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Comparative Effectiveness of Pharmacologic Therapies for the Management of Crohn’s Disease
Case-Control Population Form

Only compiete this form for case-control studies.

1. Indicate the group. (Mandatory question. Select one response.)

2. How were these controls selected? (Select all that apphy.)

[7] Nested

Neighbarhood

Friendifamily controls

Random digit dialing

Hospitaliclinic-hased (specify diseases included): l ‘

[7] other control selection (specify):

[T] niaGie, cases)

3. What was the total number of casesicontrols? (Enter a number between 0 and 999999.)

For the population characteristics below, you can report either n or %.

Male
n }

% | | [2 Gender not reparted

Race

White n ! ‘ % J ‘
Hispanic viel ‘ % ‘ ‘
Black, African American 7] ‘ ‘ [ % ‘
Asian n ‘ ‘ s ‘ ]
Other racejethnicity n [ | F % , ] E (Specify):

Other racefethnicity =] | | % ; ‘ (Specify): j_ |

Other racefethnicity =] | | ] o l [ [7] (specify): :J
Other racelethnicity [] p | | B o | [ (specify:

[ rRace not reported ‘
Smokers n l ‘ % l l {Definition) l ‘ Smoking status not reported
Age at Crohn's diagnosis (Enter number of years. If only age categories presented, enter minimum and maximum.)

W - N A
Mean | Median | | [0 Minimum | | [ maximum \

Age at diagnosis not reported

Duration of disease (Enter number of years. If only age categories presented, enter minimum and maxsimum.)

AR _
Mean | Median | | [ Minimum | | [ maximum \

Duration of disease not reported



Age at study start (Enter number of years. If only age categories presented, enter minimum and maximum.)

[T mean | [ Median | | [Z Mnimum | [] Maximum |
] Age at study start not reported

Disease severity [7] Metric/source used (specify): |

wa i, B

Moderate Dn:__ J Ij%;i

Mid-moderate [] | B%

Moderate-severe  [] . o

Severe  [] [ o | 7
Remissionfnactive ] [ — ] Bow ]
Unknown/missing  [7] ‘D %

[7] Disease severity not reported
Disease location 7] pretric/source used (specify): 1l

lieal il S %

lleo-colonic B a | [ % ‘
Colonic Dn_ } D%‘_ ]
Perianal En 7}[]%[

[7] Disease location not reported
Disease behavior

Inflammatory [ i % ‘
Stricturing 7] |, | & %l
Penetrating A n - ] o [ 1

[ pisease behavior not reported
Disease activity index

CDA at randomization (RCTs) or study start (cohorts)

[ Mean ,- [ Median | [7] Mnimum ] Maximum | |
Pediatric CDAl at randomization (RCTs) or study start (cohorts)

[ Mean — [ Median P—N O mnimum || [ Maximum !
Harvey Bradshaw Index at randomization (RCTs) or study start (cohorts)

[ Mean | [ Median | 7- [7) Minimum | ] Maximum ; -
Other disease activityindex at randomization (RCTs) or study start (cohorts)

[T Mean ' -‘ [ Median ] Mnimum : I ] Maximum \ | [7] other index (specify):

[”] Disease activityindexnotreported
1BDQ at randomization (RCTs) or study start (cohorts)

[] Mean | | [Z] Median | [Z] Mnimum [ [7] Maximum ; . [7] iBDQnotreported
CRP at randomization (RCTs) or study start (cohorts)
[7] Mean ‘ 1 [7] Median [ [7] Mnimum . 7] Maximum [ : [l crP not reported

Diagnosed with Crohn's disease (for observational studies with an IBD population) Fla ‘ 1% [ 7] Not reported

Medications taken by patients DURING the study period (Indicate which medications then record N, % of patients, if available)

[7] Aminosalicylates n %

[7] Antibiotics En [ %
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[7] Anti-TNF Eln| [ %

[7] corticosteroids Eln | El%|
[T Methotrexate Bl E o[
[7] Thiopurines En WS
[T immunomodulatars Fn INEE
[T] other medication (specify): ‘7 | Eln [ 7 % |
[ Other medication (specify): | | Eln _. [ % _
[T other medication (specify): :‘ Eln : % |
[ Other medication (specify): | | BEn =R

Medications taken by patients BEFORE the study period {Indicate which medications then record N, % of patients, if available)

[T] aminosalicylates Eln %
[T Antibiotics Bn| K
[T anti-TNF Eln [ %
[7] corticosteroids Enf [ %
[7] Methotrexate En [ o |
[7] Thiopurines Enl [ %
[TT Immunomodulators En [ o |
[T other medication (specify): : | Bnf INEES]
[T] other medication (specify): Eln [T 9%
[T other medication (specify): 'j Eln i | Bl i
[T] other medication (specify): | Bn 0|

Medications taken by patients BEFORE the study period or during the run-in period to INDUCE REMISSION (Indicate which medications then record
N, % of patients, if available)

[C] aminosalicylates En | B o

[ Antibiotics Bl | B %

71 Anti-TNF Bnl | B[ |
[7] corticosteroids En| %

[T] Methotrexate Eln [ %
[7] Thiopurines Eln| %

[Z] immunomodulators En [ %

[”] other medication (specify): | | Bn| | Bl |

[T other medication (specify): Eln ] | [ % | i
[T] other medication (specify): | Eln| [ %

[T] other medication (specify): B n [ %

111. Comments (Limit to 250 characters)



1

-

12. Comments (Limit to 250 characters)

13. Comments (Limit to 250 characters)

Submit Form | and goto [El or Skip to Next

B-15




