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Reviewer Assessment Form

Committee
Protocol number (lne)
Title:
(English)

Reviewer’s Name

Primary Reviewers

L] Exem ption

Item for review

O 2™ 3 [ Expedited review
] Full board review
A B | NA | A=appropriate, B=Inappropriate, NA=Not applicable

mneanuliifetemselided

Investigator’s Qualification: (MNM5%11 Clinical Trials PI ABeil GCP Training)

Protocol

Opinion/suggestion

1. Research value / merit

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk (to WhoM...ooooveveeieinn. , risks by nature and expected
events i.e. physical, psychological, financial, social, etc.)

5. Benefit (to WhoM..o.oeeeeeeeeee. , both direct and indirect)

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

7.3 Acceptable treatment available
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8. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)
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Decision: Risk/Benefit Category

[ Research involving not greater than minimal risk

[ Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects

[ Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield
generalizable knowledge about the subject’s disorder or condition

] Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem
affecting the health or welfare of children
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