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A. Methodology: issues needed for attention;

Guideline for Primary Reviewers

L.
2.
3.

Scientific question(s)
Outcomes related to title and objectives
Literature reviewed
Toxicology of substance used
Investigator qualification & competency
Population studied

6.1 Clearly stated

6.2 Vulnerable group

6.3 How to approach

6.4 Inclusion & Exclusion criteria

6.5 Reference of sample size, sampling

technique

7. Research design

8. Intervention/Manoeuvre

9. Research tools approved & references
10. Data Collection and monitoring system
11. Risk/Benefit

12. Statistical method

13. Ethics

14. Budget




Guideline for Primary Reviewers

B. Research Participant Information Sheet and consent form

1. Lay language used that participants can understand.

2. Investigator: name, address & telephone number.

3. Purposes of study.

4. Procedures to be carried out on participant.

5. Recruitment methodology: ensures voluntary, non-coercive recruitment/participation. They may
refuse to participate and may withdraw at any time without penalty or adverse consequences?
Procedure/form adequate and culturally appropriate.

Time required for participations.

Risks, discomforts, inconveniences (including possible discrimination).

o 0o N o

Benefits to participants and others.
10. State about confidentiality and how.

11. Compensation for time loss/transportation.

12. Compensation if adverse effects occurred (if any). 15. Procedure of how to

13. Participants provided with sufficient information ) )
appeal/complain to the committee

14. Reason for no signing of consent form.




Guideline for Primary Reviewers

C. Consent form

1. Consistent with Participant Information Sheet.

2. Reason to waive for signature or no consent form required,

« Other eg. Advertisement, questionnaire, Data worksheet



Informed consent
process
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