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	[bookmark: _Hlk10536550]LUCID Study:
Living with Ulcerative Colitis, IDentifying the socioeconomic burden in Europe


eCRF V 1.0– 18th June 2018



Pan European retrospective and cross-sectional research study conducted by the University of Chester


[bookmark: _Hlk10536489]Introduction


We invite you to complete an electronic Case Report Form (CRF) for a minimum of 8 eligible patients with Ulcerative Colitis (UC) [3 FOR DENMARK AND NORWAY] (up to 20 patients – 10 patients per link provided) that attended your practice for a clinical consultation. The eCRF will cover the patient’s demographic information, disease and treatment history and management. The eCRF takes approximately 30 15-20 minutes to complete for each patient. 

Please note that patients that cannot understand the PPIE for issues such as language barrier and that have a physician or mental condition that inhibits them for making a decision for themselves are not eligible in the study.





Patient Screening Form

 [ASK ALL PHYSICAN SURVEYS] (NO CHANGE MADE TO PHYSICIAN AE TEXT)
Adverse Events

We are required to pass on to our client details of adverse events and / or product complaints that are mentioned during the course of market research. Although what you say will, of course, be treated in confidence, should you raise during the discussion an adverse event and/ or product complaint, we will need to report this even if it has already been reported by you directly to the company or the regulatory authorities [PN: SHOW IN UK ONLY: “using the MHRA's 'Yellow Card' system”]. In such a situation you will be asked whether or not you are willing to waive the confidentiality given to you under the Market Research Codes of conduct specifically in relation to that adverse event and / or product complaint. Everything else you say during the course of the interview will continue to remain confidential, and you will still have the option to remain anonymous if you so wish. 

PSF 1. Are you happy to participate with the interview on this basis? [PN: SINGLE CODE]
	Code
	
	

	1
	I would like to proceed and protect my anonymity / I would like to proceed 
	CONTINUE

	2
	I would like to proceed and give permission for my contact details to be passed on to the Drug Safety department of the company if an adverse event is mentioned by me during this activity 
	CONTINUE

	3
	 I don’t want to proceed and end the interview here 
	CLOSE


[PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 

Intro_FR ONLY
PSF 1a. Concerning Market Research in France, according to French legislation Loi Bertrand and Loi Anti-Cadeaux, fieldwork agencies shall report all HCPs details partaking in this research on their centralized government website (https://www.entreprises-transparence.sante.gouv.fr & https://www.conseil-national.medecin.fr  ).
	 
1  
	 
Yes, I agree

	 
2
	 
No [CLOSE]




PSF 2. [bookmark: _Hlk10534151]Please select the number of the next eCRF that you wish to complete:
Please select one
[PN: SINGLE CODE]
	1
	 Patient 1

	2
	 Patient 2

	3
	 Patient 3

	4
	 Patient 4

	5
	 Patient 5

	6
	 Patient 6

	[bookmark: _Hlk10534224]7
	 Patient 7

	8
	 Patient 8

	9
	 Patient 9

	10
	 Patient 10

	11
	 Patient 11

	12
	 Patient 12


[bookmark: _Hlk10534230][PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 

[PN: 8 LINES MINIMUM AND 10 LINES MAXIMUM] 
[PN: BLANK OUT OPTIONS ONCE PHYSICIAN HAS COMPLETED CRF e.g. when physician has completed Patient 1, the next loop should only allow to select from patient 2]

PN: FOR EACH ECRF LOOP SHOW HYPERLINK WITH INCLUSION/EXCLUSION CRITERIA FOR RESPONDENTS TO REFER BACK TO BEFORE COMPLETION

[PN: ONCE MINIMUM IS ACHIEVED ASK FOLLOW UP QUESTION PSF2A 
(should consider if the respondent is filling the survey for another 10 patients – if “Yes” always show this question)]


[bookmark: _Hlk10534288]PSF2a: Do you want to proceed with another patient (up to 20 patients)?
[bookmark: _Hlk10534301]
1. Yes [CONTINUE]
2. No [THANK AND CLOSE – COMPLETE STATUS]

[IF PSF2A =1 ONCE 10 PATIENTS HAVE BEEN ACHIEVED: Show 10 additional CRFs]

PSF 3. [bookmark: _Hlk10534331]Please enter patient’s initial and date of birth (Please note this should match the patient questionnaire).
[PN: PSF 3 =1 OPEN ENTRY – 2 CHARACTERS ONLY][PSF 3=2 RANGE YEAR SHOULD  1910-1999]
	1. Patient Initials
	|__|__||__|__|


	1. Patient Year of Birth
	|__|__||__|__|




[PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 


[bookmark: _Hlk10547458]The patient is eligible for enrolment in the LUCID study if she/he fulfils all eligibility criteria below:

· Patients aged over or equal 18 years old at the index date.
· Patients with UC diagnosis confirmed by endoscopy and histology at least 24 months before the index date:
· Patients with moderate or severe UC at initiation of documentation period (12 months prior the index date) as indicated by MAYO or SCCAI (Simple Clinical Colitis Activity Index) scores (between 6 and 10 for moderate patients and score between 11 and 12 for severe patients), or by physician global assessment 
· Patients with moderate or severe UC that achieved mild UC or remission at initiation of documentation period (12 months prior the index date) 
· Mild UC is indicated by MAYO or SCCAI scores (3 to 5), or by physician global assessment.
· Clinical or endoscopic remission is indicated by MAYO or SCCAI scores (less than 2) or by physician global assessment.
· Patients who carefully read, understood and signed the Informed Consent Form.

Patients having received any surgery for UC are eligible in the study. Patients that participated in a clinical trial/non-interventional study for IBD and/or UC treatment before the documentation period (i, e., 12 months prior the index date) are eligible for this study.

Note: Patients’ current UC severity status does not represent an inclusion criteria for both cohort arms.


[bookmark: _Hlk10548352]Please note that the exclusion criteria are the following:
· Patients diagnosed with Crohn’s Disease and/or IBD unclassified
· Patients who participated in a clinical trial or observational study during the documentation period
· Patients who cannot understand the PPIE questionnaire for issues such as language barriers
· Patients with a physical or mental condition that inhibits them from making a decision for themselves

PSF 4. [bookmark: _Hlk10535809]Does the patient meet the inclusion/exclusion criteria for this study? 


	1
	 Yes

	2
	 No


[PN: ERROR MESSAGE IF NO ANSWER, DISPLAY:] Please select an answer.

[bookmark: _Hlk10535837][IF PS4 =2, SHOW THE BELOW INTRO FOR NOT ELIGIBLE PATIENTS, AND AFTER THAT – RETURN THE PATIENT TO PSF3 TO ENTER NEW PATIENT’S DETAILS]


If you have a complaint or want further information, please contact Professor Angela Simpson at the University of Chester: 
Faculty of Health & Social Care, 
University of Chester, CH1 4BJ, United Kingdom
Telephone: +0044 (0)1925 534167
Email: angela.simpson@chester.ac.uk


[bookmark: _Hlk10536145][PN: IF THE PATIENT IS ELIGIBLE, DISPLAY THE FOLLOWING:]

Thank you. This patient is eligible for inclusion in the eCRF.



Please ensure that the patient is invited to complete a Patient Public Involvement Engagement (PPIE) questionnaire form at the end of her/his consultation. The form should take no more than 20 minutes to complete. No personal identifying information is asked from the patient. Any information provided by the patient will remain entirely anonymous and confidential.

Please ensure that each patient reads the “Invitation Letter”; and reads and signs the “Informed Consent Form” included in your pack of PPIE forms prior to completing his/her PPIE questionnaire.



[PN: IF THE PATIENT IS NOT ELIGIBLE, DISPLAY:]

This patient is NOT eligible for inclusion in the eCRF. The study aims capture the burden of illness of patients with moderate and severe UC. To this aim, patients that need to be enrolled are:
· Patients with moderate or severe UC at the starting time of the documentation period (12 months prior the index date – index date being the date of clinical consultation);
· Patients with moderate or severe UC that then had clinical improvement and reached mild UC or remission at the starting time of the documentation period (12 months prior the index date)
Thank you for your understanding. Please select another patient.



[bookmark: _Hlk10536835]Case Report Form (CRF)

[bookmark: _Hlk10536860]Index Date

[bookmark: _Hlk10536942]In the electronic Case Report Form (eCRF), we will refer to the Index date defined as the Date of clinical consultation.

CRF 0. Please enter the index date for this patient:
[PN: NUMERIC]
[PN: MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 2018]
[PN: INDEX DATE MUST BE COMPRISED BETWEEN 1/2018 AND 12(current month)/2018 included – DATE CANNOT BE IN THE FUTURE]
	1
	|__|__| |__|__|__|__|


[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] Index must be between XX/2018 and XX/2018 included.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.

[bookmark: _Hlk10537028][PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 

[bookmark: _Hlk10537043]
CRF 1. Please enter the starting date of the documentation period for this patient:
The starting date of the documentation period must be 12 months prior the index date (i.e., starting date = index date – 12 months).
[bookmark: _Hlk10537052][PN: NUMERIC]
[PN: MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 2017]
[PN: START DATE OF DOCUMENTATION PERIODE MUST BE = INDEX DATE – 12 MONTHS; CRF 1 = CRF 0 – 12 MONTHS - AUTOFILL
	1
	|__|__| |__|__|__|__|


[bookmark: _Hlk10537526][PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The starting date of the documentation period must be 12 months prior the index date
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.

[PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 




[bookmark: _Hlk10537539]Patient’s socio-demographics characteristics

CRF 2. Please select patient’s gender:
[bookmark: _Hlk10537633]Please select one
[bookmark: _Hlk10537624][PN: SINGLE CODE]
	[bookmark: _Hlk10537699]1
	 Male

	2
	 Female


[bookmark: _Hlk10537677][PN: ERROR MESSAGE IF NO ANSWER, DISPLAY:] Please select an answer.


CRF 3. Please enter patient’s month and year of birth:
[bookmark: _Hlk10537717][PN: NUMERI]
[PN: MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-1999]
[PN: DATE OF BIRTH MUST BE < INDEX DATE] [CRF 3 < CRF 0]
[PN: DATE OF BIRTH MUST BE < START DATE OF DOCUMENTATION PERIOD] [CRF 3 < CRF 1]
	[bookmark: _Hlk10537810]1
	|__|__| |__|__|__|__|


[bookmark: _Hlk10540522][PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.
[PN: AUTOFILL FROM PSF3]


CRF 4. Please enter patients’ height:
[bookmark: _Hlk10537933][PN: NUMERIC]

[PN: FOR ALL COUNTRIES EXCEPT UK, PLEASE DISPLAY:]
[PN: METERS: MIN: 1000 / MAX: 2500]
	1
	|__|,|__|__| centimetres (s) 



[PN: FOR UK ONLY, PLEASE DISPLAY:]
[bookmark: _Hlk10537948][PN: FEETS: MIN: 1 / MAX: 8]
[PN: INCHES: MIN: 0 / MAX: 12]
	1
	|__| feet(s) |__|__| inche(s)




[bookmark: _Hlk10537975][PN: ERROR MESSAGE IF:]
[PN: HEIGHT VALUES OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: NO ANSWER, DISPLAY:] Please provide an answer.




CRF 5. Please enter patient’s weight:
[PN: NUMERIC]

[PN: FOR ALL COUNTRIES EXCEPT UK, PLEASE DISPLAY:]
[PN: KG: MIN: 30 / MAX: 300]
	1
	|__|__|__| kg 



[PN: FOR UK ONLY, PLEASE DISPLAY:]
[bookmark: _Hlk10538033][PN: LBS: MIN: 50 / MAX: 700]
	1
	|__|__|__| lbs




[bookmark: _Hlk10538052][PN: ERROR MESSAGE IF:]
[PN: WEIGHT VALUES OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: NO ANSWER, DISPLAY:] Please provide an answer.


CRF 6. Please select the patient’s smoking status:
Please select one
[bookmark: _Hlk10538236][PN: SINGLE CODE]
	[bookmark: _Hlk10538540]1
	 Non-smoker

	2
	 Ex-smoker

	3
	 Current smoker

	95
	 Don’t know


[bookmark: _Hlk10538254][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

Definitions:
Non-smoker: patient who never smoked
Ex-smoker: patient who quit at least 1 year before UC diagnosis
Current smoker: patient who currently smokes and those who quit less than 1 year before UC diagnosis.



CRF 7. [bookmark: _Hlk10538591]Please select patient’s current employment status:
Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 99: OPEN END]
	1
	 Full-time employed

	2
	 Part-time employed

	3
	 Self-employed

	4
	 Student

	5
	 Retired

	6
	 Unemployed

	7
	 Homemaker

	8
	 Physically unable to work due to UC or related complications

	9
	 Physically unable to work – other reason

	99
	 Other, please specify: __________________ 


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 8. Please select patient’s civil status:
[bookmark: _Hlk10538714]Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 99: OPEN END]
	[bookmark: _Hlk10538664]1
	 Married

	2
	 Single

	3
	 Divorced

	4
	 Widowed

	95
	 Don’t know

	99
	 Other, please specify: _____________  


[bookmark: _Hlk10538749][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 9. Please select patient’s current home circumstances:
Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 99: OPEN END]
	1
	 Lives alone

	2
	 Lives with family / friends

	3
	 Lives with partner

	4
	 Nursing home

	5
	 Sheltered housing

	6
	 Homeless

	7
	 Prison

	95
	 Don’t know

	99
	 Other, please specify: _____________  


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


[PN: IF CRF 1 2 = 2, DISPLAY CRF 11]
CRF 10. Please indicate if the patient is currently pregnant or was pregnant in the past 12 months: 
Please select one
[PN: SINGLE CODE]
	1
	 Yes

	2
	 No


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

	[PN: IF CRF 11 = 1, DISPLAY CRF 11a:]
CRF 11a. Please indicate if the patient is currently breastfeeding:
Please select one
[PN: SINGLE CODE]
	1
	 Yes

	2
	 No

	95
	 Don’t know


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.




Diagnosis history


CRF X: Did the patient have i) moderate or severe UC at the starting time of the documentation period or ii) moderate or severe UC then achieved mild UC or remission at the starting time of the documentation period.
The starting time of the documentation period refers to 12 months prior the date of the clinical consultation.
UC severity (mild, moderate, severe or remission) must be defined using Mayo, SCCAI score or physician’s global assessment.

Please select one
[PN: SINGLE CODE]
	1
	 Yes, the patient had moderate UC at the starting time of the documentation period (12 months prior clinical consultation) 

	2
	 Yes, the patient had severe UC at the starting time of the documentation period (12 months prior clinical consultation)

	3
	 Yes, the patient had moderate UC then clinically improved and reached mild UC at the starting time of the documentation period (12 months prior the index date)

	4
	 Yes, the patient had moderate UC then clinically improved and reached remission at the starting time of the documentation period (12 months prior the index date)

	5
	 Yes, the patient had severe UC then clinically improved and reached mild UC at the starting time of the documentation period (12 months prior the index date)

	6
	 Yes, the patient had severe UC then clinically improved and reached remission at the starting time of the documentation period (12 months prior the index date)


[NO ANSWER, DISPLAY: “Please select an answer.”] 
[PN: IFCRF X  = 1 OR 2 OR 3 OR 4 OR 5 OR 6: CONTINUE]


CRF X2. The eligible patient had mild, moderate, severe or remission at the starting time of the documentation period (12 months prior date of the clinical consultation) defined by:
Please select one
[PN: SINGLE CODE]
	1
	 Mayo score 

	2
	 SCCAI score

	3
	 Physician’s global assessment

	4
	 Other, please specify: ___________________


[PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 

[PN: IF (CRF X = 3 OR 4 OR 5 OR 6) AND CRF X = 3, DISPLAY CRFX2a:]

CRFX2a. Please indicate how the physician global assessed mild UC or remission for this patient:
Please select [PN: MULTI CODE]
	1
	 Mild or absence of symptoms
	[PN: CONTINUE]

	2
	 Very few or absence of flares-up
	[PN: CONTINUE]

	3
	 No hospitalisations for flares-up
	[PN: CONTINUE]

	4
	 No course of corticosteroid
	[PN: CONTINUE]

	5
	 No course of immunosuppressant
	[PN: CONTINUE]

	6
	 Normal stool
	[PN: CONTINUE]

	7
	 Normal or very mild rectal bleeding
	[PN: CONTINUE]

	8
	 Patient feeling generally well
	[PN: CONTINUE]

	99
	 Others, please specify: ___________ [PN: FOR CODE 99: OPEN END]
	[PN: CONTINUE]


[PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 


[PN: IF (CRFX = 1 OR 2) AND CRF X2 = 3, DISPLAY PSF CRFX2b:]

CRF X2b. Please indicate how the physician personally assessed moderate or severe UC for this patient:
Please select [PN: MULTI CODE]
	1
	 Superficial ulcers, mucosal bleeding or linear ulcers detected by endoscopy
	[PN: CONTINUE]

	2
	 Histological examinations
	[PN: CONTINUE]

	3
	 Multiple flares-up
	[PN: CONTINUE]

	4
	 Multiple hospitalisations for flares-up
	[PN: CONTINUE]

	5
	 Multiple course of corticosteroid
	[PN: CONTINUE]

	6
	 Multiple course of immunosuppressant
	[PN: CONTINUE]

	7
	 Frequent stool
	[PN: CONTINUE]

	8
	 Frequent rectal bleeding
	[PN: CONTINUE]

	9
	 Patient feeling generally unwell
	[PN: CONTINUE]

	99
	 Others, please specify: ___________ [PN: FOR CODE 99: OPEN END]
	[PN: CONTINUE]


[PN: ERROR MESSAGE IF NO ANSWER, DISPLAY: “Please select an answer.”] 



CRF 11. Please indicate if there is a history of IBD in patient’s family:
[PN: SINGLE CODE]
Please select one
	1
	 Yes

	2
	 No

	95
	 Don’t know


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 12. Please enter the date (month and year) of UC diagnosis: 
[PN: NUMERIC] [PN: MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE OF DIAGNOSIS MUST BE > DATE OF BIRTH] [CRF 13 > CRF 3]

[PN: DATE DIAGNOSIS MUST BE < INDEX DATE] [CRF 13 < CRF 0]
[PN: MINIMUM OF 24 MONTHS BETWEEN INDEX DATE AND UC DIAGNOSIS] [PN: CRF 13 ≤ CRF 0 – 24 MONTHS]

[PN: DATE DIAGNOSIS MUST BE < START DATE DOCUMENTATION PERIOD] [CRF 13 < CRF 1]

	1
	|__|__| |__|__|__|__|


[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.


CRF 13. Please select the type of physician responsible for the patient’s UC diagnosis:
Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 99 OPEN END]
	1
	 Gastroenterologist

	2
	 General practitioner

	3
	 Primary care practitioner specialised in gastroenterology

	4
	 Internal medicine practitioner specialised in gastroenterology

	99
	 Other, please specify: _______________ 


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 14. Please select the clinical setting where the patient was  diagnosed with UC:
Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 99 OPEN END]
	1
	 Single practice

	2
	 Grouped practice

	3
	 Community hospital

	4
	 Academic / University hospital

	5
	 Gastroenterology centre 

	99
	 Other, please specify: _______________ 


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 15. Please select the procedure(s)/test(s) that were used to diagnose UC:
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODE 99 OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.
	1
	 Routine blood tests

	2
	 Faecal blood tests

	3
	 C-Reactive Protein (CRP) level

	4
	 Erythrocytes Sedimentation Rate (ESR)

	5
	 Serologic markers/antibodies

	6
	 Endoscopy

	7
	 Endoscopic ultrasound

	8
	 CT (Computed Tomography)

	9
	 MRI (Magnetic resonance imaging)

	10
	 X-rays

	11
	 Leucocytes scintigraphy

	99
	 Other, please specify ____________




CRF 16. Please select the disease severity recorded at UC diagnosis:
Please select one
[PN: SINGLE CODE]
	1
	 Mild UC 

	2
	 Moderate UC 

	3
	 Severe UC 


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 17. Please select the disease severity measurement tool used for UC diagnosis:
Please select all that apply
[PN: MULTI CODE]
[PN: FOR CODE 99: OPEN END]
	1
	 Mayo score

	2
	 SCCAI (Simple Clinical Colitis Activity Index) score

	3
	 Physician’s global assessment

	99
	 Other, please specify: __________________

	4
	 None of the above


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 18. Please select the anatomical extend of the disease at UC diagnosis:
Please select one
[PN: SINGLE CODE]
	1
	 Proctitis

	2
	 Left-sides

	3
	 Extensive colitis

	4
	 Pancolitis


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CRF 19. Please select all UC symptoms the patient had at UC diagnosis:
Please select all that apply
[bookmark: _Hlk10538947][PN: MULTIPLE CODE]
[PN: CODE 99 OPEN END]
	1
	 Anaemia

	2
	 Rectal bleeding

	3
	 Bruises

	4
	 Cramping pain in the abdomen

	5
	 Diarrhoea

	6
	 Eye inflammation or irritation

	7
	 Feeling generally unwell

	8
	 Fever

	9
	 Itching

	10
	 Jaundice

	11
	 Loss of appetite

	12
	 Loss of weight

	13
	 Nausea

	14
	 Pain at joints (large or small joint)

	15
	 Red swelling on the skin

	16
	 Tiredness and fatigue

	17
	 Vomiting

	99
	 Other, please specify _________________


[bookmark: _Hlk10539048][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.





Disease history

CRF 20. Please indicate how many times UC severity status (mild, moderate, severe, in remission) was assessed for this patient ever (severity assessment at diagnosis excluded):
[PN: NUMERIC, RANGE 000-999]
	1
	|__|__|__| times


[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.

[PN: IF CRF 21 = 000, SKIP TO CRF 22]

[PN: IF CRF 21 ≠ 000, CONTINUE TO CRF 21a, CRF 21b, CRF 21c AND CRF 21d:]

[PN: INSERT TABLE WITH AS MUCH LINES AS NUMERIC VALUE IN CRF 21]

CRF 21. For each UC severity assessment, please enter:

· 21a. The date of the severity assessment 
[PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 21a ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 21a > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 21a > CRF 13]
[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· 21b The severity recorded:
[PN: SINGLE CODE]
	[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.

· 21c The test/procedure used to assess UC severity
[PN: SINGLE CODE]
[PN: FOR CODE 99, OPEN END] 
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.

· 21d The disease anatomical localisation:
[PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.


	CRF 21a. Date
	CRF 21b. Severity 
	CRF 21c. Test/procedure used to assess severity
	CRF 21d. Anatomical localisation

	|__|__.|__|__|__|__|
[PN: INSERT AS MUCH LINES AS NUMERIC VALUE IN CRF 21]


	1 Mild
2 Moderate
3 Severe
4 Remission

	1 Mayo score
2 SCCAI score
3 Severe
4 Physician’s global assessment
99 Other, please specify: _________

	1 Proctitis
2 Left-sides colitis
3 Extensive colitis
4 Pancolitis






CRF 21. Please select the all procedure(s)/test(s) that were used to monitor UC ever (from diagnosis until the index date):
[bookmark: _Hlk10540149]Please select all that apply
[bookmark: _Hlk10540177][PN: MULTIPLE CODE]
[bookmark: _Hlk10548645][PN: FOR CODE 99: OPEN END]
[bookmark: _Hlk10548662][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

[bookmark: _Hlk10548701][PN: FOR ALL CODES SELECTED IN CRF 22, DISPLAY CRF 22a]

[bookmark: _Hlk10548784]CRF 22a. Please indicate the number of test/procedure the patient had to monitor UC ever (from diagnosis until the index date):
[bookmark: _Hlk10540121][PN: NUMERIC CODE] 
[PN: RANGE: 001-999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

	CRF 22. Procedure/test to monitor UC
	CRF 22a. Number of procedure/test

	1
	 Routine blood tests
	|__|__|__| times

	2
	 Faecal blood tests
	|__|__|__| times

	3
	 C-Reactive Protein (CRP) level
	|__|__|__| times

	4
	 Erythrocytes Sedimentation Rate (ESR)
	|__|__|__| times

	5
	 Serologic markers/antibodies
	|__|__|__| times

	6
	 Endoscopy
	|__|__|__| times

	7
	 Endoscopic ultrasound
	|__|__|__| times

	8
	 CT (Computed Tomography)
	|__|__|__| times

	9
	 MRI (Magnetic resonance imaging)
	|__|__|__| times

	10
	 X-rays
	|__|__|__| times

	11
	 Leucocytes scintigraphy
	|__|__|__| times

	99
	 Other, please specify ____________
	|__|__|__| times




CRF 22. Please all select the UC symptoms the patient has: [PN: DISPLAY CRF 23a AND CRF 23b ON THE SAME PAGE]
CRF 23a. At the start of the documentation period (12 months before index date)
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODE 99, OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

CRF 23b. At the index date (date of clinical consultation):
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODE 99, OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

	CRF 23a. Symptoms at the start of documentation period
	CRF 23b. Symptoms at the index date

	1
	 Anaemia
	1
	 Anaemia

	2
	 Rectal bleeding
	2
	 Rectal bleeding

	3
	 Bruises
	3
	 Bruises

	4
	 Cramping pain in the abdomen
	4
	 Cramping pain in the abdomen

	5
	 Diarrhoea
	5
	 Diarrhoea

	6
	 Eye inflammation or irritation
	6
	 Eye inflammation or irritation

	7
	 Feeling generally unwell
	7
	 Feeling generally unwell

	8
	 Fever
	8
	 Fever

	9
	 Itching
	9
	 Itching

	10
	 Jaundice
	10
	 Jaundice

	11
	 Loss of appetite
	11
	 Loss of appetite

	12
	 Loss of weight
	12
	 Loss of weight

	13
	 Nausea
	13
	 Nausea

	14
	 Pain at joints (large or small joint)
	14
	 Pain at joints (large or small joint)

	15
	 Red swelling on the skin
	15
	 Red swelling on the skin

	16
	 Tiredness and fatigue
	16
	 Tiredness and fatigue

	17
	 Vomiting
	17
	 Vomiting

	99
	Other, please specify _________________ 
	99
	Other, please specify _________________




CRF 23. Please indicate the approximate number of flares-up the patient experienced in the last 12 months and that the patient experienced ever:
[bookmark: _Hlk10552099][PN: MULTIPLE CODE AND NUMERIC CODE]
[PN: RANGE 001-999]
[PN: CRF 24 =1 SHOULD BE LESS OR EQUAL THAN CRF 24=2]
[bookmark: _Hlk10552122][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.
	[bookmark: _Hlk10548905]1
	 |__|__|__| flares-up in the past 12 months

	2
	 |__|__|__| flares-up ever

	3
	 The patient has never experienced any flares-up




CRF 24. Please select the all extra-intestinal/systemic manifestations the patient experienced ever:
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODE 16 AND 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.
	1
	 Anaemia

	2
	 Joint inflammation

	3
	 Erythema nodosum (skin inflammation)

	4
	 Pyoderma gangrenosum (skin inflammation)

	5
	 Episcleritis (eye inflammation)

	6
	 Uveitis (eye inflammation)

	7
	 Scleritis (eye inflammation)

	8
	 Osteoporosis

	9
	 Sores or ulcers in the mouth

	10
	 Primary Sclerosing Cholangitis

	11
	 Other liver inflammation

	12
	 Thrombosis

	13
	 Cardiovascular diseases

	14
	 Urolithiasis

	15
	 Colorectal carcinoma

	16
	 Other cancer, please specify ____________

	99
	 Other, please specify ____________    




[PN: IF CRF 25 = 2, DISPLAY CRF 25a]
CRF 25a. Please indicate the localisation of the joint inflammation:
Please select all that apply
[bookmark: _Hlk10551708][PN: MULTIPLE CODE]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.
	1
	 Arms

	2
	 Legs

	3
	 Elbows

	4
	 Wrists

	5
	 Knees

	6
	 Ankles

	7
	 Hands

	8
	 Feet

	9
	 Spine

	10
	 Pelvis

	99
	 Other, please specify ____________




[PN: IF CRF 25 = 15, DISPLAY CRF 25b and CRF 25c]
CRF 25b. Please indicate the date of diagnosis of the colorectal carcinoma:
[PN: NUMERIC] [PN: MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]
[PN: VALIDATION: DATE OF BIRTH < DATE AT CRF25b < INDEX DATE
	1
	|__|__| |__|__|__| 


[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.


CRF 25c. Please indicate the current stage of the colorectal carcinoma:
[PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.
	1
	 Stage 0

	2
	 Stage I

	3
	 Stage IIA

	4
	 Stage IIB

	5
	 Stage IIC

	6
	 Stage IIIA




CRF 25. [bookmark: _Hlk10550364]Please select all complications the patient experienced since the UC diagnosis: [PN: DISPLAY CRF 26a AND CRF 26b ON SAME PAGE]
CRF 26a. In the past 12 months
Please select all that apply
[bookmark: _Hlk10550418][PN: MULTIPLE CODE]
[PN: FOR CODE 5 EXCLUSIVE OPTION]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

CRF 26b. Ever
Please select all that apply
[bookmark: _Hlk10550499][PN: MULTIPLE CODE]
[PN: FOR CODE 5 EXCLUSIVE OPTION][PN : IF CRF 26a=1-4 plus 99 THEN HIDE CRF 26b=5]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.
	CRF 26a. In the past 12 months
	CRF 26b. Ever

	1
	 Strictures
	1
	 Strictures

	2
	 Perforations
	2
	 Perforations

	3
	 Toxic megacolon
	3
	 Toxic megacolon

	4
	 Fistulas
	4
	 Fistulas

	99
	 Other, please specify ___________
	99
	 Other, please specify __________

	5
	 None of the above 
	5
	 None of the above 




CRF 26. [bookmark: _Hlk10551949]Please select the all comorbidities the patient has at the index date (date of clinical consultation):
[bookmark: _Hlk10551978]Please select all that apply
[bookmark: _Hlk10551657][PN: MULTIPLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: FOR CODES 5, 98 AND 99: OPEN END]
[PN: NO ANSWER, DISPLAY] Please provide an answer.
	1
	 Anaemia

	2
	 Anxiety

	3
	 Arthritis

	4
	 Atherosclerosis

	5
	 Autoimmune disease, please specify _________________

	6
	 Cholelithiasis

	7
	 Congestive heart failure/ischaemic heart disease/pericarditis

	8
	 Chronic liver disease

	9
	 Diabetes mellitus

	10
	 Depression

	11
	 Helicobacter pylori disease

	12
	 Hepatitis B

	13
	 Hepatitis C

	14
	 Hypertension

	15
	 Immunodeficiency

	16
	 Obesity

	17
	 Osteoarthritis

	18
	 Renal disease

	19
	 Primary Sclerosing Cholangitis

	20
	 Venous thrombosis

	98
	□ Other, please specify _________________

	99
	□ Other, please specify _________________

	OR 
	NONE [EXCLUSIVE OPTION]





Treatment history

CRF 27. Please select all the treatments that the patient was prescribed for UC in the past 12 months (excluding biologic drugs treatment):

NB: This does not include drugs patients has taken OTC
Please select all that apply
[bookmark: _Hlk10549915][PN: MULTIPLE CODE]
[PN: FOR CODES 98 AND 99: OPEN TEXT ENTRY]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer

[PN: FOR ALL CODES SELECTED IN CRF 28, PLEASE DISPLAY CRF 28a, CRF 28b, CRF 28c and CRF 28d]


For each medication, please enter the:
· CRF 28a. start date:
[PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 28a ≤ CRF 0]
[PN: DATE MUST BE ≥ START DATE DOC PERIOD; CRF 28a ≥ CRF 1]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 28a > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 28a > CRF 13]
[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 28b. if the treatment is still ongoing or indicate the end date:
[bookmark: _Hlk10550030][PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer

[PN: FOR CODE 1: NUMERIC] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 28b ≤ CRF 0]
[PN: DATE MUST BE > START DATE DOC PERIOD; CRF 28b > CRF 1]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 28b > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 28b > CRF 13]
[PN: DATE MUST BE > TREATMENT START DATE; CRF 28b > CRF 28a]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 28c. the dosing:
[bookmark: _Hlk10550225][PN: NUMERIC CODE]
[PN: RANGE: 001-9909 9999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER] Please provide an answer.


· CRF 28d. the frequency (per week or per month). 
[bookmark: _Hlk10550266][PN: FOR FREQUENCY, NUMERIC CODE]
[PN: RANGE: 001-9099 10000 999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER] Please provide an answer.

[PN: FOR UNIT, SINGLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER] Please provide an answer.
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	CRF 28. Treatment
	CRF 28a. Start date
	CRF 28b. End date or ongoing
	CRF 28c. Dosing
	CRF 28d. Frequency

	1
	 Mesalazine
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	2
	 Olsalazine
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	3
	 Sulfasalazine
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	4
	 Balsalazide
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	5
	 Prednisolone
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	6
	 Prednisone
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	7
	 Methylprednisolone
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	8
	 Budesonide
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	9
	 Hydrocortisone
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	10
	 Beclometasone depropionate
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	11
	 Azathioprine
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg/kg
	|__|__|__| per 1□week or 2□month 

	12
	 Mercaptopurine or 6MP
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg/kg
	|__|__|__| per 1□week or 2□month 

	13
	 Methotrexate

	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	14
	 Cyclosporine
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	15
	 Tacrolimus
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	16
	 Morphine	
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg/mL
	|__|__|__| per 1□week or 2□month 

	17
	 Metamizole
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	18
	 Paracetamol
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	19
	 Aspirin
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	20
	 Ibuprofen
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	21
	 Loperamide
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	22
	 Diphenoxylate
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	23
	 Movicol
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	24
	 Fybogel
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	25
	 Hyoscine butylbromide
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	26
	 Mebeverine hydrochloride
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	27
	 Vitamin D
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in IU
	|__|__|__| per 1□week or 2□month 

	28
	 Omega 3 fish oils
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	97
	□ Other, please specify _________________
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	98
	□ Other, please specify _________________
	|__|__| |__|__|__|__|
	|__|__| |__|__|__|__|
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 

	99
	□ Other, please specify _________________
	|__|__| |__|__|__|__|
	|__|__| |__|__|__|__|
	|__|__|__| in mg
	|__|__|__| per 1□week or 2□month 



CRF 28. Please indicate if the patient has ever been considered eligible to receive a biologic treatment for UC:
Please select one
[PN: SINGLE CODE]
	1
	 Yes

	2
	 No


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

[PN: IF CRF 29 = 1, CONTINUE TO CRF 29a]

[PN: IF CRF 29 = 2, SKIP TO CRF 30]

CRF 29a. Please indicate if the biologic treatment was prescribed to the patient:
Please select one
[PN: SINGLE CODE]
	1
	 Yes

	2
	 No


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

[PN: IF CRF 29a = 1, DISPLAY CRF 29b]

[PN: IF CRF 29a = 2, SKIP TO CRF 30]


CRF 29b. Please select all the biologic treatment that the patient was prescribed for UC up to now (since date of diagnosis until the date of consultation):
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODES 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer

[PN: FOR ALL CODES SELECTED IN CRF 29b, PLEASE DISPLAY CRF 29c]

Please indicate details of the biologic treatment that the patient was prescribed. Please enter: 

· CRF 29c. if the biologic drug was taken as monotherapy or in combination with immunosuppressant:
[PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer

[PN: IF CRF 29c = 1, SKIP TO CRF 29e]

[PN: IF CRF 29c = 2: display CRF 29d]


· CRF 29d  the immunosuppressant that was prescribed in combination with the biologic drug:
[PN: SINGLE CODE]
[PN: FOR CODES 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer

[PN: FOR ALL CODES SELECTED IN CRF 29b AND CRF 29d, DISPLAY CRF 29e, CRF 29f, CRF 29g, CRF 29h, CRF 29i AND CRF 29j]

· CRF 29e. the initial dosing of the biologic drug prescribed.
[PN: NUMERIC CODE]
[PN: RANGE: 001-999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER] Please provide an answer.


· CRF 29f. the frequency of the biologic drug prescribed.
[PN: NUMERIC CODE]
[PN: RANGE: 001-999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER] Please provide an answer.


· CRF 29g. the initial total number of biological drug infusion(s) prescribed.
[PN: NUMERIC CODE]
[PN: RANGE: 001-999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER] Please provide an answer.

[PN: Above new table] For each treatment, please enter:
· CRF 29h. the initial dosing start date:
[bookmark: _Hlk10549171][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[bookmark: _Hlk10549200][PN: DATE MUST BE ≤ INDEX DATE; CRF 29h ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 29h > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 29h > CRF 13]
[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 29i. the initial dosing end date or if the treatment is still ongoing:
[PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer

[PN: FOR CODE 1, NUMERIC] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 29i ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 29i > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 29i > CRF 13]
[PN: DATE MUST BE > TREATMENT START DATE; CRF 29i > CRF 29h]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· if the initial dosing of the biological drug has changed.
[PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer


[PN: IF CRF 29j = 1, DISPLAY CRF 29j-1]

[PN: IF CRF 29j = 2, SKIP TO CRF 29k]


CRF 29j-1. Please indicate the type of dosing modification
Please select one
[PN: SINGLE CODE]
[PN: FOR CODES 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer

[PN: IF CRF 29j-1 ≠ 5, DISPLAY CRF 29j-2, CRF 29j-3, CRF 29j-4, AND CRF 29j-5]

[PN: IF CRF 29j-1 = 5, DISPLAY CRF 29j-6]


CRF 29j-2. Please enter:
•  the new dosing.
[PN: NUMERIC CODE]
[PN: RANGE 001-999]
[PN: 29j-2 SHOULD NOT BE THE SAME AS 29e]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer


	CRF 29j-3. s •  the new start date
[PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 29j-3 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 29j-3 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 29j-3 > CRF 13]
[PN: DATE MUST BE > INITIAL START DATE; CRF 29j-3 > CRF 29h]
[PN: DATE MUST BE > INITIAL END DATE; CRF 29j-3 > CRF 29i]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


CRF 29j-4. • the new end date or select if the treatment is still ongoing.
[PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 29j-4 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 29j-4 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 29j-4 > CRF 13]
[PN: DATE MUST BE > INITIAL START DATE; CRF 29j-4 > CRF 29h]
[PN: DATE MUST BE > INITIAL END DATE; CRF 29j-4 > CRF 29i]
[PN: DATE MUST BE > NEW START DATE; CRF 29j-4 > CRF 29j-3]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


CRF 29j-5. Please select the reasons for dose modifications.
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODES 99: OPEN END]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer


CRF 29j-6. Please select the reasons for permanent treatment discontinuation
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODES 99: OPEN TEXT ENTRY]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer


CRF 29k. if the initial frequency of the biological drug has changed.
[PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer


[PN: IF CRF 29k = 1, DISPLAY CRF 29k-1, CRF 29k-2, CRF 29k-3, CRF 29k-4, AND CRF 29k-5]

[PN: IF CRF 29k = 2, SKIP TO CRF 30]

Please indicate details about the change in frequency of biological drug. Please enter:
· CRF 29k-1. the new frequency.
[PN: NUMERIC CODE]
[PN: RANGE 001-999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer


· CRF 29k-2. the total number of infusions.
[PN: NUMERIC CODE]
[PN: RANGE 001-999]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer


· CRF 29k-3. the new start date
[PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 29k-3 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 29k-3 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 29k-3 > CRF 13]
[PN: DATE MUST BE > INITIAL START DATE; CRF 29k-3 > CRF 29h]
[PN: DATE MUST BE > INITIAL END DATE; CRF 29k-3 > CRF 29i]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 29k-4. the new end date or select if the treatment is still ongoing.
[PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 29k-4 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 29k-4 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 29k-4 > CRF 13]
[PN: DATE MUST BE > INITIAL START DATE; CRF 29k-4 > CRF 29h]
[PN: DATE MUST BE > INITIAL END DATE; CRF 29k-4 > CRF 29i]
[PN: DATE MUST BE > NEW START DATE; CRF 29k-4 > CRF 29k-3]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


CRF 29k-5. Please select the reasons for frequency modifications.
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODES 99: OPEN TEXT ENTRY]
[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer
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	CRF 29b. Biologic Drug
	CRF 29c. Monotherapy/Combination
	CRF 29d. Immunosuppressant
	CRF 29e. Initial dosing
	CRF 29f. Initial frequency
	CRF 29g. Initial total number of infusions
	CRF 29h. Initial dosing start date
	CRF 29i. Initial dosing end date or ongoing
	CRF 29j. Change in dosing
	CRF 29k. Change in frequency

	1  Infliximab
	1□ Monotherapy 
2□ Combination
	1□ Azathioprine 
2□ Mercaptopurine or 6MP
3□ Methotrexate
99□ Other, please specify: ______________
	|__|__|__| in mg/kg
	|__|__|__| per week 
	|__|__|__| infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Yes 
2□ No
	1□ Yes 
2□ No

	 Adalimumab
	1□ Monotherapy 
2□ Combination
	1□ Azathioprine 
2□ Mercaptopurine or 6MP
3□ Methotrexate
	|__|__|__| in mg
	|__|__|__| per week 
	|__|__|__| infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Yes 
2□ No
	1□ Yes 
2□ No

	 Golimumab
	1□ Monotherapy 
2□ Combination
	99□ Other, please specify: ______________
	|__|__|__| in mg
	|__|__|__| per week 
	|__|__|__| infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Yes 
2□ No
	1□ Yes 
2□ No

	 Vedolizumab
	1□ Monotherapy 
2□ Combination
	1□ Azathioprine 
2□ Mercaptopurine or 6MP
3□ Methotrexate
	|__|__|__| in mg
	|__|__|__| per week 
	|__|__|__| infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Yes 
2□ No
	1□ Yes 
2□ No

	99
□ Other, please specify _________________
	1□ Monotherapy 
2□ Combination
	99□ Other, please specify: ______________
	|__|__|__| in mg
	|__|__|__| per week 
	|__|__|__| infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Yes 
2□ No
	1□ Yes 
2□ No




	CRF 29j-1. Type of dosing modification
	CRF 29j-2. New dosing
	CRF 29j-3. New start date
	CRF 29j-4. New end date or ongoing
	CRF 29j-5. Reasons for dose modification
	CRF 29j-6. Reasons for permanent treatment discontinuation

	1□ Dose increase 
2□ Dose decrease
3□ Dose interruption
4□ Dose restart
5□ Permanent discontinuation
99□ Other, please specify:___________________
	|__|__|__| in mg/kg
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Poor control of UC 
2□ Safety / intolerability
3□ Unknown
99□ Other, please specify : ____________
	1□ Lack of efficacy 
2□ Safety / intolerability
4□ Patient refusal
3□ Unknown
99□ Other, please specify : ____________


	1□ Dose increase 
2□ Dose decrease
3□ Dose interruption
4□ Dose restart
5□ Permanent discontinuation
99□ Other, please specify:___________________
	|__|__|__| in mg
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Poor control of UC 
2□ Safety / intolerability
3□ Unknown
99□ Other, please specify : ____________
	1□ Lack of efficacy 
2□ Safety / intolerability
4□ Patient refusal
3□ Unknown
99□ Other, please specify : ____________


	1□ Dose increase 
2□ Dose decrease
3□ Dose interruption
4□ Dose restart
5□ Permanent discontinuation
99□ Other, please specify:___________________
	|__|__|__| in mg
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Poor control of UC 
2□ Safety / intolerability
3□ Unknown
99□ Other, please specify : ____________
	1□ Lack of efficacy 
2□ Safety / intolerability
4□ Patient refusal
3□ Unknown
99□ Other, please specify : ____________


	1□ Dose increase 
2□ Dose decrease
3□ Dose interruption
4□ Dose restart
5□ Permanent discontinuation
99□ Other, please specify:___________________
	|__|__|__| in mg
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Poor control of UC 
2□ Safety / intolerability
3□ Unknown
99□ Other, please specify : ____________
	1□ Lack of efficacy 
2□ Safety / intolerability
4□ Patient refusal
3□ Unknown
99□ Other, please specify : ____________


	1□ Dose increase 
2□ Dose decrease
3□ Dose interruption
4□ Dose restart
5□ Permanent discontinuation
99□ Other, please specify:___________________
	|__|__|__| in mg
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Poor control of UC 
2□ Safety / intolerability
3□ Unknown
99□ Other, please specify : ____________
	1□ Lack of efficacy 
2□ Safety / intolerability
4□ Patient refusal
3□ Unknown
99□ Other, please specify : ____________




	CRF 29k-1. New frequency
	CRF 29k-2. New total number of infusion
	CRF 29k-3. New start date
	CRF 29k-4. New end date or ongoing
	CRF 29k-5. Reasons for frequency modification

	|__|__|__| per week
	infusion(s)
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Lack of efficacy 
2□ Safety / intolerability
3□ Maintenance therapy
4□ Unknown
99□ Other, please specify : ____________Maintenance therapy

	|__|__|__| per week
	infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Lack of efficacy 
2□ Safety / intolerability
3□ Maintenance therapy
4□ Unknown
99□ Other, please specify : ____________Maintenance therapy

	|__|__|__| per week
	infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Lack of efficacy 
2□ Safety / intolerability
3□ Maintenance therapy
4□ Unknown
99□ Other, please specify : ____________Maintenance therapy

	|__|__|__| per week
	infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Lack of efficacy 
2□ Safety / intolerability
3□ Maintenance therapy
4□ Unknown
99□ Other, please specify : ____________Maintenance therapy

	|__|__|__| per week
	infusion(s) 
	|__|__| |__|__|__|__|
	1□ |__|__| |__|__|__|__| or 2□ ongoing
	1□ Lack of efficacy 
2□ Safety / intolerability
3□ Maintenance therapy
4□ Unknown
99□ Other, please specify : ____________Maintenance therapy






CRF 29. Please select all additional medications the patient has been prescribed for UC:
Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODE 99 OPEN END]
	1
	 Antibiotics

	2
	 Non-steroidal anti-inflammatory drugs

	3
	 Probiotics

	99
	 Other, please specify: ___________ 


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.




Consultations history

CRF 30. Please enter the date at which you started to manage the patient for UC:
[PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE < INDEX DATE; CRF 31 < CRF 0]
[PN: DATE MUST BE ≥ UC DIAGNOSIS; CRF 31 ≥ CRF 13]
	1
	|__|__| |__|__|__|__|


[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.


CRF 31. Please indicate the exact number of clinical consultations this patient had with you for UC in the past 12 months:
[bookmark: _Hlk10553067][PN: NUMERIC]
[PN: RANGE: 000-365]
	1
	|__|__|__| scheduled visit(s) for UC (including this visit)

	2
	|__|__|__| unscheduled visit(s) for UC (including this visit)


[bookmark: _Hlk10553080][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


CRF 32. Please indicate the number of clinical consultations this patient has had with a nurse specialist for UC in the past 12 months:
[bookmark: _Hlk10553132][PN: NUMERIC]
[PN: RANGE: 000-365]
	1
	|__|__|__| scheduled visit(s) for UC

	2
	|__|__|__| unscheduled visit(s) for UC


[bookmark: _Hlk10553149][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.




CRF 33. Please indicate if the patient had any outpatient visit(s) and/or office visit(s) with general practitioner(s) and/or specialist physician(s) (excluding yourself) for UC in the past 12 months:
Please select one
[bookmark: _Hlk10553178][PN: SINGLE CODE]
	1
	Yes

	2
	No


[bookmark: _Hlk10553186][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


[bookmark: _Hlk10553209][PN: IF CRF 34 = 1, CONTINUE TO 34a]

[bookmark: _Hlk10553238][PN: IF CRF 34 = 2, SKIP TO NEXT SECTION “HOSPITALISATIONS”]


CRF 34a. Please select the type of physicians seen for UC by the patient during outpatient visit(s) and/or office visit(s) in the past 12 months:
Please select all that apply
[bookmark: _Hlk10553313][PN: MULTIPLE CODE]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.

[bookmark: _Hlk10553326][PN: FOR ALL CODES SELECTED IN CRF 34a, DISPLAY CRF 34b]

CRF 34b. For each physician seen for UC (excluding yourself), please enter the number of outpatient visit(s) and/or office visit(s) in the past 12 months:
[bookmark: _Hlk10553342][PN: NUMERIC CODE]
[PN: RANGE: 000-365]
[PN: ERROR MESSAGE IF:]
	[PN: NO ANSWER] Please provide an answer.
	CRF 34a. Physician consultation for UC
	CRF 34b. Number of visits 

	1
	 Cardiologist
	|__|__|__| visit(s)

	2
	 Diabetologist
	|__|__|__| visit(s)

	3
	 Dermatologist
	

	4
	 Dietitian
	|__|__|__| visit(s)

	5
	 Emergency medicine practitioner 
	|__|__|__| visit(s)

	6
	 Endocrinologist
	|__|__|__| visit(s)

	7
	 General Practitioner
	|__|__|__| visit(s)

	8
	 General Surgeon
	|__|__|__| visit(s)

	9
	 Gastroenterologist 
	|__|__|__| visit(s)

	10
	 Gastro-intestinal Surgeon
	

	11
	 Hepatologist
	|__|__|__| visit(s)

	12
	 Infectious disease specialist
	|__|__|__| visit(s)

	13
	 Internal medicine practitioner
	|__|__|__| visit(s)

	14
	 Nephrologist
	|__|__|__| visit(s)

	15
	 Nutritionist
	|__|__|__| visit(s)

	16
	 Oncologist
	|__|__|__| visit(s)

	17
	 Ophthalmologist
	

	18
	 Psychiatrist 
	|__|__|__| visit(s)

	19
	 Psychologist
	|__|__|__| visit(s)

	20
	 Rheumatologist
	

	99
	 Other specialist, please specify:_______________
	|__|__|__| visit(s)


[bookmark: _Hlk10553385][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.



Hospitalisations

CRF 34. Please indicate if the patient has been hospitalised (inpatient, outpatient, day case) for UC in the past 12 months (excluding surgery hospitalisations):
Please select one
[bookmark: _Hlk10553433][PN: SINGLE CODE]
	1
	Yes

	2
	No


[bookmark: _Hlk10553443][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


[bookmark: _Hlk10553457][PN: IF CRF 35 = 1, CONTINUE TO CRF 36]

[bookmark: _Hlk10553474][PN: IF CRF 35 = 2, SKIP TO NEXT SECTION “SURGERY HOSPITALISATION” – CRF 38]


CRF 35. Please indicate how many times the patient has been hospitalised as outpatient for UC in the past 12 months:
[bookmark: _Hlk10554065][PN: NUMERIC ENTRY]
[PN: RANGE: 000-999]
	1
	|__|__|__| outpatient hospitalisation(s) for UC


[bookmark: _Hlk10554078][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


[bookmark: _Hlk10554099][PN: IF CRF 36 = 000, SKIP TO CRF 37]

[PN: IF CRF 36 ≠ 000: INSERT TABLE WITH NUMBER OF LINES = VALUE CRF 36]

[PN: FOR EACH LINE, DISPLAY CRF 36a, CRF 36b, CRF 36c AND CRF 36d]


CRF 36a. For each UC-related outpatient hospitalisation in the past 12 months, please indicate:
· the reason(s) for hospitalisation:
[bookmark: _Hlk10554188]Please select all that apply
[PN: MULTIPLE CODE]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.


· CRF 36b. the type of hospital:
[bookmark: _Hlk10554228][PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.


· CRF 36c. the type of ward:

[bookmark: _Hlk10554257][PN: SINGLE CODE]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.


· CRF 36d. the date of admission
[bookmark: _Hlk10554284][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018 RANGE IS 12 MONTHS FROM INDEX DATE]

[PN: DATE MUST BE < INDEX DATE; CRF 36d < CRF 0]
[PN: DATE MUST BE ≥ START DATE DOCUMENTATION PERIOD; CRF 36d ≥ CRF 13]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 36d > CRF 3]

[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.

	Outpatient hospitalisation(s) in the past 12 months
	CRF 36a. Reason(s) for hospitalisation
	CRF 36b. Type of hospital
	CRF 36c. Type of ward
	CRF 36d. Date of admission

	[PN: INSERT AS MUCH LINES AS VALUE IN CRF 36]

	1□ Flare-up
2□ Biologic drug injection
99□ Other, please specify: _____________

	1□ Public hospital
2□ Private hospital
	1□ General ward
2□ Gastroenterology
3□ Rheumatology
4□ Dermatology
5□ Ophthalmology
6□ Emergency ward / Emergency Room
7□ Intensive Care Unit
8□ Supportive care
99□ Other, please specify: ____________________
	|__|__| |__|__|__|__|





CRF 36. Please indicate how many times the patient has been hospitalised as inpatient for UC in the past 12 months:
[bookmark: _Hlk10554416][PN: NUMERIC ENTRY]
[PN: RANGE: 000-365]
	1
	|__|__|__| inpatient hospitalisation(s) for UC


[bookmark: _Hlk10554425][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


[bookmark: _Hlk10554439][PN: IF CRF 37 = 000, SKIP TO NEXT SECTION “SURGERY HISTORY”]

[PN: IF CRF 37 ≠ 000: INSERT TABLE WITH NUMBER OF LINES = VALUE CRF 37]

[PN: FOR EACH LINE, DISPLAY CRF 37a, CRF 37b, CRF 37c, CRF 37d, CRF 37e AND CRF 37f]


CRF 37a. For each UC-related inpatient hospitalisation in the past 12 months, please indicate 
· the reason(s) for hospitalisation:
[bookmark: _Hlk10554699][PN: MUTIPLE CODE]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.


· CRF 37b the type of hospital ward:
[bookmark: _Hlk10554725][PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.


· CRF 37c. the type of ward:
[bookmark: _Hlk10554759][PN: SINGLE CODE]
[PN: FOR CODE 99: OPEN END]
[PN: ERROR MESSAGE IF:]
			[PN: NO ANSWER] Please provide an answer.


· CRF 37d. the date of admission
[bookmark: _Hlk10555916][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE < INDEX DATE; CRF 37d < CRF 0]
[PN: DATE MUST BE ≥ START DATE DOCUMENTATION PERIOD; CRF 37d ≥ CRF 13]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 37d > CRF 3]

[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.



CRF 37e. the date of discharged:
[bookmark: _Hlk10556004][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE < INDEX DATE; CRF 37e < CRF 0]
[PN: DATE MUST BE ≥ START DATE DOCUMENTATION PERIOD; CRF 37e ≥ CRF 13]
[PN: DATE MUST BE > DATE OF ADMISSION; CRF 37e > CRF 37d]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 37e > CRF 3]

[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.


CRF 37f. the hospitalisation stay in days:
[bookmark: _Hlk10556042][PN: NUMERIC]
[PN: RANGE: 001-365]

[PN: ERROR MESSAGE IF:]
	[PN: NO ANSWER] Please provide an answer.

	Inpatient hospitalisations in the past 12 months
	CRF 37a. Reason(s) for hospitalisation
	CRF 37b. Type of hospital
	CRF 37c. Type of ward
	CRF 37d. Date of admission
	CRF 37e. Date of discharge
	CRF 37f. Approximate number of days of hospitalisation


	[PN: INSERT AS MUCH LINES AS VALUE IN CRF 37]

	1□ Flare-up
2□ Biologic drug injection
99□ Other, please specify: _____________

	1□ Public hospital
2□ Private hospital
	1□ General ward
2□ Gastroenterology
3□ Rheumatology
4□ Dermatology
5□ Ophthalmology
6□ Emergency ward / Emergency Room
7□ Intensive Care Unit
8□ Supportive care
99□ Other, please specify: ____________________
	|__|__| |__|__|__|__|
	|__|__| |__|__|__|__|
	|__|__|__| days of hospitalisation








Surgery history

CRF 37. Please indicate if the patient has ever received a surgical procedure for UC:
Please select one
[bookmark: _Hlk10556073][PN: SINGLE CODE]
	1
	 Yes

	2
	 No


[bookmark: _Hlk10556082][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

[bookmark: _Hlk10556097][PN: IF CRF 38 = 1, CONTINUE]

[PN: IF CRF 38 = 2, SKIP TO CRF 39]

CFR 38a. Please select all the surgical procedure(s) the patient received for UC ever:
Please select all that apply
[bookmark: _Hlk10556139][PN: MULTIPLE CODE]
[PN: FOR CODE 99, OPEN END]
	1
	 Colectomy with ileostomy

	2
	 Ileal Pouch-Anal Anastomosis

	3
	 Proctocolectomy with permanent ileostomy

	4
	 Colectomy with ileorectal anastomosis

	99
	 Other, please specify:______________ 


[bookmark: _Hlk10556148][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

[bookmark: _Hlk10556176]	[PN: LOOPING CRF 38b:
FOR EACH CODE SELECTED IN CRF 38a, DISPLAY CRF 38b]

[bookmark: _Hlk10556205]CRF 38b. Please indicate how many times the patient had a [PN: PIPING CRF 38a – INSERT ANSWER FROM QUESTION CRF 38a]:
	[PN: NUMERIC, RANGE 1-10
	|__|__|__| times


[bookmark: _Hlk10556248][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.

[bookmark: _Hlk10556281]	[PN: LOOPING CRF 38c, CRF 38d AND CRF 38d
FOR EACH CODE SELECTED IN CRF 38a: REPEAT CRF 38c, CRF 38d AND CRF 38d AS MANY TIMES AS THE VALUE IN CRF 38b]

		[PN: TABLE A:]

	[PN: Value in CRF 38b:]
	[PN: TEXT TO INSERT IN CRF 38c:]

	1
	first

	2
	second

	3
	third

	4
	fourth

	5
	fifth

	6
	sixth

	7
	seventh

	8
	eighth

	9
	ninth

	10
	tenth

	n
	nth




[bookmark: _Hlk10556331]CRF 38c Please enter the date of the [PN: PIPING TABLE A IF CRF 38b > 1] [PN: PIPING CRF 38a – INSERT ANSWER FROM QUESTION CRF 38a] that the patient received:
[PN: NUMERIC]
[PN: MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-1999]
[PN: DATE OF BIRTH MUST BE > DATE OF BIRTH] [CRF 38c > CRF 3]
[PN: DATE OF BIRTH MUST BE < INDEX DATE] [CRF 38c < CRF 0]
[PN: DATE OF BIRTH MUST BE ≥ UC DIAGNOSIS] [CRF 38c ≥ CRF 13]
	1
	|__|__| |__|__|__|__| 


[bookmark: _Hlk10556402][PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE, DISPLAY:] The answer is outside the valid range for this question.
[PN: EMPTY MM, DISPLAY:] Please provide an answer for “Month”.
[PN: EMPTY YYYY, DISPLAY:] Please provide an answer for “Year”.


[bookmark: _Hlk10556423]CFR 38d. Please select all the reasons why the [PN: PIPING TABLE A IF CRF 38b > 1] [PN: PIPING CRF 38a – INSERT ANSWER FROM QUESTION CRF 38a] was recommended to the patient:
Please select all that apply
[bookmark: _Hlk10556450][PN: MULTIPLE CODE]
[PN: CODE 12 AND 99: OPEN END]
	1
	 No response to medication

	2
	 Intolerance to medication

	3
	 Complication of the disease (stricture, abscesses, colorectal neoplasia)

	4
	 Colectomy with ileorectal anastomosis

	5
	 Perforated bowel 

	6
	 Toxic megacolon

	7
	 Sudden and severe onset of UC

	8
	 Extensive rectal bleeding

	9
	 Serious side effects

	10
	 High risk of colorectal carcinoma

	11
	 Colorectal carcinoma

	12
	 Failure of previous surgical procedure, please specify: _________

	99
	 Other, please specify:______________


[bookmark: _Hlk10556461][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


[bookmark: _Hlk10556475]CFR 38e. Please select all complications the patient developed after the [PN: PIPING TABLE A IF CRF 38b > 1] [PN: PIPING CRF 38a – INSERT ANSWER FROM QUESTION CRF 38a]
Please select all that apply
[bookmark: _Hlk10556537][bookmark: _Hlk10556529][PN: MULTIPLE CODE]
[PN: FOR CODE 99 OPEN END]
	1
	 More frequent bowel movements

	2
	 More frequent watery bowel movements

	3
	 Pouchitis

	4
	 Bowel obstruction

	5
	 Pouch failure

	6
	 Reduction in fertility

	99
	 Other, please specify:______________ [PN: OPEN END]


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CFR 38f. For each surgery the patient received for UC, please indicate:

[bookmark: _Hlk10558301][PN: INSERT TABLE WITH NUMBER OF LINES = SUM OF ALL VALUES IN CRF 38b (FOR ALL CODES SELECTED IN CRF 38a)]
[bookmark: _Hlk10558322] [PN: In column 1 of the table PIPE ANSWER FROM 38a as many times as indicated in CRF 38c] **currently showing as ‘1.**’

· CRF 38f-1. The date of hospital admission
[bookmark: _Hlk10558340][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 38f-1 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 38f-1 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 38f-1 > CRF 13]
[PN: DATE MUST BE  BEFORE OR INCLUDING CRF 38c]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 38f-2. The date of hospital discharge
[bookmark: _Hlk10558409][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 38f-2 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 38f-2 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 38f-2 > CRF 13]
[PN: DATE MUST BE > DATE OF ADMISSION; CRF 38f-2 > 38f-1]
[PN: DATE MUST BE AFTER OR INCLUDING CRF 38c]


[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 38f-3. The approximate number of days of hospitalisation
[bookmark: _Hlk10558443][PN: NUMERIC]
[PN: RANGE: 001-999]

[PN: ERROR MESSAGE IF:]
	[PN: NO ANSWER] Please provide an answer.


· CRF 38f-4. The type of hospital:
[bookmark: _Hlk10558460][PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


	Surgery hospitalisation
	CRF 38f-1. Date of admission
	CRF 38f-2. Date of discharge
	CRF 38f-3. Approximate number of days of hospitalisation

	CRF 38f-1. Type of hospital

	[PN: FOR EACH CODE SELECTED IN CRF 37 8a INSERT AS MUCH LINES AS SUM OF VALUES IN CRF 37 8b]

	|__|__| |__|__|__|__|
	|__|__| |__|__|__|__|
	|__|__|__| days of hospitalisation
	1□ Public hospital
2□ Private hospital




CFR 38g. For each surgery the patient received for UC, please indicate the number of time the patient has been hospitalised for surgical post-complications:
[bookmark: _Hlk10558524][PN: NUMERIC, RANGE 000-999]
	1
	|__|__|__| hospitalisation(s) for surgical post-complications


[bookmark: _Hlk10558556][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

[bookmark: _Hlk10558570][PN: IF CRF 38g ≠ 000:
INSERT TABLE WITH NUMBER OF LINES = VALUE OF CRF 38g AND
DISPLAY CRF 38g-1, CRF 38g-2, CRF 38g-3, CRF 38g-4, CRF 38g-5 AND CRF 38g6]

[PN: IF CRF 38g = 000, SKIP TO NEXT SECTION “CLINICAL TRIAL HISTORY”]


· CRF 38g-1. Please write the reason for hospitalisation:
[bookmark: _Hlk10558631][PN: OPEN END]
[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


· CRF 38g-2. Please indicate:
 • the date of admission:
[bookmark: _Hlk10558652][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[bookmark: _Hlk10558680][PN: DATE MUST BE ≤ INDEX DATE; CRF 38g-2 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 38g-2 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 38g-2 > CRF 13]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 38g-3. • the date of discharge:
[bookmark: _Hlk10558767][PN: NUMERIC CODE] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1910-2018]

[PN: DATE MUST BE ≤ INDEX DATE; CRF 38g-3 ≤ CRF 0]
[PN: DATE MUST BE > DATE OF BIRTH; CRF 38g-3 > CRF 3]
[PN: DATE MUST BE > UC DIAGNOSIS; CRF 38g-3 > CRF 13]
[PN: DATE MUST BE > DATE OF ADMISSION; CRF 38g-3 > 38g-2]

[PN: ERROR MESSAGE IF:]
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


· CRF 38g-4. • the approximate number of days of hospitalisation:
[bookmark: _Hlk10558811][PN: NUMERIC]
[PN: RANGE: 001-999]

[PN: ERROR MESSAGE IF:]
	[PN: NO ANSWER] Please provide an answer.


· CRF 38g-5. • the type of hospital:
[bookmark: _Hlk10558830][PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


· CRF 38g-6. • the type of ward:
[bookmark: _Hlk10558855][PN: SINGLE CODE]
[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


	Hospitalisation related to post-surgical complications
	CRF 38g-1. Reason(s) for hospitalisation
	CRF 38g-2. Date of admission
	CRF 38g-3. Date of discharge
	CRF 38g-4. Approximate number of days of hospitalisation
	CRF 38g-5. Type of hospital
	CRF 38g-6. Type of ward

	[PN: INSERT AS MANY LINES AS VALUE IN CRF 38g]

	________________
	|__|__| |__|__|__|__|
	|__|__| |__|__|__|__|
	|__|__|__| days of hospitalisation
	1□ Public hospital
2□ Private hospital
	1□ General ward
2□ Gastroenterology
3□ Rheumatology
4□ Dermatology
5□ Ophthalmology
6□ Emergency ward / Emergency Room
7□ Intensive Care Unit
8□ Supportive care
9□ Surgery
99□ Other, please specify: ____________________




CRF 38. Please indicate if the patient is a candidate for surgical procedure for UC:
Please select one
[bookmark: _Hlk10558908][PN: SINGLE CODE]
	1
	 Yes

	2
	 No


[bookmark: _Hlk10558917][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.

[PN: IF CRF 39 = 1, DISPLAY CRF 39a AND CRF 39b]

[PN: IF CRF 39 = 2, SKIP TO NEXT SECTION “CLINICAL TRIAL HISTORY”]

CFR 39a. Please select all the reasons why surgery was recommended to the patient:
Please select all that apply
[bookmark: _Hlk10558987][PN: MULTIPLE CODE]
[PN: CODE 99, OPEN END]
	1
	 No response to medication

	2
	 Intolerance to medication

	3
	 Complication of the disease (stricture, abscesses, colorectal neoplasia)

	4
	 Colectomy with ileorectal anastomosis

	5
	 Perforated bowel 

	6
	 Toxic megacolon

	7
	 Sudden and severe onset of UC

	8
	 Extensive rectal bleeding

	9
	 Serious side effects

	10
	 High risk of colorectal carcinoma

	11
	 Colorectal carcinoma

	99
	 Other, please specify: ______________ 


[bookmark: _Hlk10558997][PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


CFR 39b. Please indicate if the patient will undergo the surgery:
Please select one
[bookmark: _Hlk10559015][PN: SINGLE CODE]
	1
	Yes

	[bookmark: _Hlk10559036]2
	No


[bookmark: _Hlk10559044][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.

[PN: IF CRF 39b = 1, SKIP TO CRF 40]

[PN: IF CRF 39b = 2, DISPLAY CRF 39b-1]


CRF 39b-1. Please select all the reason(s) why although recommended the patient will not undergo surgery for DMD:
[bookmark: _Hlk10559071][PN: MULTIPLE CODE]
[PN: FOR CODE 99, OPEN END]
	1
	Too invasive

	2
	Patient refusal

	99
	Other, please specify:_______________


[bookmark: _Hlk10559096][PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.




Clinical trial history

CRF 39. Please indicate if the patient has participating in a clinical trial or observational study for UC/IBD before the start of the documentation period (12 months prior the date of consultation):
Please select one
[PN: SINGLE CODE]
	1
	 Yes

	2
	 No

	95
	 Don’t know


[PN: ERROR MESSAGE IF:]
[PN: NO ANSWER, DISPLAY] Please provide an answer.


[PN: IF CRF 40 = 2 OR CRF 40 = 95, SKIP TO NEXT SECTION “PPIE INVITATION”]

[PN: IF CRF 40 = 1, DISPLAY CRF 40a, CRF 40b AND CRF 40c:]

CRF 40a. Please indicate the nature of the study:
Please select one
[PN: SINGLE CODE]
	1
	Observational / Non-interventional study

	2
	Clinical trial, Phase 2	

	3
	Clinical trial, Phase 3

	4
	Clinical trial, Phase 4

	95
	Don’t know


[PN: ERROR MESSAGE IF:]
			[PN: SINGLE CODE] Please provide an answer.


CRF 40b. Please indicate the date of patient’s enrolment in the clinical trial or observational study:
Please select one
[PN: NUMERIC ENTRY] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1960-2018]
[PN: DATE MUST BE BEFORE START DATE OF DOCUMENTATION PERIODE; CRF 40b >CRF 1]
[PN: DATE MUST BE AFTER DATE OF BIRTH; CRF 40b AFTER CRF 3]
	1
	|__|__| |__|__|__|__|


[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE:] The answer is outside the valid range for this question.
[PN: EMPTY MM:] Please provide an answer for “Month”.
[PN: EMPTY YYYY:] Please provide an answer for “Year”.


CRF 40c. Please indicate the end date of the study:
[PN: NUMERIC ENTRY] [MM/YYYY]
[PN: RANGE MONTH: 01-12]
[PN: RANGE YEAR: 1960-2018]
[PN: DATE MUST BE BEFORE START DATE OF DOCUMENTATION PERIODE; CRF 40c < CRF 1]
[PN: DATE MUST BE AFTER DATE OF BIRTH; CRF 40c > CRF 3]
[PN: DATE MUST BE AFTER DATE OF ENROLLEMENT; CRF 40c > CRF 40b]
	1
	|__|__| |__|__|__|__|


[PN: ERROR MESSAGE IF:]
[PN: DATE OUT OF RANGE:] The answer is outside the valid range for this question.
[PN: EMPTY MM:] Please provide an answer for “Month”.







[bookmark: _Hlk10559148]PPIE invitation

[bookmark: _Hlk10559133]
Thank you for completing the CRF for Patient [PN:  PIPING PSF 1- INSERT NUMBER FROM PSF 1]. 


CRF 40. Please indicate if the patient has read the Invitation Letter?
Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 3: OPEN END]
	1
	Yes

	2
	No - the patient refused

	3
	No -  other reasons, please specify: ___________________


[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


[PN: IF CRF 41 = 1, CONTINUE TO CRF 42]

[PN: IF CRF 41 = 2 OR CRF 41 = 3, DISPLAY:]
Please note that by clicking on “VALIDATE”, you guarantee that the information in this electronic case report form is correct to the best of your knowledge.


CRF 41. Please indicate if the patient has read and signed the Patient Informed Consent?
Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 3: OPEN END]
	1
	Yes

	2
	No - the patient refused

	3
	No -  other reasons, please specify: ___________________


[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


[PN: IF CRF 42 = 1, CONTINUE TO CRF 43]

[PN: IF CRF 42 = 2 OR CRF 42 = 3, DISPLAY:]
Please note that by clicking on “VALIDATE”, you guarantee that the information in this electronic case report form is correct to the best of your knowledge.



CRF 42. Please indicate if the patient received a Patient Public Involvement Engagement (PPIE) questionnaire?
Please select one
[PN: SINGLE CODE]
[PN: FOR CODE 3: OPEN END]
	1
	Yes

	2
	No - the patient refused

	3
	No -  other reasons, please specify: ___________________


[PN: ERROR MESSAGE IF:]
		[PN: NO ANSWER] Please provide an answer.


[PN: IF CRF 43 = 1, DISPLAY:]
Please note that by clicking on “VALIDATE”, you guarantee that the information in this electronic case report form is correct to the best of your knowledge. 
The patient’s PPIE will have to be returned to your local fieldwork agency.


[PN: IF CRF 43 = 2 OR CRF 43 = 3, DISPLAY:]
Please note that by clicking on “VALIDATE”, you guarantee that the information in this electronic case report form is correct to the best of your knowledge.



[PN: After the eCRF loop - Once 10 eCRF are completed show the below question]
PSF2b: Do you want to proceed with another link for additional up to 10 patients?

1. Yes [CONTINUE – show  ”Our recruiter will send you a new link shortly”]
2. No [THANK AND CLOSE – COMPLETE STATUS]
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