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	SOP 03-V 4 / ANX 01-V 4.1


	
	Institutional Human Ethics Committee

E-mail: ihec@psgimsr.ac.in 

	Study Protocol Submission Form  (Regulatory Trials)
(Three hard copies and one soft copy to be sent to the IHEC Secretariat)

	1. IHEC PSG IMS&R Study Proposal No. 
(to be assigned by IHEC Secretariat)
	

	2. Title of the Study: 

	

	3. Name, affiliation and qualifications of the research investigators

	Sl.  No.
	Name of the Investigators (starting with PI)
	Institutional ID No.
	Department & Institution
	Qualifications (with subject)
	Role in the proposed study*

	(i)
	 
	
	
	
	

	(ii)
	 
	
	
	
	

	(iii)
	 
	
	
	
	

	(iv)
	 
	
	
	
	

	(v)
	 
	
	
	
	

	(vi)
	 
	
	
	
	

	 * Roles and responsibilities of investigators: choose the appropriate codes (A to T) below and write them against their name in the appropriate column above

	A.
Concept
B.
Design
C.
Screening of patients

D.
Selection and recruitment of study participants

E.
Informed consent

F. 
Selection & Recruitment of patients
G.
Laboratory investigations
H.
Laboratory report interpretation
 I. 
Treatment decision
J. 
Patient evaluation
	K.   SAE evaluation and reporting
L.    Examination of patients on follow-up 

M.   Data collection and monitoring of data 

N.    Interpretation of data

O.    Statistical analysis & Interpretation

P.    Maintaining patients file and master file of project

Q.    Drafting final report

  R.    Submission of final report to funding agency and IHEC

S.    Publication
T.    Any other, please specify


	4. Contact Information of the Principal Investigator (corresponding investigator)

	4a. Mobile Number
	 

	4b. Department Phone Extension Number
	 

	5. Contact Address of Sponsor:


	

	 6. Clinical Trials: 

	Does the study involve use of  :      

	Drug
	Devices
	Vaccine
	Alternate System of Medicine
	Any Other (specify):
	

	i. Is it approved and marketed in:
	India                                     
	Other countries (specify):

	7. Duration of study:
	

	8. Sampling Methods and Sample Size

	Sample size
	Total
	
	At our site
	

	Justify the sample size at our site
	

	9. Will the sample(s) collected from the patients be sent abroad?  
	Yes
	No

	  a. If Yes, justify with details of collaborators:



	b. Is the proposal being submitted for clearance from Health Ministry’s Screening Committee (HMSC) for International collaboration?
	Yes
	No

	 10. Consent : 

	10 (a) Consent :     
	Written
	Audio-visual

	Consent form should include the following details:

	Understandable language (English & local)
	Alternatives to participation

	Statement that study involves research
	Confidentiality of  records

	Sponsor of study, if applicable
	Consent for future use of biological material, if applicable

	Purpose and procedures
	Statement that consent is voluntary

	Risks & Discomforts
	Right to withdraw

	Benefits
	Contact information of PI and IHEC

	10 (b) Who will obtain the consent?
	PI / Co-PI
	Research Staff
	Nurse / Counselor
	Other (Specify)


	11. Conflict of Interest

	(i) Do you have conflict of interest?

            (financial/nonfinancial)
(ii) If Yes, specify :
	Yes
	No

	12. Storage and archival of study documents

	Specify the period and site of storage of study documents: 



	13. Permission to collect data from departments (attach permission letters in separate sheet). Write below the names of departments and institutions from where samples are to be collected.

 It is the responsibility of the PI to obtain permission from each and every department of PSG IMS&R involved in data collection (and heads of departments as well as institutions, if samples are collected and/or diagnostic or imaging services are used from the respective departments / institutions) by furnishing all necessary information (including purpose, sample size, cost involved, etc., to the heads of the departments concerned).

	

	14. Checklist of documents to be submitted with the Study Protocol Submission Form

	Item Description
	Yes
	No
	NA

	1. Covering Letter
	
	
	

	2. Brief description of proposal (Study Protocol)
	
	
	

	3. Informed Consent form (in English)
	
	
	

	4. Informed Consent form (in all relevant regional languages)
	
	
	

	5. Copy of questionnaire (in English)
	
	
	

	6. Copy of questionnaire, translated version (in all relevant regional languages)
	
	
	

	7. HMSC/DCGI/DBT/BARC clearance if obtained
	
	
	

	8. Permission letter(s) from heads of departments other than that of the PI, if study involves data collection / uses diagnostic and/or imaging services from those departments of PSG IMS&R
	
	
	

	9.   9. CV of ALL Investigators (including Guide)
	
	
	

	10. Investigator’s brochure (IB) for recruiting  Participants
	
	
	

	11. Copy of advertisements / recruitment documents, if any
	
	
	

	12. Copy of clinical trial protocol
	
	
	

	13. Fee for review
	
	
	

	14. Material Transfer Agreement (MTA)
	
	
	

	15. Clinical Trial Agreement (CTA)
	
	
	

	16. Insurance coverage certificate (for study participants)
	
	
	

	17. Indemnity insurance certificate (for the study team)
	
	
	

	18. CTRI Number
	
	
	

	19. Other (specify):

	
	
	

	15. Signature of  PI

	Undertaking: 
I hereby agree to abide by the ethical principles set out in relevant guidelines.
I hereby declare that contents of the soft and hard copies of this document submitted to the IHEC are the same.

Name:                                                               

Designation, Department & Name of the Institution:

 Date:                                                                                                                     Signature of PI

	15.a. Signature of co-investigators

	S No.
	Name
	Inst.ID
	Institution
	Signature

	i. 
	
	
	
	

	ii. 
	
	
	
	

	iii. 
	
	
	
	

	iv. 
	
	
	
	

	v. 
	
	
	
	

	vi. 
	
	
	
	

	16.  Forwarded by the Head of PI’s Department

	Name of the Head of the Department:
Signature of the Head of the Department with date:
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