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I. Application
Determine if:
	Exempt

	Expedited
	Full Board

	


Negligible Risk.
Effect: Inconvenience
	


Minimal Risk.
Effect: Discomfort.
	


Medium to High Risk.
Effect: Harm.




II. Assessing Risk & Vulnerability
1. Topic Sensitivity: Will it cause stigma?                                         ☐ Yes ☐ No
2. Intervention: Will it cause physical or psychological harm?        ☐ Yes ☐ No
3. Researcher Qualification: Are they trained for this topic?           ☐ Yes ☐ No
4. Population: Does it involve vulnerable groups?                            ☐ Yes ☐ No

III. Scientific Soundness: The Foundation
Part I: Objectives & Background
☐ Is the background information sufficient?
☐ Are the objectives clear and defined?
☐ Is the literature review relevant?

IV: Scientific Soundness: The Methodology
☐ Is the study design appropriate for the objectives?
☐ Is the sampling strategy logical?
☐ Is the data analysis plan appropriate?

V: Balancing the scales: Risk vs. Benefit
1. Assess Risk Level   
☐ Low ☐ Med ☐ High
2. Mitigation Strategies 
☐ Low ☐ Med ☐ High
3. Evaluate Potential Benefits
☐ Present   ☐ Absent
4. Determine Justification

VI: Who Participates? Inclusion & Exclusion
_______________________________________________________________________

VII: The Contract: Informed Consent Content
         The “Must-Haves” for Ethical Compliance
Look for:
1. Statement that procedure is for research, social value establishment
2. Voluntariness & Right to Withdraw.
3. Contact info for Research Team AND Research Ethics Committee (REC)
4. Full disclosure of risks (physical, social, privacy)
5. Comprehensive information on procedures.
6. Statement of participant responsibilities

VIII. The Process: Voluntariness & Inducement
Process Integrity
☐ Setting: Is there privacy?
☐ Safety: Is there medical/psychosocial support available?  ☐ Yes ☐ No ☐ N/A
☐ Inducement: Is compensation coercive?      ☐ Yes ☐ No ☐ N/A
☐ Is there a “bothers fee”?    ☐ Yes ☐ No ☐ N/A

X. Governance & Community Impact
1. Conflict of Interest
2. Consultation Permits
3. Benefit to Community	

XI. The Verdict: Rendering a Decision
DISAPPROVAL
Fatally flawed; risks outweigh benefits.
MAJOR MODIFICATION
Significant issues (e.g., sample size, risk mitigation).
MINOR MODIFICATION
Requires small clarifications (e.g., ICF wording).
APPROVAL
Protocol meets all standard.






REVIEWER’S TOOL KIT
                                                                                                                                               Date: ____________________
Project Title: ______________________________________________________________________________

1. Does this research involve use of non-identifiable publicly available data?
☐ Yes		☐ No
2. Does this research involve interaction with human participants?
☐ Yes (Specify: ____________________________)
☐ No
3. Type of Research:
☐ Quality assurance / Quantitative (Descriptive-Correlational)
☐ Public service program
☐ Health surveillance
☐ Educational evaluation
☐ Consumer acceptability
☐ Others: Experimental
4. Is the data anonymized?
☐ Yes		☐ No		☐ N/A
5. Does the study involve foreseeable risk or harm?
☐ Yes		☐ No		☐ N/A
6. Does the study involve any vulnerable group?
☐ Yes (Specify: ____________________________)		
☐ No		
☐ N/A
7. Is the topic considered sensitive?
☐ Yes		☐ No
8. Is this a drug study?
☐ Yes		☐ No
9. Does the study ensure protection against stigma?
☐ Yes		☐ No
10. Does the study involve physical stress or discomfort?
☐ Yes		☐ No
11. Does the study involve psychological stress or discomfort?
☐ Yes		☐ No
12. Does the study involve deception or withholding of information from subjects?
☐ Yes		☐ No
13. Is there access to data by persons other than the investigator?
☐ Yes		☐ No
14. Is there any conflict of interest (COI)?
☐ Yes		☐ No
15. Does the study involve blood sampling?
☐ Yes		☐ No
16. Does it involve animals?
☐ Yes		☐ No
17. Are the researchers trained in this topic?
☐ Yes		☐ No

Remarks (if any):
______________________________________________________________________________
______________________________________________________________________________

Prepared by: _____________________________	    Date: ___________________________
Reviewed by: _____________________________	    Date: ___________________________


Recommendation:
____________________________________________________________________________________________________________________________________________________________
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