

Medical and EIM Baseline Summary Form (MES)

Small Joint Arthritis
Large Joint Arthritis
Ankylosing Spondylitis
Sacroiliitis

Erythema Nodosum
Pyoderma Gangrenosum
Iritis/Uveitis
Autoimmune Hepatitis

Primary Sclerosing Cholangitis

. Pancreatitis
. DVT/Thromboembolic
. Other significant EIMs

Specify: MES12a

Other significant EIMs

Specify: MES13a

000000000000 1=

(]

a

P D
a a
g d
a a
g d
a a
a a
a d
a a
a d
a a
a a
a a
a a

U
DMESl
0 MES2
DMESS
Q MES4
DMESS
QMES6
O MES7?
0 MESS
0 MES9
QMES10

O MES11
] MES12

Q MES13

Does the participant have a known history of, or currently suffer from, any of the following medical diagnoses:

Rheumatoid Arthritis
Psoriasis

Autoimmune Thyroid Disease
Celiac Disease (Bx proven)
Atopy or Asthma

IDDM

Multiple Sclerosis

Lupus

Other significant medical

Specify: MES22a

Other significant medical

Specify: MES23a

Never

Yes

[y Ny I Ny Iy Iy

(M

P = First noted >4 weeks from Day 0

No
Q MES14
Qa MES15
Qa MES16
Qa MES17
a MES18

0O MES19
O MES20

[y Ny I Ny Iy Iy

Q MES21

Q MES22

(M

Q DMESZ3

D = First Noted within 4 weeks of Day 0

Unknown

U = Unknown

Page 1 of 1
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Gender: M F
Medical and EIM Follow-up Summary Form
FORM CODE: MEF Contact
ID NUMBER: VERSION: B 04/10/2013  Occasion Seq #
Date of Form Completion: T Staff Code: L1~ o B
Since the last review, has the participant:
A. Reported any new extra-intestinal manifestation (EIMs)?
EIMs PR* Y N U If yes ,then approx. Date First Recognized*
1) 2 3) “ (a)
MEF11. Small Joint Arthritis a a a a MeFla y
MEF22. Large Joint Arthritis d a d a EFZ—a R
MEF33. Ankylosing Spondylitis d a d a MeFsa ,
MEF44.  Sacroiliitis Q Q Q Q MEFda y
MEF55. Erythema Nodosum a a a a MEFS2 y 4
MEF66. Pyoderma Gangrenosum d a d a MEF62 ,
MEF77. Tritis/Uveitis d a d a MEeFra y oy
MEF88. Autoimmune Hepatitis d a d a MEF82 ,  /
MEF99. Primary Sclerosing Cholangitis U a d a MEFOa ,
MEF1010. Pancreatitis d a d a MEFl0ay;
MEF1111. DVT/Thromboembolic a a d a Merlla, g/
veR ?;‘éiifigrﬁﬂiféﬁ?% o 0 m| m] o MR,
MEF1313. Other significant EIMs
Specify: MEF13b a a a Q MERLSa, o
B. Reported any new additional medical diagnoses?
Medical Diagnoses PR* Y N U If yes ,then approx. Date First Recognized*
1 ) 3) “4) (a)
MEF14 14, Rheumatoid Arthritis a a a a MEFLda y 1
MEF1515. Psoriasis a a a Q MeFta, /7
MEF1616. Autoimmune Thyroid Disease O a a a MEF6a,
MEF1717. Celiac Disease (Bx proven) d a d a Mertvcay, o,
MEF1818. Atopy/Asthma Q ] Q Q MEFlga, .,
MEF1919. TDDM a a a a MERSay o/
MEF2020. Multiple Sclerosis d a d a MEF20a,
MEF2121. Lupus d a d a MEF2l/ o/
MEF2222. Other significant medical
Specify: MEF22b d a d a EFZ_Za Y
MEF2323. Other significant medical
Specify: MEF23b a a a a MEF2S8y o/
*PR = Previously Recognized Y = Yes N =No U = Unknown

Medical and EIM Follow-up Summary Form (MEF)

Page 1 of 1
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ROTEC} Gender: M F

Post-Colectomy Follow-up Form

¢

FORM CODE: PCF Contact
ID NUMBER: VERSION: A 06/18/12 Occasion Seq #
Date of Form Completion: / / PP Staff Code: e FDF # s

A. Pouch Details

Current Status

1. Subtotal colectomy with diverting ileOStOMY? ...........cc.ovveeverreneeiseeeeeeesseeeseees s eesseesseessienes OYes-s[qio] dNo PCF?

2. Subtotal colectomy, Pouch Formation, Diverting ile0Stomy?.........cccccevvvivvivnivincieniecesesese e QYes ONo-[qg PCF2
a. Has the participant undergone pouch (re)-formation since the last review:...........cc.ccccoenen. OYes ONo-[Q9] PCF2a
b. Date of Pouch Formation: (dd/mmm/yyyy) /| [Q9]PCF2b

3. SUDLOtAl COIECIOMY, IPAA? .....cucviiieectctete ettt ettt bbbttt en e QYes QNo PCF3
a. Has the participant undergone ostomy closure since the last reView? ............cccocovverrnnnns QYes QNo PCF3a
b. Date of Ostomy Closure: (dd/mmm/yyyy) /| ge|PCF3b

4. Previous IPAA with subsequent pouch excision and permanent 0StOmMy?..........ccocvevveveenereneenne UYes UNo PCFa
a. Has the participant undergone pouch excision since the last FeView: ..........cocoevvveevreeeae. QYes QONo PCF4a
b. Reason for excision: PCF4b
c. Date of Pouch excision: (dd/mmm/yyyy) /1] PCFse

T O 1311 o OO OO T TP QVYes ONo PCFS

If yes, give description: PCF5a

B. Pouch Function

6. Current Pouch Function (or function prior to pouch excision where applicable)
a.  Stool Frequency per 24 hour period:..........ccoovrvee.... 1. #during the daytime PCF6al 2. #overnight "CF6a2
b.  Soiling or Seepage during the day?.........ccoi i QYes ONo PCFéb
c.  Soiling or Seepage during the NIGN? ..........o.oovoveieeeeeeeeeeeee e QYes QNo PCF6e
d. BIEEAING: ..ovivieecieeeeecteecceee e Q1) None Q(2)Rare QO (3)Present  Q(4) DailyPCFed
e. Urgency (unable to defer stool evacuation by >30 MiN):......cccccoveviiininininieieeeree e QdYes UNo PCF6e
f.  Evacuation Difficulties (> 15 min spent in toilet at one time) .........ccccecvvvieiivsiecicieicieiens QYes ONo PCF6f
0. Perianal SOreness: ......ccccocoeeiveereeerereeerereeeeeseenea, 0 (1) None QO (2) Occasional 1 (3) Frequent PCF69

7. Clinical Diagnosis of POUCHItis SINCE 1aSt FTEVIEW: .........c.ccevvverieeeieieeeeece e e QVYes QNo-s[gs] PCF/
a. Est. date symptoms started: (dd/mmmfyyyy) /[ ~ ~ PCFra
b. Commenced specific therapy for POUChItIS?..........cocooveurirnieinieeceesceees QYes—|ATF, SMF, SLR| QNoPCF7b
c. Estdate of resolution: (1) (dd/mmm/tyyyy) /[ 4 (2) Not yet resolved PCF7c

8. Endoscopic and/or Histologic evidence of Pouchitis since last review? .........ccccccevvevevvereneniennnns QYes ONo-[Q9]PCF8
a.  Mucosal Edema/Granularity/FriaDility?.........ccocoooiiiiiiiniieeee e QYes UNo PCF8a
b, Mucosal EXUdateS/UICEIatioN?........cc.cvvirieiriiiisieees e QYes QNo PCF8b
c.  Mild/Mod polymorph infiltration?.........ccccovieeeeniiiieeces e QYes QNo PCF8c
d. Severe polymorph infiltration + Crypt @bSCESSES? ......cvevverirerireeieierere s QYes UNo PCFad

C. Pouch Complications
9. Pouch Related Complications experienced since the last review:

a.  Anastomotic dehiscence:..”S722 . 0Yes QONo d. Pouch-Vaginal fistula:............. OYes QONo PCFod

b. Pouch-Anal fistula: F;ZFsz ..... OYes QONo e. Peri-pouch abscess: ................. OYes QNo PCF9e
C

C. Pouch Leakage:........ccceevvrvrrrvrnennnn, OYes QONo f. Anal canal stricture: ................ OYes QNo PCFOf

10. Small Bowel and other complications since the last review:
a.  Small bowel obstruction:ﬁg.(éfggﬁ...EIYes ONo c. Significant Dehydration needing IV therapy:..QYes QNoPCF10c
b. Renal Stones........ccoovevevvevecvicvernennn, QYes UONo d. Findings diagnostic for Crohn’s Disease......... QYes ONo PCF10d

Post-Colectomy Follow-up Form (PCF) Page 1 of 1
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ROTEC} Gender: M F

PUCAI Form

¢

FORM CODE: PUC Contact
ID NUMBER: VERSION: A 06/26/12 Occasion Seq #
/ / F“UCOa PHICOb PUQPc
Date of Contact: Staff Code: FDF #

Instructions: Each of the items below should be scored after performing a history and evaluation. If performed on the day of colonoscopy,
stool frequency refers to the 24 hour period prior to commencing colonoscopy bowel prep. Ideally, participants should be off any anti-diarrheal
medicines for at least 48 hours prior to assessment.

1. Date of assessment: (dd/mmm/yyyy) / / PUC1

2. AsSESSMENt TYPE: .vcveverevererieceeeeerees Q Telephone Q Clinic Visit PUC2

3. ASSESSOrS INItIAlS: .ovvveveeereeeeeereeere, puCs3 3a. Assessor qualifications: D MD QRN O OtherPUC3a

PUCAI ITEM POINTS User’s Guide

4. Abdominal pain: PUC4 Time period for evaluation:

No pain 0 Q .
Pain can be ignored 5 0 o Answers should reflect a daily
Pain cannot be ignored 10 Q average of the last 2 days.

5. Rectal Bleeding PUCS5 o If clinical conditions are changing
None 0 Q0 rapidly (eg, during intense
Small Iv in less than 50% of stool 10 O intravenous therapy), the most

mall amount only in less than 50% of stools 0 4 e 2 s sl e
Small amount with most stools % 0 considered.
Large amount (>50% of the stool content) « For participants undergoing

6. Stool consistency of most stools PUC6 colonoscopy, answers should reflect
Formed 04 the 2 days before bowel clean out
Partially formed su was started.

10 04
Completely unformed Rectal Bleeding:

7. Number of stools per 24 hours PUC7 e “Large amount” should be selected
0-2 0Q if large amount of blood is present
35 54a in most stools.

6-8 10 4
>8 15 0O Number of stools per 24 hours
8. Noct | stool isod : Keni o Clusters of several small stools over
. Nocturnal stools (any episode causing awakening) p|;cg - a very short period of time that
No a could be related to tenesmus or
Yes 10 incomplete evacuation should be
9. Activity level PUCO considered as 1 stool.
No limitation of activity 0 QO Activity Level
Occasional limitation of activity 5 0 . Lo -
S icted activi e QOccasional limitation of activity =
evere restricted activity 10 O could attend school or equivalent

10. SUM OF PUCAI (0-85) PUC10 but reduced activity (eg, attends
Inactive disease: PUCAI<10 school but does not play at breaks);
Mild activity PUCAI 10-34 o Severe restricted activity = could
Moderate activity PUCAI 35-64 not attend school or equivalent
Severe activity PUCAI >65 - activity.

11. Was a sigmoidoscopy or the equivalent performed today? ~ OY-[EEf O N PUCLL

12. Stool Frequency (per day) PUC12 13. Rectal Bleeding PUC13
U (1) Normal for participant U (1) No Blood Seen
4 (2) 1 - 2 more than normal U (2) Streaks of blood with stool, less than half the time
A (3) 3 - 4 more than normal Q (3) Obvious blood with stool most of the time
U (4) >= 5 more than normal U (4) Blood alone passes

PUCAI Form (PUC) Page 1 of 1



uccaao
Typewritten Text
PUC1

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text
PUC2

uccaao
Typewritten Text
PUC3

uccaao
Typewritten Text
PUC3a

uccaao
Typewritten Text
PUC4

uccaao
Typewritten Text
PUC5

uccaao
Typewritten Text
PUC6

uccaao
Typewritten Text
PUC7

uccaao
Typewritten Text

uccaao
Typewritten Text
PUC8

uccaao
Typewritten Text
PUC9

uccaao
Typewritten Text

uccaao
Typewritten Text
PUC10

uccaao
Typewritten Text

uccaao
Typewritten Text
PUC11

uccaao
Typewritten Text
PUC12

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text

uccaao
Typewritten Text
PUC13

uccaao
Typewritten Text
PUC0a

uccaao
Typewritten Text
PUC0b

uccaao
Typewritten Text

uccaao
Typewritten Text
PUC0c


Gender: M F

Second Line / Rescue Therapy Form

FORM CODE: SLR Contact
ID NUMBER: VERSION: A 02/15/2013  Occasion Seq #
/ SlRoa SLRbb SLROC
Date of Form Completion: Staff Code: FDF #

A. Record of Immunomodulator Therapies

1. Has an immunomodulator therapy been commenced, ongoing, or stopped, since the last review?.. Y 1 N-[Qg SLR1

A. Since Last Review? B. Current Status C. D.
Not Commenced Stopped New Dose Same Current
Immunomodulators Received  Ongoing S {amT] S[amr] S[amr] Dose  Dose (mg) Freq
) 2 3 ) 2 3
2. Azathioprine O-{ 03 Q a O-fe3stR2a O StR2b QO SLR2c N/ASLR2d
3. Mercaptopurine O-{o4 a a O-fQqStRsa O SLrRsb O SLR3c N/ASLR3d
4. Methotrexate (SC/IM)  0-[ Q3] a a O-fgStR4a O SLR4b SLR4c SLR4d
5. Methotrexate (Oral) 0-{ Q4 a a O-lQgSLR5a O SLRSb QO SLRS5c SLR5d
B. Record of Calcineurin Inhibitor Therapies
6. Have any calcineurin Inhibitors been commenced, ongoing, or stopped since last review? ............ ay 0O N-[Q9] SLR6
A. Since Last Review? B. Current Status C. Current
. . o Not . Commenced Stopped New Dose Same
Calcineurin Inhibitors Received Ongoing avT] D] D] Dose Dose (mg)
7. Tacrolimus O-{eg a a O-jes]SLtR7a O SLR7b 0 SLRre
8. Cyclosporin O-j9 a a O-lgo] SLReb O SLRsb O SLR8c
C. Record of Biologic Agents
9. Have any biologic agents been commenced, ongoing, or stopped since last review?............cccoc..... ay 0 N-foi15] SLR9
10.Infliximab status since last review: ................. O (1) Not Received—[Q12] O (2) Ongoing 1 (3) Commenced—[AMT|SLR10
11.Please provide the following data for each individual dose of infliximab:
1. Date 2. Dose (mg) 3. Subsequent Dose?
(dd/mmm/yyyy) X_) N
a. SLR11al SLR11a2 Q Q SLR11a3
b. SLR11b1 SLR11b2 Q Q SLR11b3
c. SLR1lcl SLR11c2 a a SLR11c3
d. SLR11d1 SLR11d2 Qa Qa SLR11d3
e. SLR11lel SLR11le2 a a SLR11e3
f SLR11f1 SLR11f2 a a SLR11f3
12. Adalimumab status since last review: ............... O (1) Not Received—[Q14] O (2) Ongoing QO (3) Commenced—[AMT]| SLR12
13.Please provide the following data for individual doses of Adalimumab during induction and prescription changes:
1. Date 2.Dose (mg) 3.Freq. 4. Subsequent Dose/Freq Change?
(dd/mmm/yyyy) Y-[amT] N
a SLR13al SLR13a2 SLR13a3 Q Oo[Qi4]SLR13a4
b. SLR13b1 SLR13b2 SLR13b3 a D_) SLR13b4
C. SLR13cl SLR13c2 SLR13c3 Q 0O-[Q14] SLR13c4
d. SLR13d1 SLR13d2 SLR13c3 Q O-[Qia] SLR13d4
e. SLR13el SLR13e2 SLR13e3 Q O-[Qi14]SLR13ef
f. SLR13f1 SLR13f2 SLR13f3 a O-]Q14]|SLR13M4
14.Has a biologic agent been formally ceased since the last Visit?..............c.c........ OY-[amr| O N SLR14
15.Have any drug or metabolite levels been taken since the last visit? .................... OvY-[aLF] ON SLR15

Second Line / Rescue Therapy (SLR) Page 1 of 1
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o2t PROTECT

ID NU

Date of

Predicting Response to Standardized Pediatric Colitis Therapy

FORM CODE: SAE
MBER: VERSION: A 02/14/12
Contact: / / SAEOa

Contact

Occasion

Gender: M

Serious Adverse Event Form

Staff Code:

SEQ #

F

SAEOb

Instructions: This form is to be completed for all serious adverse events reported during the study. Seriousness is a
regulatory definition and should not be confused with severity. SAEs must be reported ASAP, SAEs unexpected and a

suspected adverse reaction must be reported to DCC immediately.

A. Serious Adverse Event Information

1
2
3

4
5

6.

. Date of Onset: (dd/mmm/yyyy): [ [~ SAEl
. Event Diagnosis SAE2
. Criteria for definition of SAE (check all that apply): SAE3

Death g. O Congenital anomaly /birth defect

Life threatening h.Q Other medically important condition

d
b. 4
c. O In-patient hospitalization or prolongation
d. O Persistent or significant disability/incapacity

. Was this an unexpected adVerse BVENT.........cocovereriienieinereese e ay LN SAE4
. Is the event due to progression of underlying illNess...........c.cccovvreieinnnnncne ay  ON SAES
Relationship of serious adverse event to study medication (check one): SAE6
Unrelated (clearly not related to intervention) ...........c.ccoceveeveiiniincnenens Q@)
UNBKelY Telated.........veviiciciiiicicesce s a @)
Possibly (may be related)..........ccovieiriiciiiiciieessee e a@)
Definite (clearly related to intervention).............ccocecveiinenicieicnene s Q@)
Outcome of event: SAE7
RESOIVED ...ttt bbb s Q@)
Recovered with minor SEQUEIAE ..........coeiireiiiiiiee e a @)
Recovered with major SEQUEIAE .........coviririirieee e a@®)
Condition Still PrESENT ........ooiiiiriieiree e U (4) skip 8
Condition CONtINUES 10 WOISEN........cveuiruiieirieicerieeiesie e U (5) skip 8
Patient died .........ooviiriiiic e U4 (6)
Date of event resolution or death (mm/dd/yyyy): /[ [~ SAE8

i. @ Other, specify SAE3il

treatment, other relevant medical history, include the point of the study in which the event occurred). SAE9

Describe more fully the serious adverse event (a summary of signs, symptoms, diagnosis, treatment of event, concurrent

B. Administrative Information

1

1

1

0. Form Completion Date (dd/mmm/yyyy): / /

1. Initials of person completing report: SAE11

2. Signature of Principal Investigator:

SAE12

Serious Adverse Event Form (SAE)

Page
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Gender: M F
Serious Adverse Event Form
FORM CODE: SAE Contact
ID NUMBER: VERSION: B 05/07/13 ~ Occasion Seq #
SAE(a SAHOb
Date of Form Completion: / Staff Code: FDF # SAEGC
A. Serious Adverse Event Information
1. Date of Onset: (dd/mmm/yyyy): /[ _SAEl
2. Event Diagnosis SAE2
3. Criteria for definition of SAE:
a. Death.....ccooeevvinieininnn, S e ay UN e. Congenital anomaly /birth defect............. Qy Qn>SAEse
b. Life threatening.................. S AE3b ........................... ay OUN Other medically important condition........ Qy QN SAES
SAE3c ¢, In-patient hospitalization or prolongation ..... QY —| HDEAN . Other ..ot ay ONSAE3g
d. Persistent or significant 1. Specify SAE3g1
disability/inCapacity ............occceevevevevevreeeererennnnn. ay QONSAE3d
4. Was this an unexpected adverse eVent..........ccvirieirrerieirrerieesieeeesreseesseeenes ay UONSAE4
5. Is the event due to progression of underlying illness...........c.cccovvevveriierieieiennnn. Qy ON-SAES

B. Medication(s) considered (potentially) implicated in this event:

Drug A. On this B. Relationship of SAE to treatment
medication at time (Check one box for each medication being taken at SAE onset)
of SAE onset?
Yes No Unrelated Unlikely related Possibly Definite
6. Mesalamine U U7 0 U u O
SAE6a SAEG6b
7. Corticosteroid U L1 -[8d O O g O
SAE7a SAE7b
8. Thiopurine U L1 -[od O O g O
SAES8a SAE8b
9. Methotrexate U L1 o[10d O O g O
SAE9a SAE9b
10. Calcineurin U 0 o1 O O g O
Inhibitor SAE10a SAE10b
11. Anti-TNF O O 512 ] U U U
agent SAElla SAE1lb

12.Outcome of event: SAE12
U (1) Resolved
U (2) Recovered with minor sequelae

U (3) Recovered with major sequelae

13.Date of event resolution or death (mm/dd/yyyy):

Serious Adverse Event Form (SAE)

Q4 (4) Condition still present—)
U (5) Condition continues to worsen—)
U (6) Patient died

Page 1 of 2
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Gender: M F

FORM CODE: SAE Contact
ID NUMBER: VERSION: B 05/07/13  Occasion Seq #

FDF #

14.Describe more fully the serious adverse event (a summary of signs, symptoms, diagnosis, treatment of event, concurrent

treatment, other relevant medical history, include the point of the study in which the event occurred). SAEL4a

C. Administrative Information

15. Form Completion Date (dd/mmm/yyyy): / / SAE15

16. Initials of person completing report: SAE16

17. Signature of Principal Investigator: SAE17

Serious Adverse Event Form (SAE) Page 2 of 2
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Gender: M

Side Effects/Adverse Events Form

F

FORM CODE: SEF Contact
ID NUMBER: VERSION:A 02/15/2013 Occasion Seq #
SEHOa SHFOb SEFOc
Date of Contact: / Staff Code: FDF #
Instructions: Each new or ongoing event is reported by recording the highest Severity Rating:
e Mild adverse event: Awareness of sign, symptom, or event, but easily tolerated.
e Moderate adverse event: Discomfort enough to cause interference with usual activity and may warrant
intervention.
e Severe adverse event: Incapacitating with inability to do usual activities or significantly affects clinical status, and
warrants intervention. A severe rating is not the same as a serious adverse event which must also be
reported on the SAE form.
1. Abdominal Pain:........c..cccoeeveeuevrveierrereieeenans QO (1) None-{@2] QO (2)Mild QO (3) Moderate Q (4) Severe SEF*
a. Frequency since the last study contact? ......... 4 (1) Rarely 4 (2) Sometime U1 (3) Often O (4) N/A SEFla
b. Caused by a study medication? ................... O (1) Yes U (2) No O (3)Don’tKnow [ (4)N/A SEF1b
¢. Seek medical care for this problem? ... (1) No O (2)Clinic/ER QO (3) Study Q (4) Hospital»[SAE] SEFlc
2. DIAITNEA: corveeeereesreeeesersssesseesssssessessssssesssssssssssssssssees Q (1) None-s[@3] @ (2) Mild U (3) Moderate Q (4) Severe SEF2
a. Frequency since the last study contact? ......... U (1) Rarely U (2) Sometime 1 (3) Often O (4)N/A SEF2a
b. Caused by a study medication? ................... Q1) Yes d (2) No U (3)Don’tKnow O (4)N/A  SEF2b
¢. Seek medical care for this problem? .....ccoocennns U (1) No O (2)Clinic’/ER U (3) Study O (4) Hospital-[SAE] SEF2c
3. DYSPEPSIA cermrermrerssressmssssssssssssssssssssssssssssssssssssssssasesssas Q (1) None—s[4] O (2) Mild O (3) Moderate Q (4) Severe SEF3
a. Frequency since the last study contact? ......... U (1) Rarely U (2) Sometime O (3) Often Q @) N/A SEF3a
b. Caused by a study medication? ..........c.c..... Q (1) Yes Q (2) No O (3) Don’tKnow O (4)N/A  SEFD
¢. Seek medical care for this problem? .....ccoeenens U (1) No O (2)Clinic/ER U (3) Study O (4) Hospital-[SAE] SEF3c
4. Headache: ......c.cooooveveveeeeecieeeeeeeeeee e, Q (1) None-s[Qs] @ (2) Mild O (3) Moderate Q (4) Severe SEF4
a. Frequency since the last study contact? ......... U (1) Rarely U (2) Sometime O (3) Often O (4) N/A SEF4a
b. Caused by a study medication? ................... Q (1) Yes 0 (2) No Q (3) Don’t Know O (4) N/A SEF4b
¢. Seek medical care for this problem? .....ccouceens U (1)No O (2)Clinic/ER U (3) Study O (4) Hospital»>[SAE]  sEF4c
TR P10 T 7 Q (1) None=s[Qs] O (2) Mild O (3) Moderate O (4) Severe SEF5
a. Frequency since the last study contact? ......... O (1) Rarely O (2) Sometime O (3) Often O (4)N/A SEF5a
b. Caused by a study medication? ................... O (1) Yes U (2)No 0 (3) Don’t Know O (4)N/A  SEFSb
¢. Seek medical care for this problem? .....ccooceeens U (1)No O (2)Clinic’/ER U (3) Study O (4) Hospital-[SAE] SEFsc
6. RASH .t ssssssns Q (1) None=s[@7] @ (2) Mild U (3) Moderate Q (4) SevereSEF6
a. Frequency since the last study contact? ......... 4 (1) Rarely O (2) Sometime U1 (3) Often QO (4) N/A SEF6a
b. Caused by a study medication? ................... O (1) Yes U (2)No 0 (3) Don’t Know O (4) N/A SEF6b
c. Seek medical care for this problem? ... U (1) No U (2)Clinic’/ER U (3) Study O (4) Hospital»{SAE] ~ SEF6c
7. VOMILING: covurrereeneeseesesseessesssesssssessssssssssssssssssssssssssnees Q (1) Nones[gs] O (2) Mild U (3) Moderate U (4) Severe SEF7
a. Frequency since the last study contact?........... U (1) Rarely U (2) Sometime [ (3) Often U (4) N/A SEF7a
b. Caused by a study medication? ................... O (1) Yes U (2) No U (3) Don’t Know [ (4) N/A SEF7b
c. Seek medical care for this problem? ...........c.... U (1) No Q(2)Clinic/ER Q (3) Study O (4) Hospital-[SAE] SEF7c
8. Have you had any other health problems since your last visit? O Y*[SEG] U N SEF8

*Record only those problems that the participant, family, or Investigator considers a potential medication side
effect or related to UC.

Side Effects/Adverse Events Form (SEF) Page 1 of 1
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Gender: M F

Side Effects/General Form

FORM CODE: SEG Contact
ID NUMBER: VERSION: A 02/11/2013  Occasion Seq #
SEG0a seqoc
Job
Date of Contact: / (ﬁ Staff Code: L-- 1 FDF #

Instructions: Each new or ongoing event is reported by recording the highest Severity Rating:

e Mild adverse event: Awareness of sign, symptom, or event, but easily tolerated.

e Moderate adverse event: Discomfort enough to cause interference with usual activity and may warrant
intervention.

e Severe adverse event: Incapacitating with inability to do usual activities or significantly affects clinical status, and
warrants intervention. A severe rating is not the same as a serious adverse event which must also be
reported on the SAE form.

1. Health Event/Problem: SEG1
a.  Severity of EVent: ........ccccoevivivvereierereene, a (1) Mild Q (2) Moderate O (3) Severe SEG1a
b. Frequency since the last study contact? .......... 4 (1) Rarely O (2) Sometime U (3) Often O (4) N/A SEG1b
c. Caused by a study medication? ..........cccueeee Q1) Yes d (2) No 4 (3) Don’t Know O (4) N/A SEGIc
d. Seek medical care for this problem?................ O (1)No 0O (2)Clinic/ER QO (3) Study O (4)Hospital-|SAE]| SEG1d
e. Are there any other health problems/events to report? ............. O Yes O No—s|{End] SEGle

2. Health Event/Problem: SEG2
a.  Severity of EVent: .........ccccoeoieveveveeeeccrennnnn, Q (1) Mild O (2) Moderate [ (3) Severe SEG2a
b. Frequency since the last study contact? .......... U (1) Rarely U (2) Sometime  { (3) Often O (4) N/ASEG2b
¢. Caused by a study medication? ..........cccenune O (1) Yes U (2)No U (3) Don’t Know O (4) N/A SEG2c
d. Seek medical care for this problem?.......ccoo..... Q (1) No QO (2) Clinic/ER Q (3) Study QO (4)Hospital-»[SAE] SEG2d
e. Are there any other health problems/events to report? ............. O Yes O No-|End| SEG2e

3. Health Event/Problem: SEG3

Severity Of BVENt: ....cccoveveveveveiiiiiiiiian a (1) Mild O (2) Moderate U (3) Severe SEG3a

b. Frequency since the last study contact? .......... 4 (1) Rarely QO (2) Sometime U (3) Often U (4) N/ASEG3b
¢. Caused by a study medication? ..........cccuen.ne O (1) Yes U (2)No U (3) Don’t Know O (4) N/ASEG3c
d. Seek medical care for this problem?.......ccoo..... O (1)No QO (2) Clinic/ER QO (3) Study QO (4)Hospital-»[SAE] SEG3d
e. Are there any other health problems/events to report? ............. U Yes O No-|End| SEG3e

4. Health Event/Problem: SEG4
a.  Severity of BVent: .........cccccocoevvveveeeiennnne. a (1) Mild O (2) Moderate [ (3) Severe SEG4a
b. Frequency since the last study contact? .......... 4 (1) Rarely QO (2) Sometime U (3) Often 0 (4) N/ASECG4D
c. Caused by a study medication? .................... Q (1) Yes Q (2) No Q (3) Don’t Know O (4) N/ASEG4c
d. Seek medical care for this problem?.......c........ Q (1) No QO (2)Clinic/ER Q (3) Study QO (4)Hospital»[SAE| SEG4d
e. Are there any other health problems/events to report? ............. U Yes O No—|End| SEG4e

5. Health Event/Problem: SEGS
a.  Severity of EVent: .......ccccocvvvivieveinieeceienens a (1) Mild O (2) Moderate O (3) Severe SEG52
b. Frequency since the last study contact? .......... U (1) Rarely U (2) Sometime 1 (3) Often Q (4) N/A SEGSb
c. Caused by a study medication? ..........cccen.ne U (1) Yes U (2) No Q (3) Don’t Know O (4) N/ASECGSC
d. Seek medical care for this problem?................ Q1) No QO (2)Clinic/ER O (3) Study QO (4)Hospital»{SAE| SEG5d
e. Are there any other health problems/events to report? ............. U Yes O No-|End| SEG5e

If yes, then please complete an additional SEG form and increment the sequence number.

Side Effects/General Form (SEG)
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Site Biopsy Histology Score Form

SB)"(Ob

Gender: M F
Seq #
FDF # SBHOc

FORM CODE: SBH Contact
ID NUMBER: VERSION: A 07/16/12 Occasion
/ SﬁHOa
Date of Form Completion: Staff Code:
1. Reviewer’s Identifier: ~ SBH1
2. Date of rectal biopsy (dd/mmm/yyyy): / / SBH2

3. Overall Assessment of Inflammation in Rectum only: O Inflammation O No Inflammation—{Q4] SBH3

3a. Chronic Inflammation (one response): SBH3a

No/mild chronic Inflammation ...........cc.cceeverereneenne a)
Moderate infiltrate in lamina propria....................... (N N@))
Marked infiltrate in lamina propria..........c.ccecceeueueee a3

3b. Acute Inflammation (one response): SHB3D

No acute inflammation ............cccceeveevervieiieeiennennn. a
Mild acute — no crypt abscesses ......oovevvverveeverenenne. a2
Moderate acute — few crypt abscesses.........c..o.e...... a@®
Marked acute — many crypt abscesses.................... a@

4. Assessment of any Non-Rectal Biopsies:

Present Absent
(1) (2)
a. Ulcer/Erosion .........ccoevevvvveveveenennnn. a Q SBH4a
b. Crypt distortion/atrophy .................. a Q SBH4b
c. Surface villiform changes................ a Q SBH4c
d. Basal plasmacytosis ......c..c.cceceeueeneee a g SBhad
e. Basal lymphoid aggregates.............. a g SBH4e
f. Paneth cell metaplasia..................... a g SBH4
g. Granuloma..........ccocovovvveveieeeennn. a Q SHB4g
5. Assessment of any Terminal Ileal Biopsies: O Available O Not Available—|END]| SBH5
Present Absent
(1) (2)
a. Acute inflammation......................... a Q SBH5a
b. Chronic inflammation ..................... a Q SBHSb
c. Normal Villi.......cccoovveevevereieierennnn, a QO SBHSc
d. Blunted Villi.....ooooovverrierrirrrienne. a Q SBH5d
e. Absent Villi.......cccoovevvevrininieiennennnn a O SBHSe
f. Granuloma...........cocccooeveveeveenennne. a Q SBHS

Page 1 of 1
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» F PROTECT Gender: M F
% - -
m!;ﬂesponseto Standardized Pediatric Colitis Therapy S p eC I m e n CO | I eCt I O n FO r m
FORM CODE: SCF Contact
ID NUMBER: VERSION: A 03/01/12 Occasion SEQ #

Date of Form Completion:

/ / SCFOa

Staff Code:

SCFOb

Instructions: Each of the items below should be scored after performing a history and evaluation. If performed on the day of colonosocopy, stool
frequency refers to the 24 hour period prior to commencing colonoscopy bowel prep. Ideally, patients should be off any anti-diarrheal medicines for at
least 48 hours prior to assessment.

A. Study Specific Samples to be collected

1. Orange Top: QWill not be collected QRequested—[Q2] UCollected QShipped SCFL

a. DSnglCollected: 4 Db.DateShipped: /[~ c.ID:

a dd/mmm/yyyy SCF1b dd/mmm/yyyy SCFic
. i SCF2

2. Purple Top: QWill not be collected ORequested—[Q3] QCollected QShipped

a. DateCollected: _ _/_ [/ b.DateShipped: _ _/_ [/ _ ¢ ID:

SCr2a dd/mmm/yyyy SCF2b dd/mmm/yyyy SCF2a

3. Formalin (1Bx for Histopathology): QWill not be collected —[Q4] QRequested—{Q4 | OCollected  QShipped SCF3

a. DateCollected: _ _/_ [/ b.DateShipped: __ _/__ [/ _ ¢ ID:

SCF3a dd/mmmiyyyy SCF3b dd/mmmiyyyy SCF3c

B. Mucosal Biopsy Sample Collection
4. RNALater (upto 3 Bx for genetic analaysis) Collected: Q No O Yes »[Q4a | SCF4

a. DateCollected: ___ /___ _/___ _ _ —JQgSCF4a

dd/mmm/yyyy

b. Biopsy #1: QCollected Q Shipped —[Q7] SCF4b

c. Sample ID: SCrac
5. Rectal Biopsy #2: QWill not be collected »jEnd | QCollected Qshipped—Q7] SCF5

a. Sample ID: SCF5a
6. Rectal Biopsy #3: QWill not be collected »[End | QCollected Qshipped—[Q7] SCFé

a. Sample ID: SCF6a
7. Date Shipped: /| SCK/

Specimen Collection Form (SCF)

dd/mmm/yyyy

Page 1 of 1
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Specimen Collection Form

Participant ID
Barcode Here

FORM CODE: SCF Contact
ID NUMBER: VERSION: B 12/16/2013  Occasion Seq #
/ 4CFOa BCFOb SCFOc
Date of Contact: Staff Code: FDF #
A. Study Specific Blood Sample Collection
. . SCF1
1. Orange Top: (check current status): lc. Orange Top SCE1c
Q (1) Will not be collected —[Q2] Specimen ID:
O (2) Requested—[Q2] Egrcek CRE label
O (3) Collected — 1la. Date collected (dd/mmm/yyyy):  / /  SCFla
Q (4) Shipped ~ —  1b. Date Shipped @d/mmmyyyyy: ___/___ _/______ SCFib
2. Purple Top: (check current status) SCF2 Purple Top SCF2e
4 (1) Will not b llected 3 2¢. | Specimen ID:
( ) 1 not be coecte % ¢ Stick CRF label
O (2) Requested—[Q3] here
Q (3) Collected —  2a. Date collected (dd/mmmryyyy):  / /  SCF2a
O (4) Shipped -  2b. Date Shipped (dd/mmm/yyyy): _/  /  SCF2b
Comments;: _ ~F2¢
B. Study Specific Mucosal Biopsy Sample Collection
SCF3 3. Were any Rectal Biopsies Collected: ONo —»[Q7] 0O Yes — 3a. Date Collected (dd/mmm/yyyy): ~ / / ~ SCF3a
3b. If biopsy is performed during follow-up, have you re-collected consent: Q(1)Nofic] Q(2)Yes Q(3)NA SCF3b
4. Biopsy for Histology 4c. Eism.logy D SCRae
a. 0 (1) Will not be collected —fQ5a] O (2) Collected SCF4a sﬁzcknél;nF label
b. Collected as: Q (1) Formalin U (2) Glass Slide SCF4b here
5. RNA Later (3 Bx for genetic analysis ) 5d. | rNA Specimen SCF5d
a. Biopsy#1: O (1) Will not be collected O (2) Collected O (3) Shipped SCF>2 IS]? C CRE Label
1C) abe!
b. Biopsy#2: @ (1) Will not be collected Q1 (2) Collected QA (3) Shipped SCFb here
c. Biopsy#3: O (1) Will not be collected O (2) Collected O (3) Shipped SCF°¢
6. Biopsy Ship Date (dd/mmmvyyyy): _ _ /___ _/__ _ SCF6
Comments:
C. Study Specific Stool Sample Collection
7. Stool: (check current status): SCF7 7d. [ g0l Specimen | SCF7d
Q (1) Will not be collected —END] D
Stick CRF label
Q (2) Requested —» here
U4 (3) Collected
Q (4) Shipped —
a. Frozen/On ice when received from family: OYes ONo  QUnknown S¢F72
b. Date collected (Date passed from participant) (dd/mmm/yyyy): _ /  /  SCF7b
c. Date Shipped (dd/mmm/yyyy): /[  SCF7c
Comments:
Specimen Collection Form (SCF) Page 1 of 1
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Gender: M F

9 )
e PROTECT Standard Medical Therapy Follow-up Form

Predicting Response to Standardized Pediatric Colitis Therapy

FORM CODE: SMF Contact
ID NUMBER: VERSION: A 02/20/12 Occasion SEQ #
SMFOa SMFOb
Date of Contact/Form Completion: Staff Code:

A. Record of Oral 5-ASA and Steroid Therapies

1. Mesalamine (Pentasa): Receiving therapy at last review: ................... Q Yeso[Qw] O No SMFL
a. Commenced since last review (including today)?.........ccccceevrirvennne. O Yes O No —fg2]SMFla
1. Start Date (dd/mmm/yyyy): __/__ _/___ _SMFlal
2. Daily Dose (mg): SMF1a2

3. Form: UWhole QOpen SMF1a3
b. Sst'\i/!IHObngoing? OvYes — 1. Ongoing Daily Dose: SMF1b1 ~ mg [qQ2]

UNo - 2. Stop Date (dd/mmmiyyyy): __/___/___ _SMF1b3
c. Reason this medication was stopped or had dose reduced:
1. Not apply to this patient..... 1 Yes O NSMFlcl 4. Suspected drug toxicity.......... O Yes 0O NSMFlcd
2. Ineffective .....coevevvvnnnne, O Yes QO N SMFlc2 5. Subjects’s choice ..........coeu... a Yes QO NSMFic5
3. Suspected intolerance......... O Yes 0O NSMFic3 6. Other, please specify.............. O Yes 0O NSMFLc6
2. Oral/lV Steroid Therapy: Receiving therapy at last review? ............. O Yes>[Qan] QI NSMF2

a.  Commenced (and possibly completed) since last review (including today)? QY —[new STR] TNo —[Q3] SMF2a

b. Still Ongoing? QYes —»Update current STR | -[Q3] SMF2b
ONo — 1. Stop Date @aimmmiyyyy): __/ *"P* _ _[Finalize curent STR]

B. Record of Rectal 5-ASA and Steroid Therapies

3. Rectal 5-ASA: Receiving therapy at last review: .........c.ccccovviinnnn. O Yes>[Qab] 1O NoSMF3
a. Commenced since last review (including today)?: .......cccccovveivnnnn U Yes O No —lo4]SMF3a
i. Start Date (dd/mmmiyyyy): [/ /|~ SMF3al
b. Still Ongoing? QYes Q4] SMF3b
UNo — 1. Stop Date (dd/mmmiyyyy): [ [ __S_MFSbl
4. Rectal Steroids: Receiving therapy at last reView: ...........cccccovvivrnnnnn O Yes—[Qab] O No SMF4
a. Commenced since last review (including today)?: .........ccccccoeevrennen. Q Yes O No —fend] SMF4a
i Start Date (dd/mmm/yyyy): [ [ SMF4al
b. Still Ongoing? QYes —fEnd]| SMF4b
ONo - 1. Stop Date (dd/mmmiyyyy): /[ SMF4bl

Standard Medical Therapy Follow-up Form (SMF) Page 1 of 1
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Gender: M F

Standard Medical Therapy Follow-up Form

FORM CODE: SMF Contact
ID NUMBER: VERSION: B 6/20/2014  Occasion Seq #
/ SN|FOa SMFpPb SMHAPc
Date of Contact: Staff Code: FDF #
A. Record of Oral 5-ASA and Steroid Therapies
1.Mesalamine (Pentasa): On therapy at last review: 4 Yes—[Qib] O No SMF1
(Note: Record non-Pentasa 5-ASAs on the AMT.)
a. Commenced since last review (including today)?..........ccocveevverieennne O Yes 0 No -fQ2] sMFia
1. Start Date (dd/mmm/yyyy): /  /  SMFlal
2. Daily Dose (mg): SMF1a2
3. Form: OWhole—[Q1d] QOpen —»[Q1d] SMF1a3
SMF1b b, Still Ongoing? O (1) Yes — 1. Ongoing Daily Dose: mg —[Q1d]| SMF1b1
U (2) Yesreduced » 2. Reduced Daily Dose: mg —|Qlc| SMF1b2
QG)No - 3. Stop Date (dd/mmm/yyyy): __/ __/ _ SMFI1b3
c. Reason this medication was stopped or had dose reduced:
SMFIcl 1. Ineffective......cccocoorvrmennne. dYes UNo 4. Participant’s choice......... OYes O No SMFlca
SMF1c2 2. Suspected intolerance......... O Yes ONo 5. Other...ccoovvevevrererrnnn, O Yes O NoojQid] SMF1c5
SMF1c3 3.  Suspected drug toxicity .......d Yes O No 5a. Specify: SMF1c5a
d. Was any drug dispensed at this VISit? ...........ccccceermereererererercererennnnn. Q Yes 0 No -fo1e| SMFid
1. How many pills were dispensed at this visit? SMF1d1
e. Was any drug brought in during this visit?............ccceveieeerereeeererenennnn. U Yes 0 No SMFle
1. How many previously distributed pills does the participant still have? SMFlel
2. Oral/lV Steroid Therapy: Receiving therapy at last review? ................ O Yes—[Qab| 0 No SMF2

a. Commenced (and possibly completed) since last review (including today)?... (Yes—[new STR] ~ TNo —fo3]SMF2a

b. Still Ongoing?.......... QO Yes —s[Update current STR | 5jQ3] SMF2b
UNo — 1. Stop Date (dd/mmm/yyyy): / / —[Finalize current STR | SMF2b1

B. Record of Rectal 5-ASA and Steroid Therapies

3. Rectal 5-ASA: Receiving therapy at last review: ...........cc......... 0 Yes—[Q3b] O No SMF2
a. Commenced since last review (including today)?: ................. U Yes 0 No —lQ4] SMF3a
1. Start Date (dd/mmm/yyyy): _ _/__ _/___ _SMF3al
b. Still Ongoing?.......... OYes —jo4] SMF3b
UNo - 1. Stop Date (dd/mmm/yyyy): __/___/__ __SMF3bl
4. Rectal Steroids: Receiving therapy at last review: ................... O Yes—[Q4b] O No SMF4
a. Commenced since last review (including today)?: ................. U Yes Q@ No —|End| SMF4a
1. Start Date (dd/mmm/yyyy): __/__ _/___ _SMF4al
b. Still Ongoing?.......... OYes —[End| SMF4b
UNo — 1. Stop Date (dd/mmm/yyyy): __/___/__ _ SMF4bl

Standard Medical Therapy Follow-up Form (SMF) Page 1 of 1
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o2t PROTECT

Predicting Respﬁnse to Standardized Pediatric Colitis Therapy

P

ID NUMBER:

FORM CODE: STR
VERSION: A 02/17/12

Date of Form Completion:

/

/

STROa

Gender: M

Steroid Treatment Record Form

Contact
Occasion

Staff Code:

F

SEQ #

STROb

Instruction: Complete a new form for every course of corticosteroids commenced, recording the dose adjustment
until the therapy is ceased completely.

A. Record of Systemic Corticosteroid Therapy

1. Name of Corticosteroid Agent (select one): STR1
4 (1) IV Methylprednisone
U (2) Oral Prednisone (Tablets)
U (3) Oral Prednisolone (Tablets)

Administration details:

U (4) IV Hydrocortisone

U (5) Oral Prednisone (Liquid)
U (6) Oral Prednisolone (Liquid)

A. Date B. Dose
(dd/mmm/yyyy) (mg/day)

2. 1 STR2a

3. |/ STR3a

4, ! STR4a

5. ] STR5a

6. I sTRea

7. |/ _ STR7a

8. S S 1 1a

9. . __STR9a

10. 1 STR10a

11. /| STRlla

12. /| sTRi2a

13. _ I /__ _ _ sTRiza

14, /| STRl4a

15. 1 sTR15a

16. /]  STRi6a

17. | | ____  sTRl7a

18. /| STRlsa

19, /| STRl%%

20. 1l STR20a

21. 1l sTR21a

22. 1 _ _ sTReza

23. /| STR23a

24, /| STR24a

25. /| STR25a

26. Final Disposition:

a. Date of last dose (dd/mmm/yyyy): [ [
b. Final Outcome (select one): STR26b

O (1) Ceased, no further steroids

O (2) Converted to Oral

Steroid Treatment Record (STR)

O (3) Converted to 1V

STR2b
STR3b
STR4b
STR5b
STR6b
STR7b
STR8b
STR9b

STR10b
STR11b
STR12b
STR13b
STR14b
STR15b
STR16b
STR17b
STR18b
STR19b
STR20b
STR21b
STR22b
STR23b
STR24b
STR25b

STR26a

O (5) Ceased, failed—[AMT]
O (4) Continued, see subsequent STR

Page

10f1
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Gender: M F

Steroid Treatment Record Form

FORM CODE: STR Contact
ID NUMBER: VERSION: B 07/08/13 Occasion Seq #
SCFOa SCFOb SCFOc
Date of Form Completion: / Staff Code: FDF #

A. Record of Systemic Corticosteroid Therapy

1. Name of Corticosteroid Agent (select one): STR1

4 (1) IV Methylprednisolone U4 (4) IV Hydrocortisone U (7) Budesonide MMX

U (2) Oral Prednisone (Tablets) U (5) Oral Prednisone (Liquid) U (8) Systemic Corticosteroids for non IBD indications
U (3) Oral Prednisolone (Tablets) U (6) Oral Prednisolone (Liquid)

Administration details:

A. Date B. Dose C. Ongiong?
(dd/mmm/yyyy) (mg/day) Yes No

2.STlRA  / /0 STR2b Q O-{Qzg STR2c
3,STR@  , STR3b Q O-[qzg STR3c
4.STR&a  , STR4b Q O[Qzg STR4C
5.STRa [/ [/ STR5b a O-[Q26STR5c
6.STRG2 STR6b Q O-[Q2¢ STR6C
7. STR7a I STR7b Qa D_)STR7C
§.STR8Q STR8b Q Q-[Q2gSTRse
9.STR2 /| STR9b a O-[Q2¢ STRIc
10.STR102 STR10b Q O-[Q2gSTR10c
11.sT™R1la  / STR11b Qa El—) STR11c
12. sTR122 /| STR12b a O-[Q2¢ STR12c
13. stR1za ___ /_ _ _/__ STR13b Q O-{Q26 sTR13c
14. sTR4a /[ STR14b a O-{Q26/STR14c
15. strisa /| STR15b a O-[Q2¢sTR15¢
16. stR6a /[ STR16b a U-[Q2¢ STR16¢
17. s7TRl7a /[ STR17b a U-{Q2gSTR17C
18. sTR8 /[ STR18b a 0-[Q2d STR18c
19. STR19a  /  / STR19b Q O-[Q2gSTR19¢
20. STR20a  / / STR20b a 0-[Q2gSTR20c
21. STRZla_ I STR21b a O-[Q26STR21c
22, STR2242  / / STR22b a U-{Q24 STR22¢
23. smR23a__/ STR23b a U-[Q26 STR22¢
24, STR24a___ /__ [/ ____ STR24b a O-/Q2¢ STR24c
25, STR2%a__ /[ STR25b a U-[Q26 STR25¢
26. Final Disposition:

a. Final Outcome (select one): STR26a

Q (1) Ceased, no further steroids Q (3) Converted to IV Q (5) Ceased, failed—{AMT]
O (2) Converted to Oral Q (4) Continued, see subsequent STR—{End|
b. Date of last dose (dd/mmm/yyyy): / ~/ ~ STR26b

Steroid Treatment Record (STR) Page 1 of 1
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o2t PROTECT

Predicting Response to Standardized Pediatric Colitis Therapy

ID NUMBER:

Gender: M F

Study Treatment at Day Zero

FORM CODE: STZ
VERSION: A 02/20/12

Contact
Occasion

SEQ#

Date of Form Completion: / /

STZ0a

S1Z0b

Staff Code:

Please indicate which listed medications were received on Day 0 (treatment initiation) and record start date and daily dose:

A. B. C.
Category Name Received Start Date Total Daily Dose
Yes No (dd/mmm/.yyyy) (mg)
5-ASA STZla STZ1b STZ1c
1. Mesalamine (Pentasa) complete a [ N S S
capsule STZ2a STZ2b STz2c
2. Mesalamine (Pentasa) opened capsule U Q.  _ _J/_
3. Rectal 5-ASA suppository (| sTzsa [ N S _S_Tzf
4. Rectal 5-ASA enema Q s'#agp /| STzéb
Corticosteroids N S S
5. Prednisone or Prednisolone Oo5tR QO ST
6. Rectal Steroid suppository g Sweag 4 4 STéb
7. Rectal Steroid suppository Q s¢eg 4y Stz
8. Was the subject admitted to the hospital at the commencement of therapy? ........ QY 5HbA  QON-End] STZ8

9. Did the subject receive IV Steroid therapy?.........cococoeeeennnnnciiinceeeenen, QY-[TR QN-jo1y sT29
10. Was IV steroid therapy changed to oral therapy within 7 days?....... UYes  —Eligible for standardized therapy protocol] STZ10
UNo*
11. Did the subject undergo Colectomy during this admission? avy-lcLA anN sTz11
12. Did the subject receive rescue medical therapy?......QY*amT]  ON-Q17 STZ12
A. B. C.
Category Received Start Date Initial Dose
Yes No (dd/mmm/.yyyy) (mg)
Calcineurin Inhibitors STZ13a STZ13b STZ13c
13. Tacrolimus a 4a Y Y
. STZ14a STz14b STZ14c
14. Cyclosporin a a N S A -
Biologic Agents STZ15a STZ15b STZ15¢
15. Infliximab a a Y Y -
_ STZ16a
16. Adalimumab a a Y Y -
STZ16a STZ16a STZ16a
17. Did the subject receive a second line medical agent? ......... QY+*sAMT] ON-End STZ17
18. Azathioprine sTzisap QO / j_STZ18b STzlse
19. 6-Mercaptopurine stzie @y 4 STZl% _ Stzisce
20. Methotrexate (SC/IM) STz20ap O __|__ ] STtz20b _ STz20c
21. Methotrexate (Oral) stzi2ia@ Q@ /| STz2ib _ Sfz2le
22. Have any specific lab tests been performed related to the above medications:......AY-JaLT]  ON STZ22

*The Subject will NOT be required to follow the standardized therapy protocol, however will continue to be reviewed

according to the protocol for the duration of the study.

Study Treatment Data at Day Zero (STZ)

Page 1 of 1
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Gender: M F

Study Treatment Day Zero Form

FORM CODE: STZ Contact
ID NUMBER: VERSION: B 03/26/2013 Occasion SEQ #
/ STZ0a STZ0b
Date of Contact: Staff Code:

Please indicate which listed medications were commenced on Day 0 (treatment initiation) and record start date and daily dose:

A B C
Category Name Commenced Start Date Total Daily Dose
Yes No (dd/mmm/.yyyy) (mg)
5-ASA STZ1a STZ1b STZ1c
1. Mesalamine (Pentasa) complete capsule U a Y Y
STZ2a STZ2b STZ2¢
2. Mesalamine (Pentasa) opened capsule a d Y Y
3. Ifyes (Qlaor Q2a), how many pills were
dispensed at this visit? STZ3
STZ4a STZ4b
4. Rectal 5-ASA a a Y Y
Corticosteroids
5. Oral Prednisone or Prednisolone O-ftR] QO ST45
6. Rectal Steroid suppository a a _ STZ6
7. Was the participant in the hospital at the commencement of therapy? ................. OY-HDH ON-[End] STZ7
8. Did the participant receive IV Steroid therapy? ........ccoovvvevevevriireeerrerereresnenenens OY-[STR| ON-s[Q10] STZ8
9. Was IV steroid therapy changed to oral therapy within 14 days? ...........c.cccc........ LY lEligible for standardized therapy protocol, STR]
ON* STZ9
10. Did the participant undergo Colectomy during this admission? .........c..cccceeeuenene Qy*slccy ANSTZ10
11. Did the participant receive calcineurin inhibitor therapy? .........cccoceveeveeveercncnnens ay ON-QI12 sTZ11
a. Tacrolimus: .........cccooevrvveerreeeeieeeseeeee s QY-laMT] QNSTZ1la
b. CYClOSPOTIN: ...voceoveeeeeiceeeee e, QY-laMT] QNSTZ11b
12. Did the participant receive biologic therapy?..........ccceevevevriieierreierieririiseeenenen. ay ON-fQ13STZ12
a. InfliXimab .........cccooovevveiiieeceeeece e QY-laMT] ansTziza
b. Adalimumab .........cccceviierniciriierceene QY-amT] QNsSTZ12b
13. Did the participant receive immunomodulator therapy? ..........ccccoeevvevrireeneeennne. ay UN-fQ14 STZ13
8. AZathiOPring .......ooevviieevricieinieieesiceeseene QY-amT] ansT#isa
b. 6-Mercaptopurine ...........cocceoeverveeverrerreereenenss QY-amT] QN STZ13b
c. Methotrexate (SC/IM).........covverreererrerreerennans QY-amT] QN sTzisc
d. Methotrexate (Oral) .........coccererrrererrerrereenanns QY-amT] ansTzisd

14. Have any specific lab tests been performed related to the above medications: ~ Y—JALH uNsTZ14

*The Participant will NOT be required to follow the standardized therapy protocol, however will continue to be
reviewed according to the protocol for the duration of the study.

Study Treatment Data at Day Zero (STZ) Page 1 of 1
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Gender: M F
Study Withdrawal Form
FORM CODE: SWF Contact
ID NUMBER: VERSION: A 06/18/12 Occasion Seq #
. / / svﬂFOa SWF{b SWFnOc
Date of Form Completion: Staff Code: FDF #
1. Date of study withdrawal : / / SWF1
dd mmm yyyy
2. Indicate the reason for withdrawal from the study: (Choose one) SWF2
Participant no longer wishes t0 PartiCipate ..........cccovveiiiiesisiesice e Q)
Participant 10St-t0-TOHOW-UP........ccoiiiiiieice et a(2)
Study treatment Was NEVET STAMEM ..........cociiiiiiiee e a(3)
Participant was diagnosed With Crohn’s diSEASE .........covvereiiiereiireeis e a@
Participant does not meet other eligibility reqUIrEMENTS .........ccooieiriiieie e a ()
Principal Investigator elected to withdraw partiCipant ............cccccceveviiievin s a (6)
(@] 1 USSR URRTRRT a (@)
2a. Please specify: SWF2a
3. What is the disposition of the participant’s specimens and data? (Choose one) SWF3
Allow use of previously collected data and/or SPECIMENS .........ccveveieiieiineie e aq@
Withdraw all their data from study databases...........cccoereiiiniiin e a ()
Request that any stored samples be deStroYed..........ccvvvvveirieercie e a@®)
Withdraw data and request specimens be destroyed...........cooooe i a @)
Unable to ascertain due to participant unreachable ..o a ()
L@ ] 1 1 SRS a (6)
3a. If other, please specify: SWF3a
4. If there was a change in disposition of participant’s specimens and data, what is the effective date
of this change? / / SWF4
dd mmm yyyy
5. Which staff member(s) at the site discussed withdrawal with this participant ?
A STUAY COOTAINALON ..ottt ettt es et es ettt s et es et en st s st st s ensesesenseeanans O Y QO NSWka
B. PrinCipal INVESHIGALON. ......ccciiciiiicice et sttt Q Y QO N SWwFsb
G SHUAY SEAFF ...ttt e e e e et ee et e et ereenes QO vy Q NSWrse
0@ 111 OO O U RTT R QO vy QO N Swkd
5d1. If other, please specify: SWF5d1
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Gender: M F

Study Withdrawal Form

FORM CODE: SWF Contact
ID NUMBER: VERSION: B 11/13/12 Occasion Seq #
/ SYFoa SWFob SWFoc
Date of Form Completion: Staff Code: FDF #
1. Date of study withdrawal : / / SWF1
dd mmm yyyy
2. Indicate the reason for withdrawal from the study: (Choose one) SWF2
Participant no longer Wishes to PartiCipate ... a (1))
Participant 10St-t0-TOHOW-UP.......ccccviiiireieiire et e e e a@)
Participant was diagnosed With Crohn’s diSEase ..........ccoevrereiiieniiiienee e a(3)
Principal Investigator elected to withdraw partiCipant ............ccccveeviiiieieseece e d4)
L0 11 T=] ST TSSO TSP TP PP URT P PURTURPPPPRROON a (5)
2a. Please specify: SWF2a

3. What is the disposition of the participant’s specimens and data? (Choose one) SWF3

Allow use of previously collected data and/or SPECIMENS .........cceevevievreiieie e a ()
Withdraw all their data from study databases............cooviririiiiniiiee e a(2)
Request that any stored samples be deStroyed...........cooeieeieiie e HEE))
Withdraw data and request specimens be desStroyed...........oeovireiineieneee e a @)
Unable to ascertain due to participant unreachable ... a®)
L 1 0T PSSR 4 (6)

3a. If other, please specify: SWF3a

4. If there was a change in disposition of participant’s specimens and data, what is the effective date

of this change? / / SWF4
dd mmm yyyy
5. Which staff member(s) at the site discussed withdrawal with this participant ?
8. STUY COOTAINALOT .....vieieeiiieteie ettt ettt e et b et et er e sbe s e e ebere e enene s QO Y QO NSWwFsa
D. PrNCIPAL INVESTIGAION..........veeeieeceeeeeee ettt ettt ne s QO Y QO NSWFsb
(oS 110V - TR QO Y QO NSWkse
0 R 11 T RSSO O Y 0O NSwrad
5d1. If other, please specify: SWF5d1
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Gender: M F
- Study With Study Withdrawal Form
FORM CODE: SWF Contact
ID NUMBER: VERSION: D 12/15/2015  Occasion Seq #
/ SWHpa SV{FOb swWikoc
Date of Form Completion: Staff Code: FDF #
1. Date of study withdrawal/completion : / / SWF1
dd mmm VyYyy
2. Indicate the reason for withdrawal from the study: (Choose one) SWF2
Participant no longer wishes to PartiCipate .........cccceoeerieeiierieiie ittt a(
Participant 1oSt-t0-TOLlOW=UP .......ceerieriiriiiieeiereeeeee ettt et sse et eseenseenaesenas a2
Participant was diagnosed with Crohn’s diS€ase ..........cceeruerierierienieiieie e a@
Principal Investigator elected to withdraw participant .............ccceeveeriereerieecieeieseeseese e eees a@
ORCT ettt ettt ettt et e et e e te e be et e e beebeeraeeaaeeteeeteebeeareeaeeereereens a5
2a. Please specify: SWF2a
Participant completed StUAY ......cccoeririiiiiiieiieeece ettt e Q (6) -[05]

3. What is the disposition of the participant’s specimens and data? (Choose one) SWF3

Allow use of previously collected data and/or SPECIMENS .........c.ccvervieriieiieieeierienieeie e eees aa
Withdraw all their data from study databases...........ccceeoieiiriiiiiiee e aQ)
Request that any stored samples be destroyed.........ooveviieciiecieiiienieniee et a@3)
Withdraw data and request specimens be destroyed..........ccvvcuevvierienienieeniieieeieeeeeee e a@
Unable to ascertain due to participant unreachable .............coccooiiiiiiiiiiiiiiiiiieee e a o)
OBRET ...ttt ettt ettt et b e e be et e st e st esb e b e b e b et e eteerbesbesb e b e b e eteeneetsentensesbeberas a (6)
3a. If other, please specify: SWF3a

4. Ifthere was a change in disposition of participant’s specimens and data, what is the effective date

of this change? / / SWF4
dd mmm Vyyy
5.  Which staff member(s) at the site discussed withdrawal/completion with this participant? SWF>
Q. StUAY COOTAINALOT ... ..eeuieiieieieite ettt ettt et et e teeseetesseeseessensassessessesseeseensensensensensas O vY Q4N
b. Principal INVESTIZALOT . ......ceuiiieieiiieeie ettt ettt e e st te et esae st ensesessesseeseeneensensensessens O vY Q4N
C. SHUAY STATT. ...ttt ettt ettt b e et et eaeete bbb e et eteereeas e st e s O Y Q4N
e ORCT 1.ttt bbbttt b ettt enes O Y QN

5d1. If other, please specify:

6. Please evaluate the participant’s compliance with their Pentasa regimen during Year 1. This should be the investigator
or coordinator’s assessment rather than an assessment provided by the participant. SWF6

a. Good (i.e. Pentasa taken as directed most of the time, 80-100% compliant)........................ a (@
b. Fair (i.e. Pentasa taken as directed some of the time, 50-80% compliant)........................... a @
c. Poor (i.e. Pentasa frequently not taken as directed, <50% compliant)...................c.cevvennnn. a @
d. Not applicable (Pentasa not taken during year 1)..........coiviiiiiiiiiiiiii e eens a @

7. Please indicate the status for this participant at withdrawal/completion. Did the participant:
a. Ever have a colectomy ay QN SWFra

b. Ever take UC rescue medication (azathioprine, 6-MP, methotrexate, tacrolimus, cyclosporine, infliximab,
adalimumab, other newly available bioloZICS) .....cceverueeieriiiinininieiciccee e ay UN SWF7b
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