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Protocol Name: Study Title· Com t· E 1 • f · · 
· para 1ve va uat1on o FAPI PET-CT, CECT, and D1agnost1c Laparoscopy for 

Detection of Peritoneal Metastases in Newly Diagnosed Gastric Carcinoma: Impact on PCI Scoring and Treatment 

Strategy 

Protocol No.: 

1. Full name of Principal Investigator: Dr. Anirban Mukherjee 

Add ress: Department of Nuclear Medicine, Phase 1, Tata Medical Center, Kolkata 

I ille of th e Princip;i l Investigator: Associate Consultant, Nuclear Medicine 

N;ime ;i nd ;i d dress of the medical co llege, hospital or other facility where the clinical Tri;:ll will be conduc ted: 

T;:i tcJ Medical Center, Kolkata 

Education, training & experience that qualify the Investigator for the clinical trial (Attach details includin g Medi cal 

Council Registration number, and/ or any other statement(s) of qualification(s). 

3. Name and address of all clinical laboratory facilities to be used in the study. - Dep;:irtment of Nuclear 

Medicine, Tata Medic;:il Center, Kolkata 

4. Name and address of the Ethics Committee that is responsible for approval and continuing review o f th e 

study. - lnstitutioncJI Review Board, Tata Medical Center, Kolkata 

5. Nelm es of th e other members of the research team (Co- or sub- lnvestigcJtors) who will be c1ss 1stin g the 

Investi ga tor in the conduct of the investigat ion(s). 

l i r Shrcy/\ rv;11 1 

Dr. SoumendrcJ nath Ray 

Dr. Jayanta Das 

Dr. 13ipradas Roy 

Dr. Priya Ghosh 

Dr. S,1yanta ni Sin ha 

( Pro toco l Title and Study number (if any) of the clinical trial to be conducted by th e lnvestig,1 tor: 

Co mparative Eva luation of FAPI PET-CT, CECT, and Diagnostic Laparoscopy for Detection of Peritoneal Met as t;i ses in 

Newly Diagnos ed Gastric Carcinoma: Impact on PCI Scoring and Treatment Strategy 
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(i) I hove reviewed th e clin icol protocol and ogree that it contains all the necessary information to conduct th e 

st u<.Jy. I wi ll not begin the study until all necessary Ethics Committee and regulatory approvals have be en 

obt;:i ined. 

(ii) I ;:ig ree to con duct th e study in accordance with the current protocol. I will not implement any deviation fro m 

or cl1onges or th e protocol without agreement by th e Sponsor and prior revi ew ond documented app rov;:11/ 

fa voura ble opi nion from th e Ethics Committee of the amendment, except wh ere necessary to elimina te an 

immed iate hc1 zard(s) to th e trial Subjects or when the change(s) involved are only logist ical or administrative in 
nat ure. 

(iii) I ar, re e to person ally cond uct and/or supervise the clinical trial at my site. 

(iv) I ag ree to inform all Subjects that th e drugs are being used for investigation al purposes and I will ens ure th at 

th e req uirc,17 cnt s re loting to obtaining in fo rmed consent and ethi cs commit tee revi ew ;i nd ap prova l specified in 
t he GCP guidelines are met . 

(v) I agree to re port to the Sponsor all adve rse experiences th at occur in the course of the st udy in accord ance 
w ith the rcgul ;:i tory and GCP guide lines. 
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(vi) I have read and understood h . . . . 
t e information in the Investigator's brochure, including th e pot enti al risks ,rn cl 

side effects of the drug. 

(vii) 
1 

agree to ensure that all associates, colleagues and employees assisting in the conduct of th e study arc 

suitably qualified and experienced and they have been informed about their obligations in meet ing th eir 

commitments in the trial. 

(viii) I agree to maintain adequate and accurate records and to make those records availabl e for audit/ inspection 

by the Sponsor, Ethics Committee, Licensing Authority or th eir authorized representatives, in acco rd,rn ce w ith 

regulato ry and GCP provision s. I will fully cooperate with any study related audit conducted by regulatory offi cials 

or autho ri zed represe ntatives of the Sponsor. 

(i x) I agree to promptly report to the IRB/EC all changes in the clinical trial activities and all unanti cipated 

problems involving risks to human Subjects or others. 

(x) I agre e to inform all serious adverse events to the Sponsor as well as th e IRB/EC within 24 hrs of th eir 

occurrence. 

(xi) I will maintain confidentiality of the identification of all participating study patients and ass ure secu rity and 

confidentiality of study data. 

(xii) I have/do not have any conflicts of Interest (COi) in the study i.e. Financial/Personal or others. 

(xiii) I agree to comply with all other requirements, guidelines and statutory obligations as appli ca ble to cl inical 

Investigators participating in clin ica I tria Is 

8. Sign;:iturc o f th e Inves tigator with Date 

Name of the Investigators: 

Dr. Shrey Aryan 
9'1/6'/26 ~ 
Date: Signature of the Investigator: 

Dr. Soumendranath Ray t5 · 6,;;,~ ~~.-~,1~£rs;,;:.-:o</e ffe 
q.~ . % Q~o-,,{J~ . 

Dr. Jayanta Das Date: Signature ~ th f lnvestiga : 

Signa~ ftF~~ O 
Dr. Bipradas Roy Date: 

~. 
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Dr. Priya Ghosh 

Or. Saya ntani Sinh a 

Tata Medical Center 
Institutional Review Board 

Date: ~{;,/ 2,f. Signature of the Investigator: 

Date : 't"/6 /J.J Signature of the Investigator: 
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I agree to ensure that all associate 11 
s, co eagues and employees assisting in the conduct of the study ;ire su it ;ih ly 

qual ified and experienced and the h • . 

Y ave been informed about their obligations in meeting their commitm ent s in the 

trial. 

1 
agree to maintain adequate and accurate records and to make those records available for audit/inspection by th e 

Sponsor, E
t h

ics Committee, Licensing Authority or thei r authorized representatives, in accordance wit h rcr,ul;itory 

'
1 110 

GCP p rov isions . 1 w ill fully cooperate with any study related audit conducted by regulatory offi ci;il s o r ;w thoriied 

representatives of th e Sponsor. 

1 agree to promptly report to the Ethics Committee all changes in the clinical trial activities and all un anticip;itcd 

problems involving risks to human Subjects or others. 

I agree to inform all unexpected serious adverse events to the Sponsor, Licensing Authority as well as the Ethi cs 

Committee and copy to the Head of the Institution within one day of their occurrence. 

I w ill maintain confidentiality of the identification of all participating study patients and assure security ancl 

confide ntiality of study data . 

I agree to comply with all other requirements, guidelines and statutory obligations as app li c.;:ib le to cli n ical 

Invest igators participating in clinical trials 

I agree to declare confli ct of interest, if any during the discussion and decision taking in the EC Mcc'.tings . 

Name of the Princi~af. lnvestiga~or: Dr. Anirban/M t :erjee 

Signature of the Pnnc,paf Investigator: ~ ~ 

Date : 
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1/W Secnitariat 

This Document is Electronicolly Signed 

Reviewed by: Prof Siddhartha Roy 

TMC-IRB Chairperson 

Approved by : Dr Pattathcyil Arun 

Head of th e In stitut ion 
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