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Comparative Effecti of Ph logic Therapies for the Management of Crohn’s Disease
Outcomes Form

Please complete this form for RCTs and cohort studies. Submit one form per relevant outcome.

1. Ifreporting on an efiicacy outcome, then choose ane category:

Select an Answer_ =
KQ1,KQ2, KQ4
Outcome of interest (Select one response) |Definition (Select one response) Timing (Select one response and then specify time in weeks. If more than 1 time

point in each group, select the last time point. ]

© cDAl fSeIect an Answer E] \Select an Answer El
© pcoal

© Hel

@ Other index (specify): ‘
Clear Response .

© Perianal disease :Select an Answer E | Select an Answer
Clear Response

© Health-related quality of life [Select an Answer E \VSeVIeciranVAhswer
Clear Response

© Endoscopic healing :Selecl an Answer E | Select an Answer
Clear Response

© Reduction of steroids Define (for reduction of steroids):
© Steraid free
© Number of hospitalizations

© Need for surgery 4
Clear Response
KQ3

| Select an Answer

Ff E) B E

Outcome of interest {Select one ri Definition {Select one r Timing {Select one response and then specify time in weeks. If more |Indicate the population for
® Define: [ than 1 time point in each group, select the last time point.) this analysis (Select one

O Mortality iSeIect an Answer E] response)

© Lymphoma © Not specified ) ) )
Cenvical cancer Qlesloskanss Select an Answer[~]

Other cancers (including colon cancer)

Serious infections

TB

Other infections

Infusion and injection-site reactions
Bone fracture

Height

Weight

Clear Response

0000000 00

Answer 023-25 for adverse events (KQ3) only. Otherwise, skip to Tables.
2

. Was the mode of adverse event collection active or passive? (Select one response)
Active i of harms indicate
3) that participants are asked about the occurrence of specific harms In structured questionnalires or interviews or pre-defined laboratory or diagnostic tests, usually performed at
pre-speciiied time intervals.
1) that the potential occurrence of harmiul events are coliected at pre-specilied intervals; for example, the occurrence of post-operative complications were evaluated on a daily
basis within 30 days of the surgery.
These events are potentially expected harms as a resuit of the intervention.

| Select an AnswerE

22. Did the study specify frequency and timing of adverse event collection? (Select one response)

E el

an

23. IfRCT, answer Q25. Otherwise, skip to Tables.
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Was the analysis for this outcome

Select an Answer B

Table 1. Incidence of outcome

to-lreat?” (Select one response)

Inter for [s] measure Denominator P-value Reference group
Group1 -
] # of patients with one or more events Select an AnswerEI | Select an AnswerB
"1 % ofpatients with one or m ore events
| #ofevents
Inter for analysi: Out measure Denominator P-value Reference group
Group2 >
__| #of patients with one or more events Select an Answer E] Select an AnswerB
[ % of patients with one ormore events
"1 #ofevents
Inter for analysi: L] measure Denominator P-value Reference group
Group3 o
_| #ofpatients with one or more events Select an AnswerE] Select an AnswerB
"| % of patients with one or more events
| #ofevents
Inter for analy [s] measure P-value Reference group
Groups o
__| #of patients with one or more events Select an Answer E] Select an AnswerB
| % of patients with one orm ore events
] #of events
Inter for <] measure Denominator P-value Reference group
Group5 o
| #of patients with one or more events Select an Answer E Select an AnswerB
| % of patients with one ormore events
] #ofevents
Inter for ly O measure Denominator P-value Reference group
Groupb
| #of patients with one or more events Select an Answer E] Select an Answer E]
% of patients with one ormore events
| #ofevents
Inter for L] measure Denominator P-value Reference group
Group? _
| #of patients with one or more evenis Select an AnswerE] Select an AnswerB
™ of patients with one or more events
"] #ofevents
Inter for =] measure Denominator P-value Reference group
Group8
1 #of patients with one or more events Select an Answer IZI Select an AnswerB
] % of patients with one or m ore events [
Tl #ofevents
Table 2. Measure of Association
nter for Point (Select one 0 of {Select [95%Cl P-value Reference group
response) one response)
Select an AnswerE] Select an Answer El
Group1 O  Select an Answer[+]
Do
Group2 B Select an AnswerE]
Do




intervention| ] ] An

GoRe [ Select an Answer [~
W

Groups [l Select an Ansver|[~]
Ou

Groups B  Select an Answer [+ ]
Do

Grou;-sl-"" [ w Select an AnswerB
Do

Group? [ Select an Answerlz]
Bu

Group8 | Bu Select an Answer |~
[Too

114. What variables, If any, were adjusted for in the m odel? {Select all that apphy)

= Matching factors

] Age

[7] gex

[71 Race/ethnicity

["] puration of disease
[ other (specify):

(] Other (specify):

["] other (specify:

[7] Results not adjusted

Table 3. Mean difference from other group (G1-G2)

Inter for lysi Point (Select one |M: of variability (Select |Clor IQR (Select one P-value Reference group
response) one response) response)
Select an AnswerE] Select an Answer E] Select an AnswerB

Grou;)';“" [ B "Select an Answer
QTR
B Select an AnswerB
Eu

Group3 B Select an AnswerE]
1 uL

Group4 Buw Select an AnswerE]
Do

Groups B Select an Answer [+
Ou

Groupé [ Select an Answer[+]
Do

Group7 B Select an AnswerB
Do




Group8

O
[T o

Select an Answer E

Table 4. Mean difference from baselin

e. (This should be recorded as Final -

If the values d

from

from baseline, then the value should be positive. Note: Reference group should always be baseline.)

then value should be negative. If the values increase

for

Point estimate (Select one
response)

Select an AnswerE]

Measure of variability (Select one
response)

| Select an Answer E]

Clor IQR (Select one
response)

Select an Answer E]

P-value

Group3

Bu
Do

Groupd

Hu
Do

Buw

Groupb

Bl

oL

Group?

1

B
o

Groups

Buw
Bu

Table 5. Baseline measures.

for Kead

Point (Select one

Select an Answer B

eof y(Select one

Select an Answer B

P

Select an Answer E

)|Cl or IGR (Select one response)

B
Buw

B
D

(T
Bu |

Group4

Bu
Do

Group$

i RN
Do




Intervention

Grouph B
71 uL
Intervention
Group? E
Bu
Intervention
Group8 [ w
Eu
Table 6. Final measures
Intervention [N for analysis Point estil (Select one e of variability (Select [Cl or IOR (Select one P-value Reference group
response) one response) response)
Select an Answer E] Select an Answer E| Select an Answer E|
Intervention -
Group1 F Select an Answer EI
O
intervention )
Groupz B Select an Answer [+
Bu
Intervention
Group3 A w Select an AnswerB
o
Intervention -
Groupd [ e Select an Answer EI
0w
Intervention
Groups F w Select an Answer E]
Bu
Intervention -
Grouph e Select an Answer[zl
o
Intervention B
Group? F Select an Answer E]
Bu
Intervention
Groups [ w Select an AnswerB
B u

Comments (Limit 250 characters)

Comments (Limit 250 characters)

287. Comments (Limit 250 characters)

Submit Form | and go to E| or Skip to Next

B-20






