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This document is not a real clinical study, but produced on the base of a real protocol of the (typical) 
oncology study in patients with breast cancer to reflect the study examinations/procedures which are 
possible to be managed in the neoTrial System. 



Clinical Study Details 
 

Sponsor IBD Pharma Inc. 

Study Number IBD-321-001 

Version 1.0 

Date Final 18-Aug-2022 

Study Drug IBD-321 

Inclusion Criterion A Phase 2, randomized, double-blind, placebo-controlled, multi-

center study to evaluate bi-weekly subcutaneous self-injection 

IBD-321 in adult subjects with active ulcerative colitis 

Enrollment Point Visit 2 

Planned Enrollment 40 enrolled patients 

Clinical Study Sites 5 

Expected completed patients 40 

Expected questionnaires 

IBD Control 

500 

Study Periods 1. Screening – 14-28 days 

2. Study Treatment (Enrollment) – 294 days 

3. Follow-Up – 20 days 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Table 1. Schedule of the Study Events 
 

  
Screenin

g Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 7 Visit 8 Visit 9 
Visit 
10 

Early 
Discontinuatio

n (optional) 
Unschedule
d (optional) EOS 

Follow
-Up 1 

Follow
-Up 2 

Week -4 - -2 0 2 4 8 12 18 24 30 36     42 48 52 

Day '-28 - -14 1 14 28 56 84 126 168 210 252   294 336 364 

Visit Window ± days     3 3 3 3 3 3 3 3     3 3 3 

eConsent - Informed 
consent X                             

12-lead ECG X   X     X       X X X X     

Colonoscopy X         X         X X X     

Chest X-Ray X                   X X X     

eQuestionnaire 
IBD Control X X X X X X X X X X     X X X 

AE eDiary        X 

eDiary Patient's Simple 
Clinical Colitis Activity 
Index Weekly (Screened, Enrolled)           

eDiary VAS after the 
self-injection   Bi-Weekly           

eQuestionnaire Self-
Injection Assessment 
Checklist (for physician)     X X   X       X           

 
 
 
 
 
 
 
 
 
 
 



Appendix 1. Inflammatory Bowel Disease Questionnaire – IBD Control 
 

 
 
 
 
 
 
 



Appendix 2. Patient-based Simple Clinical Colitis Activity Index (P-SCCAI).  
 

Patient-based Simple Clinical Colitis Activity Index 

(P-SCCAI) 

For patients 

This questionnaire refers to disease symptoms during the previous week. It is composed of six 

domains: bowel frequency (during the day) ranging from 1 to > 9; bowel frequency (during the 

night) ranging from 0 to 6; urgency of defecation ranging from none to incontinence; blood in 

stool ranging from none to usually frank (> 50% of defecation); general well-being ranging from 

very well to terrible (1–10) and a number of defined extracolonic features of UC (i.e. arthritis, 

erythema nodosum, pyoderma gangrenosum, uveitis). The four latter questions have a ‘yes’ or 

‘no’ option. After recoding, the clinician-based SCCAI is able to categorize two types of 

patients: patients with inactive disease (SCCAI score < 5) and patients with active disease 

(SCCAI score ≥ 5). 

This patient-modified P-SCCAI was devised by two medical psychologists, one research 

assistant and one gastroenterologist. All items within the P-SCCAI refer to symptoms during the 

previous week and were translated into patients' comprehensible language. Medical terminology 

and disease symptoms were clarified. For example, “uveitis” is described as “eye infection, 

which your specialist diagnosed as uveitis”. 

 



Appendix 3. Self-Injection Assessment Checklist 
 

Self-Injection Assessment Checklist 
 
To be completed by investigator 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Appendix 4. Visual Analogue Scale (VAS): Local Site Pain 
 
 

Visual Analogue Scale (VAS): Local Site Pain 
 
Patient assessment of local site pain is measured by the patient indicating the extent of their pain in the 
local site where study drug was administered by marking one line ( │ ) through the scale line (0 equals 
no pain and 100 equals extreme pain).  
Note: Local site pain will be assessed immediately (not exceeding 15 minutes) after the end of 
administration of study drug. 
 

 
 
 

 


