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Comparative Effectiveness and Safety of Pharmacologic Therapies for the Management of Crohn's Disease
Study Design Form

Please complete this form for each included study.

1. Name of trial or study cohort (Select one response)

[Select an Answer [~]

2. Onwhat continent(s) did the study occur? (Select all that apphy)

[T United States

[T North America (outside US)

[T south America

[ Europe

[ asia

[T Australia

Africa

7] Other (specify): |
(] Not reported

3. Did the study occur at more than one study center? (Select one response)

[Select an Answer [+]

4. Study period (Enter 4-digit year hetween 1900-2010)

© Startyear of enraliment | |
Clear Response

5. What study design was used? (Select one response)

| Select an Answer

If *Randomized Controlled Trial” in Q5, skip to Q8.
If a NON-RANDOMIZED study, what was the average follow-up period? (Enter mean or median number and then select units; If RCT, skip to next question.)

(Enter number between 0 and 100 for either mean or median) [(Select Units)
[0 Mean ‘ | [Select an Answer"E

[ median \ |
[T Not reported

If *Randomized Controlled Trial” in Q5, answer Q8-Q17. Otherwise, skip to Q18.
8. If arandomized controlled trial, select type. (Select all that apphy)
[T Parallel arms
Factorial design
Crossover design
Other (specify): |

9. If arandomized controlled trial, was there a period of follow-up before patients were randomized aka "run-in period"? (Select one response)

[Select an Answer[~]

If *Yes" in Q9, answer Q10-11. Otherwise, skip to Q12.
Ifthere was a run-in period, what was the duration ofthe run-in period? (Enter number and then select units)

71 0. (Enter number between 0 and 100){11. {Select units)

© Duration | j [ Select an Answer



© Notreported
Clear Response

Ifa randomized controlled study, what was the duration ofassigned from domization? (Enter ber and then select units)

12. (Enter number between 0 and 100)|13, (Select units)

© puration | | Select an Answa'm

@ Notreported
Clear Response

For studies that apply to KQ2 only, what was the duration ofresp or ission prior to domization? (Enter ber and then select units)

14. (Enter number between 0 and 100)] 15, (Select units)

© Duration | | | [select an Answer[~]

© Notreported
Clear Response

18. Ifa randomized lled trial, was adh ported? (Select one response)

Select an Answer

If adherence was reported in Q16, answer Q17. Otherwise, skip to Q18.
17. Ifadh was rted, was adh »=80% in all study arms? (Select one response)

Select an Answer |

18. Which subgroups analyses were conducted? (Select all that apply)

[Z] Age at diagnosis

[T Age at studystart

[ puration of disease

[ Baseline CRP

[ Baseline CDAI

[7] Comorbid conditions

[7] Gender

B Race/ethnicity

[ prior treatment

] Prior surgery

[”] Family history of IBD

El Smoking status

[7] concurrentuse of aminosalicylates
[7] Concurrentuse of anti-TNFs

[7) Concurrentuse of corticosteroids
[7] Concurrentuse ofthiopurines

[7] Concurrentuse of methotrexate

[7] Concurrentuse of other medication (specify): }

[Tl Other (specify): [
B Other (specify): ‘

[ other (specify): |

[7] No subgroup analyses were conductad

Please selectand specify the INCLUSION criteria. Please mark criteria as criteria (e.g., I a study excluded patients who had a previous CD surgery,
thenthe inclusion criteria would be "No previous CD surgery.”)

[7] pediatrics
171 Adutts

[7] crohn's disease only
[ eo

[7] Maltes only

[7] Females only

[7] Previous CD surgery (specify): (Specify type of surgery)
[ no previous CD surgery

[7] coaiscore (specify criteria): (I other index, specify name and criteria. if CDAI, PCDAL, or HBI, specify criteria,)
[] Pediatric CDAl score {specifycriteria): [ Other index (specify): |
En y-Bradshaw Index (specify criteria): B “

[7] other index (specifyname and criteria):

B-5



[«

[T1 Duration of remission (specify):

{(Specify number of weeks, months, or years) ] weeks

[ months |

[ vears

[7] Previous use of medications (specify):

[T antibictics

[T] Aminosalicylates
[ Anti-TNFs

[T corticosteroids
Thiopurines
Methotrexate
Infliximak
Adalimumah
Certolizumab pegaol
Other (specify):

Other (specify):

OO0ooEoo@

Other (specify):

[ No previous use of medications (specify):

Antibiotics
Aminosalicylates
Anti-TNFs
Corticosteroids
Thioputines
Methotrexate

[T inflisirmab

[T adalimuman

[T] certolizumab pegol
] Other (specify):

oEEO

g

[T other (specifyy:
[T other (specify):

B Disease activity (specify source/metric):

(Specify source/metric and then indicate disease activity)
[T] sourceimetric (specify): [

[ active disease

[T Inactive disease

[T mild disease

[T Moderate disease

[T severe disease

[T Perianal fistulizing

[T Not pregnant

[ Mot nursing

[T Using adequate contraception

[T1 No short bowel syndrome

[T Mo ostorny

[T Mo abscess

[T No obstructive symptoms with strictures
[T] No history oftuberculosis, positive chest radiograph, or positive PPD
[ No demyelinating disease

[7] No cancer

= Smoking status (specify):

{(Specify smoking status)

@

Other (specify):

)

Other (specify):

=

7 Other (specify):




[ other (specify):

[T other (specify):

71 other (specify:

[T1 other (specify:

[T other (specify):

[T other (specify):

55. Comments (Limit 250 characters)

56. Comments (Limit 250 characters)

57. Comments (Limit 250 characters)
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