

FORMAT OF SUMMARY SHEET 
FOR NEW PROJECT PROPOSALS FOR CONSIDERATION OF HMSC
a. BioRRAP id of the proposal: 

b. Title of the proposal:
c. Duration of the proposal:

d. Please indicate the following:

	Name of participating sites/centres in India
	No. of participants/ sample size from each site in India
	Name of participating countries outside India
	No. of participants/ sample size outside India

	i. 
	i. 
	i. 
	

	ii. 
	ii. 
	ii. 
	

	iii. 
	iii. 
	iii. 
	

	
	
	
	

	
	
	
	


e. Has the proposal been submitted earlier to HMSC or any other concerned body i.e. screening committee of DoHFW or DBT for clearance of research projects for approval with respect to foreign funding/collaboration? If yes, provide details of decision made, comments given, and response/action taken thereon (if any)
a. Name of Indian Principal Investigator(s) and Co-Investigator(s) with designation, Institute name, address and Tel. No. / e-mail address:
b. List of ongoing international projects being undertaken by the Indian PI 
	
	Title
	Funding Agency
	Duration

	i. Clinical trials:
	
	
	

	ii. Observational studies:
	
	
	

	iii. Other projects:
	
	
	


c. Details of infrastructure and manpower directly connected to conducting health research in the parent institution

d. Is the proposed research an extension of already approved (and/or completed) research by Government of India, kindly provide the details
a. Name and address of Foreign Funding Agency:
b. Pl indicate whether being funded by GoI or its institutions under bilateral programme/MoU (in response to Call for Proposals):
c. Name of foreign collaborating scientist(s) with designation, address and Tel. / e-mail address:
d. ls the foreign agency, Indian organisation and scientists concerned, known to have taken up any project of significance to national security in the past or known to be associated with any military/security organisation or project or any project of gain of functional research? (Separate response for each)

e. Does the foreign researchers/ collaborators have approval of the competent authority in their respective country of origin for collaborative research with Government/ non-Governmental agencies in India, details of such approvals or clearances may be shared.
2. Budget:
	Sl. No.
	Type 
	Total Budget of the proposal (in INR)
	Budget for Indian Investigator(s) (in INR)

	i. 
	Staff
	
	

	ii. 
	Equipment
	
	

	iii. 
	Contingency (including

chemicals, reagents etc.)
	
	

	iv. 
	Travel (including manpower training)
	
	

	v. 
	In kind 
	
	

	Total 
	
	


3. a. Objectives and Expected outcomes/Implications for Indian National Programmes or Healthcare Priorities:

b. Indicate the Translational value of proposed  Research and Plan for translation:

4. Sensitivity/Security issues on visiting of Foreign PI:
a. Year wise break up of exchange of scientists/ technicians with duration of each visit

i. Number of visits (both ways)

ii. Duration of visits
b. What will be the likely places to be visited within the country by the foreign collaborator(s)?
c. Will the project involve visits/employment/stationing of foreigners to sensitive areas in the country? lf so, please specify the concerned Ministry, Gol from which the clearance has/will be obtained. (As available at: https://www.mha.qov.inlPDFother/Annexvll01022018.pdf)  
5. Transfer of Biological Material:
a. Does the proposal envisage transfer of any biological material including but not limited to cultures, organisms, antigens, anti-sera or entomological specimens? 
b. If so, specify the purpose and quantity (in percentage of total samples) of the biological material (Enclose a duly signed Material Transfer Agreement in prescribed format).
c. Provide the justification for transfer of biological material 
6. Ethical issues and concerns:

a. Do the investigators/researchers agree to abide by the National Ethical guidelines for Bio-Medical Research and other relevant regulations by Government of India 
b. Is a copy of Intuitional Ethics Committee clearance certificate attached? and is the lRB/lEC registered with the National Ethics Committee Registry for Biomedical and Health Research? Indicate the information in the table provided below:

	Name of participating Indian sites
	IEC clearance uploaded on the HMSC portal 

(Yes/No)
	Is IEC registered with DHR? 

(Yes/No)
	DHR registration no. of IEC

	i. 
	
	
	

	ii. 
	
	
	

	iii. 
	
	
	

	
	
	
	

	
	
	
	


7. Biosafety Concerns:
a. Are there any special precautions /safety necessary in the project with reference to use of: 

i. micro-organisms which fall under Risk Group 3 and above? lf yes, include details of BSL 3 and above certification by RCGM for the collaborating laboratories in India 

ii. radio-active materials, 

iii. recombinant DNA/genetic engineering work, 

iv. environmental pollution, 

v. agents cytotoxic to plants, animals and humans 

vi. Genetically Modified Organisms 

vii. If yes, has the clearance been obtained from the appropriate Gol authorities/Ministry? Please enclose a copy of the same.

b. Will the research be conducted in accordance not only with the country’s own environmental standards, but with international environmental standards as well?
c. Does the project involve field trials / testing? If so, please indicate reference (Page no.) of the details in the enclosed project proposal. Also give a copy of registrations/approvals with Clinical Trials Registry- India (CTRI) and/or DCG (l)

8. Data sharing and ownership:
i. Is data generated in India to be shared with the foreign collaborators/ funding agency? If yes, do the terms of collaboration ensure that all data and materials collected/generated in India are owned by Indian PI? 

ii. Whether raw or deidentified or analysed data(specify which one(s)) collected during the project will be shared with the foreign collaborators/ funding agency? 

iii. Is foreign assistance being sought for analysis of the data or will the data be held and analyzed entirely within India 

iv. Will the shared data be used and analysed exclusively as per the objectives pertaining to the proposal? 
Has a Data Sharing Agreement/MoU been signed to this effect (including points i to iv)? Enclose a duly signed copy of the Data Sharing Agreement/MoU.
i. Is the data to be computerized and incorporated into computerized data banks abroad? 

ii. If so, will measures be taken to suitably “sanitize” such data? 

b. Is there any project related information which could compromise security / sensitivity aspects of the country? 
9. Intellectual Property Rights:
a. Do you think that the results of collaborative research could be commercially exploited? If so, Specify the Intellectual Property Rights (IPR) issues involved.
b. How these issues have been addressed? Which entity will hold primary and preferential intellectual Property Rights (lPR) to the results of the research?

10. Scientific/peer review of the proposal:
a. Attach the comments of the scientific review of the proposal along with the details of the reviewers

b. Were the comments of the reviewers incorporated in the study proposal
11. Describe roles and responsibilities of (a) Indian PI & (b) Foreign PI briefly (2-3 lines each) in
	
	Role of Indian PI
	Role of Foreign PI

	Conceptualization of the study:
	
	

	Design of study, protocol, SOPs, Case Report Form:
	
	

	Study implementation:
	
	

	Data analysis:
	
	

	Lab analysis:
	
	

	Manuscript preparation:
	
	


