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Protocol Review Form and Presentation in Full board Meeting

For Biomedical Research
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A Scientific value

1 | nann1suazineng (Rationale) ICH-GCP 6.2

2 | msmumuissanssuiendes ICH-GCP 6.2.7

3 | dngUszasd (Objective) ICH-GCP 6.3

4 | sUkuun15398 (Study design) ICH-GCP 6.4

5 | nguussannsiidinw (Study population) ICH-GCP 6.2.6

6 | aundi0e19 (Sample size) ICH-GCP 6.9.2

7 | msfmdeneranadasiidilasens (nclusion criteria)
ICH-GCP 6.5

8 | MmfneanataseananlATINITIVY (Exclusion criteria) ICH-GCP
6.5.3

9 | MsnvusEI@lnTeanIINIATINTT (Withdrawal Criteria) ICH-GCP
6.4.6

10 | miloraadinsnauiusnzuns (Vulnerable subjects)
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11 | mswuanguuazIsnisgueranasag ICH-GCP 6.4.3
12 | w3ssdlonsedidvaaeunldlun1side ICH-GCP 6.6.1
13 | mslinaumivauniesviaen ICH-GCP 6.4.7
14 | 38n13ianan193de ICH-GCP 6.4.1
15 | mahsgiwaunsndounaznisuily ICH-GCP 6.8.1
(i) By using procedures that are consistent with sound
research design and that do not unnecessarily expose
subjects to risk, and

(i) Whenever appropriate, by using procedures already being
performed on the subjects for diagnostic or treatment
purposes.

16 | 1uunazUiuuveudennindidingia ICH-GCP 6.7.1
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B  Ethical Issue and Risk/Benefit assessment
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C Informed Consent
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D Investigator
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2 Conflict of interest
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Risk-Benefit Assessment

[ ] Taudesliifuanudsadnides Research not involving greater than minimal risk

[ ] fmnudsaiuniienudsadnies watiuselevinedenaadnsinenss Research involving greater than

minimal risk but presenting the prospect of direct benefit to the individual subjects

[ ] fianudssiunianudsadnies uazlifivsslevinemenaalinslenss uadnnudululinagldsuanug
WWeaiulsanieanizonanadasidu 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
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$reusaiinsenuguninuazaulusgifvetenaiadns Research not otherwise approvable which
presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health

or welfare of subjects
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