BASELINE CRF

SECTION 1 — DEMOGRAPHICS & DTIAGNOSIS OF PG

Date of birth | D | D | M | M | M | | l |
Gender Male
O
Female
O
Presentation of PG Classical PG
O
Cribriform
Oz
Peristomal
O
Bullous
Oy
Unsure
D:s;
Has the patient had a
previous episode of PG? ves [ Ne O Unknown [
Date of onset (approx) for this | D D | M M | M Tick if unknown

episode

D LE:

Specialty referred from

Dermatology

D 1

Rheumatology

D 2

Gastroenterclogy

D 3

General Medicine

D 4

Other (please specify)

I:l 5

Are you seeing this patient as

an out-patient or an in- Ciut- patient |:|:11v In-patient D:z:v
patient?
wh.', did you choose to treat e.g topical therapy ot working, mild disesse, pabent choioz

the patient with topical or
systemic therapy?

Free text




BASELINE CRF

SECTION 2 - MEDICATION Ves Mo
Is the patientcurrently taking | Methotrexate
any of the following drugs? s =] Olien
T=athioon
zathioprine o -
Lefl id
eflunomide - O
Anti-TNF
" O Oey
Mercaptopurine
(6-MP, Puri-Nethal®) O DO
Tet fi
etracyclines o -
M henalat
ycophenolate O -

Has the patient taken any other
treatment that couldinfluence
pyoderma gangrenasum?

YesOoy NoDOm

IF ves, please give details of drug namels} [dose not required]:

SECTION 3 - UNDERLYING DISEASE that may pre-dispose to PG
Has the patient EVER been diagnosed with any of the following?

Diagnosis Yes No If the box is unshaded, please provide
further details

Crohn's disease

Ulcerative colitis

Myeloma

Haematological malignancy -

please specify type Clea Ol

Other malignancy - please

specify type Cen e

Rheumatoid arthritis

Other inflammatory arthritis

- please specify type Cen e

Maonoclonal gammopathy

SECTION 4- OTHER RELEVANT CONDITIONS that may invote monitoring of treatmant
Doesthe patient have a CURRENT diagnosis of any of the following?

Diagnosis Yes No Provide further details if relevant

Diabetes

Ceny

Cien

Mild renal impairment -

anything clinically significant . -
should be exciu Oew s
Epilepsy




BASELINE CRF

SECTION 5 — PHYSICAL EXAMINATION

Blood pressure .

[systolic/ diastalic) !

Weight [kg)

Mumber ofulcers on entire

body

Location oftarget Tesion Writein free text [e.g Right Left N/A

abdomen, shoulder)

Ir muttipha Meslons ane present, tha
targat Jasion should ba tha leslon that
5 most abla toba phatograghed on a O ez =
singla plana {La not anound tha
curvatung of @ Mmh)l IF thang i only 1
leshan, dont axcluds becauRa FOU &N
nat atie #o taka an kmaga - In Hhis
casa physical mearuramaTts can ba
Umad

Measurement oftargetlesion | Maxlongitudinallength (mm)

Max perpendicular width (mm}

SECTION 6 - INFLAMMATION ASSESSMENT OF THE TARGET LESION
Please tick one box only for each section

Erythema
Mane No erythema -
Slight Mild pink colour o
Moderate Moderate pink colour o
Severe Reddish calour o
Very severe Darfk red or violaceous o
e

Border elevation
None Borderis fiat with ulcer and surrounding skin, no

elevation Olges
Slight Slight elevation of barder above ulceration and

surrounding skin Oy
Moderate Noticeable elevation of border above ulceration and

surrounding skin Oz
Severe Significant elevation of border above ulceration and

surrounding skin Ois
Very severe Border rolled high above ulceration and surrounding

skin Oisy
Exudate
None Wound is dry o
slight Spaotting of clear fluid O
Moderate Moderate amount of discharge, partially discolourad n
Severe Heavy, discoloured discharge o
Very severe Copious, offensive or blood stained discharge

EudraCT Nu T 223-14 age Jof 4

ber
PLEASE NOTE THI

515 A S0URCE DOCUMENT




tials BASELINE CRF

SECTION 7 — TRIAL CHECKLIST

|pahevrrl:s in either the RCT or observational study, have the

Ves

Na

EsEeEI the Patlent to  complete  the Thaseline patient
questionnaire’ locatedin this patient’s file

O

Biopsy of the Tesion

This is nat 2 requirement, but we are interested whether one
i

has been reguested

O

Arranged follow-up appointment for 2 weeks time

For patients in the RCT only, have the following been done?

Routine samples as youwouldin normal care?

By ended samples an=: full Blood count, wea & electolybes, CRP,
id factor, avto-anbibodies, ANCA, s=rum immunoglobulins, o
swab for bacteriology

Bloods taken for creatinine & glucose
Creatinine result: pmaol/L Glucose result: mmal/l

Please recond these resulls i knoven at bassline. IF unknowven please record
on the wesk 2 CRF.

Urine pregnancy test [women of child-bearing potentialonly]} and
pregnancy advice

e

Digital images ofthe target [esion

Flease refer to the digital image guidance in Section 5 of this
patient file and complete the Digital image log

O

Please now follow the "What to do next’ sheet located behind this CRF

SECTIDN & — CRF SIGN-OFF

Signed Date

I confirm that theinformation containedin this CRFis accurate to the bestofmy knowledge:






