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Clinical Trial Reviewer Assessment Form 


Section A: Administrative Information
Protocol Number: Click or tap here to enter text.
Protocol Title: Click or tap here to enter text. 
Protocol version and date: Click or tap here to enter text.
Principal Investigator: Click or tap here to enter text. 
Sponsor: Click or tap here to enter text. 

Reviewer name: Choose an item.

Conflict of Interest Declaration:
    ☐  None
    ☐  Yes (specify): Click or tap here to enter text. 

Section B: Scientific Merit and Methodological Quality
	Item #
	Assessment topics
	Assessment
	Comments (if No or Partially)

	1.
	Study title appropriately stated 
	Choose an item.	

	2.
	Study questions and rationale appropriate
	Choose an item.	

	3.
	Study objectives clear and achievable
	Choose an item.	

	4.
	Study endpoints defined and appropriate
	Choose an item.	

	5.
	Study design described and appropriate
	Choose an item.	

	6.
	Study participants defined and appropriate
	Choose an item.	

	7.
	Sample size determined and appropriate
	Choose an item.	

	8.
	Inclusion and exclusion criteria appropriate
	Choose an item.	

	9.
	Recruitment methods appropriate
	Choose an item.	

	10.
	Withdrawal criteria defined and appropriate
	Choose an item.	

	11.
	Procedures used in research appropriate
	Choose an item.	

	12.
	The use of a control group or a placebo appropriate
	Choose an item.	

	13.
	Investigational drug or medical devices clearly defined
	Choose an item.	

	14.
	Method of safety assessment appropriate
	Choose an item.	

	15.
	Monitoring of complications appropriate
	Choose an item.	

	16.
	Blood or specimens appropriate
	Choose an item.	

	17.
	Duration and number of follow-ups appropriate
	Choose an item.	

	18.
	Outcome measures (criteria) appropriate
	Choose an item.	

	19.
	Statistical and analytical plan appropriate
	Choose an item.	



Section C: Ethical Considerations
	Item #
	Assessment topics
	Assessment
	Comments (if No or Partially)

	1.
	Informed consent process described
	Choose an item.	

	2.
	Time when to obtain informed consent stated
	Choose an item.	

	3.
	Place where informed consent will be obtained stated
	Choose an item.	

	4.
	Data storage & security described and appropriate
	Choose an item.	

	5.
	Anonymization and de-identification appropriate
	Choose an item.	

	6.
	Data access control defined
	Choose an item.	

	7.
	Data sharing governed and documented
	Choose an item.	

	8.
	Involvement of vulnerable participants
	Choose an item.	

	
	If Yes, justification provided for vulnerable populations
	Choose an item.	

	
	If Yes, additional safeguards described and appropriate
	Choose an item.	

	9.
	No unjustified exclusion
	Choose an item.	

	10.
	Risks to the participant’s health identified
	Choose an item.	

	11.
	Risks to the research community identified
	Choose an item.	

	12.
	Risk minimization stated and appropriate
	Choose an item.	

	13.
	Direct benefits to participants stated
	Choose an item.	

	14.
	Benefits to the community stated
	Choose an item.	

	15.
	Insurance details provided
	Choose an item.	

	16.
	Management of Adverse Events stated and appropriate
	Choose an item.	

	17.
	Considerations for secondary use of data stated
	Choose an item.	

	18.
	Biological specimen management described
	Choose an item.	

	19.
	Dissemination of results described
	Choose an item.	





Section D: Informed Consent Form (ICF)
	Item #
	Assessment topics
	Assessment
	Comments (if No or Partially)

	1.
	Template for Consent and Assent Forms appropriate
	Choose an item.	

	2.
	The person obtaining informed consent clearly stated
	Choose an item.	

	3.
	Rationale and objectives of the research clearly stated
	Choose an item.	

	4.
	Voluntary participation clearly stated
	Choose an item.	

	5.
	Right to withdraw from the study clearly stated
	Choose an item.	

	6.
	Alternatives in case of non-participation clearly stated
	Choose an item.	

	7.
	Study procedure clearly stated
	Choose an item.	

	8.
	Participants’ responsibilities clearly stated
	Choose an item.	

	9.
	Risks or discomforts to the participants clearly stated
	Choose an item.	

	10.
	Benefits to the participants or others clearly stated
	Choose an item.	

	11.
	Medical care during the study clearly stated
	Choose an item.	

	12.
	Payment, reimbursement or compensation appropriate
	Choose an item.	

	13.
	Privacy and confidentiality clearly stated
	Choose an item.	

	14.
	Details on how the results will be utilized stated
	Choose an item.	

	15.
	Contact address of the investigator clearly stated
	Choose an item.	

	16.
	Contact address of RNEC clearly stated
	Choose an item.	

	17.
	Certificate of informed consent appropriate
	Choose an item.	

	18.
	Language used in ICF appropriate (Lay language)
	Choose an item.	

	19.
	Translation of ICF appropriate
	Choose an item.	



Section F: Study Tools, Budget and Timelines
	Item #
	Assessment topics
	Assessment
	Comments (if No or Partially)

	1.
	Study tools (Questionnaires, CRF) appropriate
	Choose an item.	

	2.
	Translations of study tools appropriate
	Choose an item.	

	3.
	Study budget provided and reasonable
	Choose an item.	

	4.
	Study timelines provided and reasonable
	Choose an item.	



Section G: Qualification of Investigators
	Item #
	Assessment topics
	Assessment
	Comments (if No or Partially)

	1.
	All Investigator CVs included
	Choose an item.	

	2.
	Investigators qualified (education and experience)
	Choose an item.	

	3.
	Valid ethical training of the investigator
	Choose an item.	

	4.
	Conflict of interest of the investigators disclosed
	Choose an item.	



Summary assessment and recommendations to researchers
	1.
	Scientific assessment - Required modifications:

	
	· 
· 

	2.
	Ethical assessment - Required modifications:

	
	· 
· 

	3.
	Tools assessment - Required modifications:

	
	· 
· 

	4.
	Investigators’ assessment - Required modifications:

	
	· 
· 

	5.
	Other comments to the Researcher - Required modifications:

	
	· 
· 



Risk assessment of the protocol
  ☐  Research not involving more than minimal risk.
  ☐  Research involving greater than minimal risk but presenting the prospect of direct benefit to the participants
  ☐  Research involving greater than minimal risk and no prospect of direct benefit to the individual participant, but likely to yield generalizable knowledge about the participant’s disorder or condition

Duration of progress report
☐ 3 Months	☐ 6 Months	☐ 12 Months

Opinion of the Reviewer
☐ Approve as submitted
☐ Approve with minor modifications
☐ Require major revisions
☐ Defer (missing documents)
☐ Reject (unsafe or unscientific), please provide reasons: Click or tap here to enter text.

Reviewer signature: ________________

Date: Click or tap to enter a date.
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