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Faculty of Medicine, Chulalongkorn University Self-Assessment Form
For PI

Tite: |(Biletarel Sida- .#;ngpr Flops (g Flops) for Treatment 4

Protocol number:

7 N
Investigator's Name and Qualification: [ Exemption

/@wee ﬂ; }La. YA 0‘/9(,'/? [0 Expedited review

Full board review

chro0iC  amok  ARVATE  flakaon Contvaitiras of M fingevs

Iltem for review A | B | NA Opinion/suggestion

. e vy
A= appropriate, B= Inappropriate, NA=Not apphcabie/‘lumm'llﬂw?"n'lummu

Investigator

Qualification / Competency

GCP training N9 Clinical Trials Pl #iaail GCP Training

AN

Protocol

1. Research value / merit I /i | |

2. Research validity

2.1 Good rationale /

2.2 Appropriate design and methodology

2.3 Sample size consideration w

%\
\

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:

4.1 Nature and likelinood of anticipated discomfort or adverse effects
BWphysical @ /
psychological -
social risks

4.2 Minimizing the risks

5. Benefit:
Hto the research participants /
& to the community or to society

Oto otners, PlEase SPECHY.....ccvreeiiiiieeii e

6. Vulnerability

6.1 Is a vulnerable population being studied?[d ves B no \/

If ves, tick the vulnerable population being studied:

Oerisoners
J Orregnant women
Omentally ill subjects
Ocancer or terminally ill subjects
Oneonates/infants/children (aged <18)
OHiviaios
O others (pleaseSpacily). unmmmaas
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Item for review A | B | NA Opinion/suggestion
A= appropriate, B= Inappropriate, NA=Not app\icableﬂmﬁmﬁmﬁﬂwﬁmﬂ

6.2 Is the justification for studying this vulnerable population adequate? /

7. Additional safeguard

7.1 Appropriate recruitment /

7.2 Adequate informed consent process(Wairuanszyauns1amuiueem)

7.3 Acceptable treatment available

SR

8. Ethical consideration (3 principles of Belmont Report)

9. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

NN

10. Others (Advertising, CRF,Questionaire, etc.)

Informed Consent Form
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\Rearfu genstic counseling
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ltem for review A | B | NA Opinion/suggestion

Y, A= appropriate, B= Inappropriate, NA=Not applicable/lifiendasitelifieed
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(144am21 template)
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2. whdauamsanurBuaamitnsaun1s3a8 (Consentform)
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2.5 AMNIMNIZANTEINITIA assent WALNNTAINN (WNay 7-18 1)
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2.6 nsreanniusenifumetnmiedan 3l lueunan syyanuify
sroziaanfireiiy Tarannmidalusunanfiliired e Hestiuamenssunig v

SFustriananTn
Decision: Risk/Benefit Category

E Research involving not greater than minimal risk.

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

I Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yieic genera zatwe

«nowtedge about the subject’s disorder or condition

EResearch not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a sericus problem affecting  the |

heaith or welfare of children

| agree Ao comply with Ethical Principles.

Investigator's Signature tz-
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