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Garp trial- Summary 

• On track for recruitment of Stage 1 participants   (n=90) by end of 

1Q23

• No Significant Adverse Events

• Strong interest in the trial and support from gastroenterologists. 

• Trial protocol changes to enhance participation have been 

approved by Bellberry HREC, currently being reviewed by RMH 

HREC
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Dose Determination and Efficacy Evaluation of the 
Gastrointestinal ReProgramming (GaRP) Dietary supplement in 
IBS patients

• A Randomized, Double-blind, Placebo-controlled clinical trial enrolling 200 IBS participants 

• Stage 1 (n=90, 1Q23)

• To determine the safety and efficacy of two different doses of GaRP in IBS patients after 8
weeks of intervention.

• To determine the dose which provides acceptable safety and a preliminary indication of 
efficacy for use in the single dose stage 2 cohort . 

• Stage 2 (n=110)

• To confirm efficacy of the dose identified in Stage 1 by at least a 20% improvement in IBS-
SSS score.

• No Serious Adverse Events
• 6 sites currently enrolling  - including Royal Melbourne Hospital 

• Over 3000 people have registered their interest in the trial  



Baseline period
(2 weeks)   

•IBS-SSS  - weekly 
•IBS-AR – Weekly 
•Stools Diary  -
daily 

Active trial (8 weeks)

•IBS-SSS  - weekly 
•IBS-AR – Weekly 
•Stools Diary  - daily 
•Daily Dosing 

•IBS-QOL (wk 4, wk 8 ) 
•Catastrophizing Q (wk 4, wk 8 ) 
•HADS wk 8 
•WPAI:GI (wk 1, 3, 5, 7)
•Medications

Follow up period  
(2 weeks) 

•IBS-SSS  - weekly 
•IBS-AR – Weekly 
•Stools Diary  - daily 
•IBS-QOL (wk 10) 
•Catastrophizing Q (wk 10) 
•HADS wk 10 
•WPAI:GI (wk 10)

Screening period 

•Rome IV
•Alarm symptoms
•IBS-QOL
•Catastrophizing Q
•IBS-SSS
•HADS
•WPAI:GI
•Med HX
•Dietary history
•Medications

Landing page
• Pre Screening questionnaires

Current  Study Flow 

Screening visit 
Day – 3

Patient Payment 
Dy 56 Visit Dy 70 Visit

Eligibility 1 

Eligibility 2 

Eligibility 3 

Eligibility 4 & 5 

Eligibility 6 

Download 
Claimit app eIC signed



Baseline period
(up to 2 weeks)   

•IBS-AR  
•IBS-SSS
•IBS-QOL
• HADS
• Clinic visit

Active trial (8 weeks)

•IBS-SSS  - weekly 
•IBS-AR – Weekly 
•Daily Dosing 

•IBS-QOL (wk 4, wk 8 ) 
•HADS wk 8 
•Medications
•Clinic visit day 56

Follow up period  
(2 weeks) 

•IBS-SSS  - weekly 
•IBS-AR – Weekly 
•IBS-QOL (wk 10) 
•HADS wk 10 
•Clinic visit 70

eConsent

Landing page
• Pre Screening questionnaires

• Rome IV
• IBS-SS

• Dietary history

Updated Study flow Eligibility 1 

Clinic visit 
Patient Payment Dy 56 Visits Dy 70 Visits

Eligibility 3 (pathology)

Pre screening with nurse
• Med HX                                      

• Medications 

Eligibility 2 



Garp trial- Summary 

• On track for Recruitment of Stage 1 participants   (n=90) by end of 
1Q23

• No Significant Adverse Events
• Strong interest in the trial and support from gastroenterologists. 
• Protocol changes to enhance participation have been approved by 

Bellberry HREC, currently being reviewed by RMH HREC


