cdisc

Site Number Subject Number
History of Crohn's Disease
Was the medical history v MHPRESP
event prespecified?
What was the category of the , MHCAT
medical history? GENERAL CROHN'S DISEASE

At what age did the subject's
Crohn's symptoms start?

AGESYMST_FAORRES
FAORRES where FATESTCD = "AGESYMST" and FAOBJ =

L

"CROHN'S DISEASE"

strictures?
Check all that apply.

Has the subject ever had " No ILEAL_MHOCCUR

Crohn's ileitis? C Yes MHOCCUR where MHTERM = "Crohn's ileitis"

Has the subject ever had " No COLONIC_MHOCCUR

Crohn's colitis? C Yes MHOCCUR where MHTERM = "Crohn's colitis"

Has the subject ever had " No ILEOCOLONIC_MHOCCUI

Crohn's ileocolitis? C Yes MHOCCUR where MHTERM = "Crohn's ileocolitis"

Has the subject ever had " No ISOLATED_MHOCCUR

upper gastrointestina| C Yes mg&%ng where MHTERM = "Upper gastrointestinal Crohn's
Crohn's disease?

Has the subject ever had any |~ No STRICTURE_MHOCCUR

strictures? & Yos
If Yes, what is the estimated | | STRCTNUM_FAORRES

number of strictures? fﬁ?eiﬁfj ggﬁBeS@TESTCD ="STRCTNUM" and FAOBJ =
If Yes, what are the [~ lleum STRICTURE(n)_MHLOC

anatomical Iocation(s) of the I_ Colon MHLOC where MHTERM = "Intestinal stricture"

| Upper Gl tract

Has the subject ever had any
abscesses?

" No ABSCESS_MHOCCUR
MHOCCUR where MHTERM = "Abscess intestinal”
" Yes

If Yes, what is the estimated
number of abscesses?

ABSCNUM_FAORRES
FAORRES where FATESTCD = "ABSCNUM" and FAOBJ =

L

"Abscess intestinal"
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ItemDef [CD_MHCD.MHPRESP]
MHPRESP

ItemDef [CD_MHCD.MHPRESP]
MHPRESP

ItemDef [CD_MHCD.MHCAT]
MHCAT

ItemDef [CD_MHCD.MHCAT]
MHCAT

ItemDef [CD_MHCD.AGESYMST_FAORRES]
FAORRES where FATESTCD = "AGESYMST" and FAOBJ = "CROHN'S DISEASE"

ItemDef [CD_MHCD.AGESYMST_FAORRES]
AGESYMST_FAORRES

ItemDef [CD_MHCD.ILEAL_MHOCCUR]
MHOCCUR where MHTERM = "Crohn's ileitis"

ItemDef [CD_MHCD.ILEAL_MHOCCUR]
ILEAL_MHOCCUR

ItemDef [CD_MHCD.COLONIC_MHOCCUR]
COLONIC_MHOCCUR

ItemDef [CD_MHCD.COLONIC_MHOCCUR]
MHOCCUR where MHTERM = "Crohn's colitis"

ItemDef [CD_MHCD.ILEOCOLONIC_MHOCCUR]
MHOCCUR where MHTERM = "Crohn's ileocolitis"

ItemDef [CD_MHCD.ILEOCOLONIC_MHOCCUR]
ILEOCOLONIC_MHOCCUR

ItemDef [CD_MHCD.ISOLATED_MHOCCUR]
ISOLATED_MHOCCUR

ItemDef [CD_MHCD.ISOLATED_MHOCCUR]
MHOCCUR where MHTERM = "Upper gastrointestinal Crohn's disease"

ItemDef [CD_MHCD.STRICTURE_MHOCCUR]
MHOCCUR where MHTERM = "Intestinal stricture"

ItemDef [CD_MHCD.STRICTURE_MHOCCUR]
STRICTURE_MHOCCUR

ItemDef [CD_MHCD.STRCTNUM_FAORRES]
STRCTNUM_FAORRES

ItemDef [CD_MHCD.STRCTNUM_FAORRES]
FAORRES where FATESTCD = "STRCTNUM" and FAOBJ = "Intestinal stenosis"

ItemDef [CD_MHCD.STRICTURE(n)_MHLOC]
STRICTURE(n)_MHLOC

ItemDef [CD_MHCD.STRICTURE(n)_MHLOC]
MHLOC where MHTERM = "Intestinal stricture"

ItemDef [CD_MHCD.ABSCESS_MHOCCUR]
MHOCCUR where MHTERM = "Abscess intestinal"

ItemDef [CD_MHCD.ABSCESS_MHOCCUR]
ABSCESS_MHOCCUR

ItemDef [CD_MHCD.ABSCNUM_FAORRES]
ABSCNUM_FAORRES

ItemDef [CD_MHCD.ABSCNUM_FAORRES]
FAORRES where FATESTCD = "ABSCNUM" and FAOBJ = "Abscess intestinal"


cdisc

Site Number Subject Number

History of Crohn's Disease

Has the subject ever had any |~ No FISTULA_MHOCCUR
fistulas? C Yes MHOCCUR where MHTERM = "Gastrointestinal fistula"
If Yes, what is the estimated | | FISTNUM_FAORRES

i 2 FAORRES where FATESTCD = "FISTNUM" and FAOBJ =
number of fistulas? "Gastrointestinal fistula"
If Yes, where are the fistulas |[~ Right colon  FISTULA(n)_MHLOC
located? I_ Left colon MHLOC where MHTERM = "Gastrointestinal fistula"
Check all that apply.

[ Transverse colon
[ Terminal ileum
[ Rectum

If Yes, what anatomical
type(s) of fistulas?
Check all that apply.

FISTATYP(n)_FAORRES
FAORRES where FATESTCD = "FISTATYP" and FAOBJ =

| Perianal

| Rectovaginal
| Enteroenteric
| Enterocutaneous (other than perianal)
[ Other

"Gastrointestinal fistula"

If "Other", specify.

FISTYPOTH(n)_FAORRES
FAORRES where FATESTCD = "FISTATYP" and FAOBJ =

"Gastrointestinal fistula"

What was the category of the
medical history?

EXTRA_MHCAT

EXTRA-INTESTINAL MANIFESTATION

Has the subject ever had any
diagnosed pyoderma
gangrenosum as an extra-
intestinal manifestation of
Crohn's disease?

" No PYODERMA_MHOCCUR
MHOCCUR where MHTERM = "Pyoderma gangrenosum"
(" Yes . —

If Yes, what is the estimated
number of pyoderma
gangrenosum lesions?

LESNUM_FAORRES
FAORRES where FATESTCD = "LESNUM" and FAOBJ =

'Pyoderma gangrenosum"

If Yes, what is the longest
diameter of the primary
pyoderma gangrenosum
lesion?

PLLDIAM_FAORRES
FAORRES where FATESTCD = "PLLDIAM" and FAOBJ =

L
L

Pyoderma gangrenosum"
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ItemDef [CD_MHCD.FISTULA_MHOCCUR]
FISTULA_MHOCCUR

ItemDef [CD_MHCD.FISTULA_MHOCCUR]
MHOCCUR where MHTERM = "Gastrointestinal fistula"

ItemDef [CD_MHCD.FISTNUM_FAORRES]
FISTNUM_FAORRES

ItemDef [CD_MHCD.FISTNUM_FAORRES]
FAORRES where FATESTCD = "FISTNUM" and FAOBJ = "Gastrointestinal fistula"

ItemDef [CD_MHCD.FISTULA(n)_MHLOC]
FISTULA(n)_MHLOC

ItemDef [CD_MHCD.FISTULA(n)_MHLOC]
MHLOC where MHTERM = "Gastrointestinal fistula"

ItemDef [CD_MHCD.FISTATYP(n)_FAORRES]
FISTATYP(n)_FAORRES

ItemDef [CD_MHCD.FISTATYP(n)_FAORRES]
FAORRES where FATESTCD = "FISTATYP" and FAOBJ = "Gastrointestinal fistula"

ItemDef [CD_MHCD.FISTYPOTH(n)_FAORRES]
FAORRES where FATESTCD = "FISTATYP" and FAOBJ = "Gastrointestinal fistula"

ItemDef [CD_MHCD.FISTYPOTH(n)_FAORRES]
FISTYPOTH(n)_FAORRES

ItemDef [CD_MHCD.EXTRA_MHCAT]
MHCAT

ItemDef [CD_MHCD.EXTRA_MHCAT]
EXTRA_MHCAT

ItemDef [CD_MHCD.PYODERMA_MHOCCUR]
MHOCCUR where MHTERM = "Pyoderma gangrenosum"

ItemDef [CD_MHCD.PYODERMA_MHOCCUR]
PYODERMA_MHOCCUR

ItemDef [CD_MHCD.LESNUM_FAORRES]
FAORRES where FATESTCD = "LESNUM" and FAOBJ = "Pyoderma gangrenosum"

ItemDef [CD_MHCD.LESNUM_FAORRES]
LESNUM_FAORRES

ItemDef [CD_MHCD.PLLDIAM_FAORRES]
PLLDIAM_FAORRES

ItemDef [CD_MHCD.PLLDIAM_FAORRES]
FAORRES where FATESTCD = "PLLDIAM" and FAOBJ = "Pyoderma gangrenosum"


cdisc

Site Number Subject Number

History of Crohn's Disease

What is the unit for the C mm PLLDIAM_FAORRESU

longest diameter of the O em 'I':éORRESU where FATESTCD = "PLLDIAM" and FAOBJ =
primary pyoderma O in

gangrenosum lesion?

What was the location of the PLLOC_FAORRES

primary pyoderma AI?eRnEOSS uwrr#‘ere FATESTCD = "PLLOC" and FAOBJ = "Pyoderma
gangrenosum lesion?

Has the subject ever had " No ARTHRITIS_MHOCCUR

arthritis as an extra-intestinal C Yes MHOCCUR where MHTERM = "Arthritis"
manifestation of Crohn's

disease?

Has the subject ever had " No ARTHRALGIA_MHOCCUF

arthralgia as an extra- C Yes
intestinal manifestation of

Crohn's disease?

Has the subject ever had " No ERYTHEMA_NODOSUM_MHOCCUF

erythema nodosum as an C Yes
extra-intestinal manifestation

of Crohn's disease?

Has the subject ever suffered |~ No MALNUTRITION_MHOCCUR

from malnutrition as an extra- C Yes MHOCCUR where MHTERM = "Malnutrition"
intestinal manifestation of

Crohn's disease?
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ItemDef [CD_MHCD.PLLDIAM_FAORRESU]
FAORRESU where FATESTCD = "PLLDIAM" and FAOBJ = "Pyoderma gangrenosum"

ItemDef [CD_MHCD.PLLDIAM_FAORRESU]
PLLDIAM_FAORRESU

ItemDef [CD_MHCD.PLLOC_FAORRES]
FAORRES where FATESTCD = "PLLOC" and FAOBJ = "Pyoderma gangrenosum"

ItemDef [CD_MHCD.PLLOC_FAORRES]
PLLOC_FAORRES

ItemDef [CD_MHCD.ARTHRITIS_MHOCCUR]
ARTHRITIS_MHOCCUR

ItemDef [CD_MHCD.ARTHRITIS_MHOCCUR]
MHOCCUR where MHTERM = "Arthritis"

ItemDef [CD_MHCD.ARTHRALGIA_MHOCCUR]
ARTHRALGIA_MHOCCUR

ItemDef [CD_MHCD.ARTHRALGIA_MHOCCUR]
MHOCCUR where MHTERM = "Arthralgia"

ItemDef [CD_MHCD.ERYTHEMA_NODOSUM_MHOCCUR]
ERYTHEMA_NODOSUM_MHOCCUR

ItemDef [CD_MHCD.ERYTHEMA_NODOSUM_MHOCCUR]
MHOCCUR where MHTERM = "Erythema nodosum"

ItemDef [CD_MHCD.MALNUTRITION_MHOCCUR]
MALNUTRITION_MHOCCUR

ItemDef [CD_MHCD.MALNUTRITION_MHOCCUR]
MHOCCUR where MHTERM = "Malnutrition"
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