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2 | msnumussanssuiiisates ICH-GCP 6.2.7
3 | dmquszasd (Objective) ICH-GCP 6.3
4 | sUnuun5398 (Study design) ICH-GCP 6.4
5 ﬂajuﬂisﬁmﬂsﬁﬁﬂ‘m (Study population) ICH-GCP 6.2.6
6 | yuInFi0e1e (Sample size) ICH-GCP 6.9.2
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8 | msfmdeneranadasiidilasinisinclusion criteria)
ICH-GCP6.5
9 | nsuvanguuazisnisgueranadiasg ICH-GCP 6.4.3
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A. Scientific value

B. Ethical Issue and Risk/Benefit assessment

B.1) mMsldananasinsnguiusnzun (Vulnerable subjects)
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Vulnerable subjects

B.2) Risk/Benefit assessment

Uszlgail (anticipated benefit) WAUNTEN

Tsiwinnzau lsinedas

[ 1 no prospect of

likely to yield generalizable knowledge about the subject's

disorder or condition

direct benefit to individual subjects, but
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[ ] presenting the prospect of direct benefit to the individual
subjects
During the study
After study (post-study benefits)

[ 1 no prospect of direct benefit to individual subjects, but

likely to benefit groups or community or society.

A2NULEB991NN15398 (research risk)

LAUNTEU

Taiwinnzau

[ ] Research not involving greater than minimal risk

[ ] Research involving greater than minimal risk
[ ] Physical [ ] Psychological
[ ] Social [ 1 Economical
[ ]Legal

[ ]invasion of privacy and breach of confidentiality

Minimizing risk (Sufficient measures to prevent or minimize the risks)
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NIVINTUILLAUNENYINUNIS Minimizing risk
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(Exclusion criteria) ICH-GCP 6.5.3
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(Withdrawal Criteria) ICH-GCP 6.4.6

mahszimaunsndeuuaznisunly 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.

N3UINMIHNTYARS/ToLaT1ENTEIUYARR NMINUTIVTILLAL
Wiushwideyaluwiveseuiudiudy wasnissnwanudu (Privacy

and confidentiality)
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Risk/ Benefit / Minimizing risk
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&34 risk categories:

Favorable benefit/risk ratio [ 1 winnzau [ ] lsiwmungau

Risk-Benefit Assessment

[] 1. flanudsslilifuenudssdntioy

Research not involving greater than minimal risk.

[] 2. fanudsanuninanudssantes walusslovinesiatanainslaensa
Research involving greater than minimal risk but presenting the prospect of direct benefit to

the individual subjects.

[] 3. fanudsaiunianudssanies wayldiivsylesinemetaainslaonses widaudululanaglasu
anusieiulsavieanigiionaadasiy
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

[] 4. fimuidssnavyselevilidnseiuinanuinaisands uwaeiaiilenanazidinle vietesiu niausam
UymFeusafinsgnuguanuazanulusgiifvesenaiadnsResearch 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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B. Ethical Issue and Risk/Benefit assessment

C. Investigator
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Conflict of interest [ ] Tluszaudaey [ 1 Lineades
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