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	Application No:
	
	
	
	
	
	
	
	



For the Reviewer 
       Section 01- Declaration (Mark your response appropriately)
· I have conflicts of interest in reviewing this research proposal     		|_|
· I have no conflict of interest in reviewing this research proposal                  |_|
[image: ]







Title of the Research Project:


· Please include the following information as given in your research proposal indicating the page number(s) relevant to each section in the box which will help the reviewers.
	
	Yes
	No
	N/A
	Section & Page
	Reviewer checked/ Comments (For the Reviewer)

	1.
	Collaborative partnership

	
1.
	Collaborations established with institutions where the study is to be conducted
	
|_|
	
|_|
	
|_|
	
	

	

2.
	Collaborations established with the community where the study is to be conducted
	
|_|
	
|_|
	
|_|
	
	

	
3.
	Benefits to institutions, communities and participants in your research
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	2.
	Social Value

	1. 
	Beneficiaries of the research and the benefits to the participants and others
	[bookmark: _Hlk500361254]
|_|
	
|_|
	
|_|
	
	

	2.
	Plan for dissemination of study findings
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	3.
	Scientific Validity

	1.
	Scientific importance of the study in relation to improving health care and/or knowledge on the subject.
	
|_|
	
|_|
	
|_|
	
	

	2.
	Justification if the study is a replication study.
	
|_|
	
|_|
	
|_|
	
	

	3.
	How the sample size was calculated
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments



	4.
	Confidentiality

	1.
	How the data and samples will be obtained
	
|_|
	
|_|
	
|_|
	
	

	2.
	How long data and samples will be kept
	
|_|
	
|_|
	
|_|
	
	

	3.
	Justification for collection of personal identification data
	
|_|
	
|_|
	
|_|
	
	

	4.
	Who will have access to personal data of the research participants
	
|_|
	
|_|
	
|_|
	
	

	5.
	How confidentiality of participants will be ensured
	
|_|
	
|_|
	
|_|
	
	

	6.
	Procedure for data and sample storage
	
|_|
	
|_|
	
|_|
	
	

	7.
	Procedure for data and sample disposal
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	5.
	Rights of the participants

	1.
	Procedure for subjects to withdraw from the research at any time
	
|_|
	
|_|
	
|_|
	
	

	2.
	Procedure for subjects to ask questions and register complaints
	
|_|
	
|_|
	
|_|
	
	

	3.
	Procedure for register complaints
	
|_|
	
|_|
	
|_|
	
	

	4.
	Contact person for research subjects
	
|_|
	
|_|
	
|_|
	
	

	5.
	Provisions for participants to be informed of results
	
|_|
	
|_|
	
|_|
	
	

	6.
	Provision to make the study product available to the study participants after research
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	6.
	Fair participant selection

	1.
	Justification for the selection of the study population
	
|_|
	
|_|
	
|_|
	
	

	2.
	Inclusion and exclusion criteria
	
|_|
	
|_|
	
|_|
	
	

	7.
	Responsibilities of the researcher

	1.
	Provision of medical care to research participants
	
|_|
	
|_|
	
|_|
	
	

	2.
	Provisions for continuation of care after the research is completed
	
|_|
	
|_|
	
|_|
	
	

	3.
	Declaration of conflicts of interests and how the investigators plan to manage the conflicts
	
|_|
	
|_|
	
|_|
	
	

	4.
	Ethical/legal/social and financial issues relevant to the study.
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	8.
	Vulnerable populations

	1.
	Justification for conducting the study in this population
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	9.
	Research funded by industry

	1.
	Justification for conducting the study in Sri Lanka
	
|_|
	
|_|
	
|_|
	
	

	2.
	Relevance of the study to Sri Lanka
	
|_|
	
|_|
	
|_|
	
	

	3.
	Post research benefits to Sri Lanka
	
|_|
	
|_|
	
|_|
	
	

	4.
	Steps taken to take into account cultural and social customs, practices, and taboos in Sri Lanka
	
|_|
	
|_|
	
|_|
	
	

	5.
	Sharing of rights to intellectual property
	
|_|
	
|_|
	
|_|
	
	

	6.
	Fate of data and biological samples including whether they will be transferred abroad and what will happen to them after the conclusion of the study
	
|_|
	
|_|
	
|_|
	
	

	7.
	Agreement between the sponsor/funding agency and the investigator
	
|_|
	
|_|
	
|_|
	
	

	8.
	Materials transfer agreement, if biological material is to be transferred abroad
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	10.
	Community based research

	1.
	Impact and relevance of the research on the community in which it is to be carried out
	
|_|
	
|_|
	
|_|
	
	

	2.
	Procedure used to obtain consent from the community leader
	
|_|
	
|_|
	
|_|
	
	

	3.
	Contribution to capacity building of the community
	
|_|
	
|_|
	
|_|
	
	

	4.
	Procedure for making available results of research to the community
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments


	11.
	Clinical trials

	1.
	Justification for withdrawing any therapy from participants to prepare them for the trial
	
|_|
	
|_|
	
|_|
	
	

	2.
	Justification for withholding standard therapy from trial participants (e.g. control group)
	
|_|
	
|_|
	
|_|
	
	

	3.
	Justification for deviating from the accepted standard procedure
	
|_|
	
|_|
	
|_|
	
	

	4.
	Procedure for dealing with adverse events
	
|_|
	
|_|
	
|_|
	
	

	5.
	Procedure for reporting adverse events
	
|_|
	
|_|
	
|_|
	
	

	6.
	Provisions for safety monitoring
	
|_|
	
|_|
	
|_|
	
	

	7.
	Provisions/criteria for termination of the trial
	
|_|
	
|_|
	
|_|
	
	

	8.
	Provisions for making the trial drug available to participants after the trial if found to be effective
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments





	12.
	Information Sheet (IFS)/Informed Consent Form (ICF) Check List (List the sections in IFS/ICF where you have dealt with the following)
	Section IFS/ICF
	Reviewer checked/ Comments

	1.
	Purpose of the study
	
	

	2.
	Voluntary participation
	
	

	3.
	Duration of the study 
	
	

	4.
	Procedures of the study
	
	

	5.
	Participant’s responsibilities
	
	

	6.
	Potential benefits
	
	

	7.
	Risks, hazards and discomforts
	
	

	8.
	Reimbursements
	
	

	9.
	Confidentiality
	
	

	10.
	Termination of study participation
	
	

	Reviewer’s comments




	
	Yes
	No
	N/A
	Section & Page
	Reviewer checked/ Comments

	13.
	Consent (List the sections in consent form where you have dealt with the following)

	
1.
	Procedure for initial contact of participants*
	
|_|
	
|_|
	
|_|
	
	

	
2.


	Procedure for obtaining informed consent
                                                               Verbal 
	
|_|
	
|_|
	
|_|
	
	

	
	
Written
	
|_|
	
|_|
	
|_|
	
	

	3. 
	Information (written/oral) provided to participants
	
|_|
	
|_|
	
|_|

	
	

	4.
	Has the understanding of the subjects verbally verified
	
|_|
	
|_|
	
|_|
	
	

	5.
	Procedure for obtaining proxy consent.
	
|_|
	
|_|
	
|_|
	
	

	6.
	Procedure for withdrawing consent.
	
|_|
	
|_|
	
|_|
	
	

	7.
	Incentives/rewards/compensation provided to participants.
	
|_|
	
|_|
	
|_|
	
	

	8.
	The procedure for re-consenting if the research protocol changes during the course of research.
	
|_|
	
|_|
	
|_|
	
	

	9.
	The procedure for consenting if vulnerable groups / children under 18 years of age being recruited.
	
|_|
	
|_|
	
|_|
	
	

	10.
	The procedure for consenting if children aged 12 - 18 years of age being recruited. (for children aged 12-18 years in addition to parental consent, children’s assent must be sought)**
	
|_|
	
|_|
	
|_|
	
	

	Reviewer’s comments




* Attach a copy of all posters, advertisements, flyers, letters to be used for recruitment.
** Attach an assent form for children aged 12-18 years




[bookmark: _GoBack]
For official Use
14. Overall Comments:

…………………………………………………………………………………………………
…………………………………………………………………………………………………
…………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………..

Final Decision: (PLEASE TICK )
	Accepted without any modifications
	

	Accepted with minor modifications 
	

	Accepted with major modifications 
	

	Not Accepted
	




	Name of Reviewer :……………………………………………………………………………

Signature :……………………………………………………………………………………...

Date 	: ………………………………………………………………………………………...


For official Use
	Application No:
	
	
	
	
	
	
	
	
	Date Received:
	
	
	
	
	
	
	
	

	Reviewed By:
	
	
	
	
	
	
	
	
	Meeting Date:
	
	
	
	
	
	
	
	

	Decision:
	
	
	
	
	
	
	
	
	Date Informed:
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