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	[bookmark: _Hlk178752972]STUDY PROTOCOL INFORMATION: (To be accomplished by the Principal Investigator)

	CSMC RERC Code:
	[bookmark: Text18][bookmark: _GoBack]     

	Study Protocol Title:
	     

	Principal Investigator:
	     

	Study Protocol Submission Date:
	(dd/mm/yyyy)     



TO THE PRIMARY REVIEWER/ INDEPENDENT CONSULTANT: 
Please refer to the separate technical assessment by the PI as shown in the Registration and Application Form 2B.1.
Please confirm the submitted protocol information and evaluate how the assessment points are addressed by the study protocol. 
Provide comments in the space under “REVIEWER’S ASSESSMENTS” and indicate any recommendations. 
State clearly any clarificatory questions and be specific about requests for any further information. 
Finalize your review by indicating your conclusions under “REVIEWER’S RECOMMENDATION” and signing in the space provided for the primary reviewer.

[bookmark: _Hlk178702014]This portion is to be accomplished by the CSMC RERC Primary Reviewers.
	


ASSESSMENT POINTS
	REVIEWER ASSESSMENTS

	
	Check () if the specified assessment point is addressed.
	
COMMENTS

	
	YES
	NO
	N/A
	

	1. 
	Does the study have social value?
	[bookmark: Check3]|_|
	|_|
	|_|
	     

	2. 
	Are the objectives clear?

	|_|
	|_|
	|_|
	     

	3. 
	Are the objectives achievable?
	|_|
	|_|
	|_|
	     

	4. 
	Is the Literature review sufficient?
	|_|
	|_|
	|_|
	     

	5. 
	Is Investigator’s Brochure sufficient? (for Industry-sponsored research)?
	|_|
	|_|
	|_|
	     

	6. 
	1. 
1. 
1. 
1. 
Is the Research design appropriate for the objectives?
	|_|
	|_|
	|_|
	     

	7. 
	Is the sample size stated?
	|_|
	|_|
	|_|
	     

	8. 
	Is the sample size justified?

	|_|
	|_|
	|_|
	     

	9. 
	Is the data analysis plan appropriate?
	|_|
	|_|
	|_|
	     

	10. 
	Are inclusion criteria precise for scientific merit and safety concerns?
	|_|
	|_|
	|_|
	     

	11. 
	Are exclusion criteria precise for scientific merit and safety concerns? 
	|_|
	|_|
	|_|
	     

	12. 
	Are withdrawal criteria precise for scientific merit and safety concerns 
	|_|
	|_|
	|_|
	     

	13. 
	Is the use of placebo justified?
	|_|
	|_|
	|_|
	     

	14. 
	1. 
Is the methodology clear?
	|_|
	|_|
	|_|
	     

	15. 
	Is the data collection plan appropriate?
	|_|
	|_|
	|_|
	     

	16. 
	Are the plans for specimen collection and handling appropriately described?
	|_|
	|_|
	|_|
	     

	17. 
	Will blood or tissue samples be sent abroad?
	|_|
	|_|
	|_|
	     

	18. 
	Does the PI have relevant certifications to ascertain capability to manage study-related risks? 
	|_|
	|_|
	|_|
	     

	19. 
	Is the choice of study site justified?
	|_|
	|_|
	|_|
	     

	20. 
	Are site resources adequate for the study objectives?
	|_|
	|_|
	|_|
	     

	21. 
	Is the involvement of other local researchers and communities in the protocol preparation and implementation required? 
	|_|
	|_|
	|_|
	     

	22. 
	Is the duration of participant involvement justified?
	|_|
	|_|
	|_|
	     

	23. 
	Is there adequate data privacy protection plan?
	|_|
	|_|
	|_|
	     

	
	ETHICAL CONSIDERATIONS

	24. 
	1. 
Did the PI declare whether or not there is any potential conflict of interest? (Section V of Form 2B Registration and Application for Protocol Review)
	|_|
	|_|
	|_|
	     

	25. 
	Is waiver of informed consent applicable to the study? If yes, refer to Form 2B.2.
	|_|
	|_|
	|_|
	     

	26. 
	Is the Informed Consent process described sufficiently?
	|_|
	|_|
	|_|
	     

	27. 
	Does the description of the plans for online collection of information include provisions for preventing breach of privacy and confidentiality?
	|_|
	|_|
	|_|
	     

	28. 
	Is there provision for Assent for the elderly?
For adults who are not competent to consent (for example, elderly or adults with conditions that prevent appropriate consent), review feasibility of obtaining assent vis à vis incompetence to consent. (NEGHHR page 37 item 1.4)
	|_|
	|_|
	|_|
	     

	29. 
	Is there provision for Assent for minors
Review of feasibility of obtaining assent vis à vis incompetence to consent; Review of applicability of the assent age brackets in children:
0-under 7: No assent
7-under 12: Verbal Assent
12-under15: Simplified Assent Form
15-under18: Co-sign informed consent form with parents
(NEGHHR page 37 item 1.4, pages 132-133 items 6.1-6.4.)
	|_|
	|_|
	|_|
	     

	30. 
	Is the manner of Recruitment ethical / non-coercive?
Review of manner of recruitment including appropriateness of identified recruiting parties (NEGHHR page 22 item 1.4)
	|_|
	|_|
	|_|
	     

	31. 
	Is the use of special populations and vulnerable groups justified?
Review of involvement of vulnerable study populations and impact on informed consent (see 3.3). Vulnerable groups include the minors, elderly, ethnic and racial minority groups, the homeless, prisoners, people with incurable disease, people who are politically powerless, or junior members of a hierarchical group. Involvement of vulnerable groups must always be assessed in the context of the protocol and the participants (NEGHHR 2017-page 36 item 1.3)
	|_|
	|_|
	|_|
	     

	32. 
	Does the protocol describe how risks of the study will be minimized?
Review of level of risk and measures to mitigate these risks (including physical, psychological, social, economic), including plans for adverse event management; Review of justification for allowable use of placebo as detailed in the Declaration of Helsinki (as applicable); Review of course of action in case of breach of data (as applicable) 
(NEGHHR 2017-page 36 item 1.3; page 41 item 4.3.)
	|_|
	|_|
	|_|
	     

	33. 
	Are the Benefits of the study clearly stated? 
Review of potential direct benefit to participants; the potential to yield generalizable knowledge about the participants’ condition/problem; non-material compensation to participant (health education or other creative benefits), where no clear, direct benefit from the project will be received by the participant
(NEGHHR 2017 page 36 1.3, page 41 item 4.3.)
Recommend measures to maximize benefits to subjects (e.g., post-trial access, information sharing)
	|_|
	|_|
	|_|
	     

	34. 
	Can the benefit-risk ratio still be improved favorably? 
e.g., recommend provision of ancillary and/or medical care when needed
	|_|
	|_|
	|_|
	     

	35. 
	Is there a Safety monitoring plan in place?
Review of appropriateness of measures to assess risk and burdens to the participants and precautions taken to minimize negative impact of the study on the well-being of the participants (NEGHHR 2017-page 41 item 4.3.)
	|_|
	|_|
	|_|
	     

	36. 
	Is there any provision for Post-trial access to the investigational product?
	|_|
	|_|
	|_|
	     

	37. 
	Are there any incentives or compensation to be provided?
	|_|
	|_|
	|_|
	     

	38. 
	Will there be compensation for study-related injuries?
	|_|
	|_|
	|_|
	     

	39. 
	Has the impact on the Community been considered?
Review of impact of the research on the community where the research occurs and/or to whom findings can
be linked; including issues like stigma or draining of local capacity; sensitivity to cultural traditions, and involvement of the community in decisions about the conduct of study
(NEGHHR 2017-page 41 item 4.9.)
	|_|
	|_|
	|_|
	     

	40. 
	Are the collaborative study terms of reference clear? 
Review of terms of collaborative study especially in case of multi-country/multi-institutional studies, including intellectual property rights, publication rights, information and responsibility sharing, transparency, and capacity building (NEGHHR page 37 item 1.10)
	|_|
	|_|
	|_|
	     

	41. 
	Is the Dissemination Plan described adequately?
Review of appropriateness in sharing research results which may have significant implications on the well-being of the participants and the community and in relation to achieving social value. (NEGHHR 2017-page 22 item 1.5)
	|_|
	|_|
	|_|
	     

	42. 
	Are there any inconsistencies between the protocol and the ICF? Indicate 
	|_|
	|_|
	|_|
	     

	43. 
	Are there any other issues raised for this study?
Gantt Chart, study budget, etc.
	|_|
	|_|
	|_|
	     

	44. 
	What is the over-all level of risk of this study?
Recommend additional risk mitigating measures if necessary
	
	
	
	Level of Risk:
|_| negligible
|_| low
|_| medium 
|_| high


REVIEWER’S RECOMMENDATION
|_| Approval
|_| Minor Modifications
|_| Major Modifications
|_| Disapproval
[bookmark: _Hlk178702070]Summary of comments:      

	Name of Primary Reviewer
	Signature
	Date

	     
	     
	(dd/mm/yyyy)
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