06-02/01.0

15aNEIUIATIUBAR (BIANITUVIVL)
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YOHINYNAN
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A B NA | A= appropriate,
B=Inappropriate,
Useiiuiifansan NA=Not applicable
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GCP Training
ABAL AVILLTEIYRY
URINNTBUTY GCP
<
- AR/
Usziulasanis (Protocol) .
UDLEHUDMUY

1. AMA1YRIUITY (Research value / merit)

2. ANUYNABILATIMIANAYDNIRY (Research validity)

2.1 winmsuagmnna(Rationale)

2.2 NMI99NLUULAYTELUBUIEIY (Appropriate design and Methodology)

2.3 UIANGNAIBENS (Sample size)

2.4 MTIATIEAN9EDRA (Statistical analysis)

3. nsAn/Anaan (Inclusion/ exclusion criteria)

3.1 yihlvi¥eduindenag egfisssu (Assure fair selection)

3.2 @WN5AMRUAININITY (Answer research question)

33 Lﬁméﬁ'aqﬁ’umjm?{m (Concern about risk group)

4. AIULEE

a1 [ Physical L] Psychological [social

4.2 Minimizing the risks

5. Uselowdl (L udnsandde L deu 0 otherce )

6. ANULUIIZUNE (Vulnerability)

lassnsfeilsugiumsideseluiivielal denlduinndt 1 ¥e (Does this

protocol include the following subjects?)
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Oty Ol dlddenlsunnnia 1 e
Cliinlnw (Prisoners)
Clan3densss (Pregnant women)
Dﬂﬂwmﬁm (Mentally ill subjects)
Lftheuside visedUaessasiinevesdin (Cancer or terminally ill subjects)
(liéingou msn 1inenginin 18 T (Neonates/infants/children, aged
<18)
LIdthe Hiviead (HIV/AIDS)
Dﬂ&jmuﬁ%’miﬁagsluamuﬁ@ua WU WWnAN3N (Institutionalized)
Dﬁlﬁiwﬁﬂﬁa ungues 1w ¥ (illiterate subjects or Minorities)

Llilédsdudayen wu dniSeu gndns mns (Subordinate)

7. WiumsshwenuUasade (Additional safeguard)

7.1 msfuoaadasivuizay (Appropriate recruitment)

7.2 N3TUIUNTVOANLBUERNBENLNEIND (Adequate informed consent

process)

7.3 fimsshwnduiivensu (Acceptable treatment available)

8. VaMNAINITANRIDYTININ/VBRNAINITIIIVLN1AATNN

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

9. duq (Wumsindhelawan, wuutuiindeya (Advertising, CRF, etc.)

nslinnudueeulasldsudeyadiuusznauvadienadls (ICH GCP 4.8.10)

ALY/

JorduBuY

1. na1steayaddinas/esuiedmivaaalasiidiiiunisidy

1.1 $M991509N981INN15I9Y

1.2 pwnlgntadng

1.3 fdoanuszyindunuide

1.4 wgrafionaadaslasuldaidisululasniside

1.5 Inguszasrvedlaseiniside

1.6 PuuEaiasisnlulasansIve

1.7 Fsduiiun1siaguiRsieidnsuide

1.8 svezhiaeraadasusazauazaeseglulasainsiy

1.9 waUselerifAInINaginTuaINNNTI8fa1a@lAslnensa

way/vivouslevidoyuvu / daay / iinanusin

1.10 anudss anyldauie vseanuliazain AenauinTuwn

oanaias lunsnsinlulasanisise

1.11 Mudennianszsuiun1sinedu o lunsavietaladasiiidisanlu

1ASIN15398
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1.12 AShRUTaeAAunIe n1sdEeral anuluagain ldauie way

srelendsly a1nn1sienanalAsnsIunsIe IS AkazIaNi

1.13 MSMINISSAYINGIUIANS BATALTE bl BTANULAENNENS 8D URSIETLAR

91NAN5II8

1.14 wiaesdunuide wazanvunsiulunisinivy

q

1.15 n1533emenugAansagaesinisvenuiusautasinisiiauInwm

\AENAY genetic counseling

1.16 N159LAUAIDE19TLNEDAINNNITITY LAz TeezIaNA Ui aN1IATI
Wwuinluewan wisaenisAnwlvdlusuian desiinisverinudusulivawiu
F1g19NNED  WANISITA2E19T UILABY B ULTpIliAMENITUN1SISEETTU

NAITUN

1.17 yarakazianeaulnsdndt faunsodnselanasn 24 13l

lupsalieranadasifnusnisaldulaislseae

o a

1.18 vunsavlnsAnidinauanenIsunITiaTaaTesssunsiIde 1
granadnsaunsafndenstiivesenssu(desditeniny “windn1sujuadnly

JulumudeyaluenansvimuanunsafouSoula. ... ")

1.19 fenansfeyas atufivngdmiuines 7-12 Y

v ] o [ < A v 9,
(gnrwndresdmsunnitazidilale)

2. MNHUEALINUIBULBUIN3IUN15IVY (Consent form)

2.1 fveany “ovanadnsiidassNazuias v3enaufiainlasanisiduiliels

=

fle agladnala senssnwmeruiafiaiseslafumuninsgiu wiodade

nauszlowila 97

2.2 SuaULsumﬂ’]i%’ﬂmmmé“usuaﬁayjaLﬁmﬁ’ummaﬁm

2.3 ANUWLEANTRINTANNNlg i TINNNTITE Wag/viTe Hunulagveu

BN

2.4 ANUMNNZANYDINTHARIANEULBNYRIEIUN TN TITE Tl Te

1umazLTeule

2.5 AVUWINZANYBINIIVR assent UANNTAIUY (1Aneny 7-18 T)

msindule: UssananudesUselevi (Decision: Risk/Benefit Category)

L msideinnedestuanudsaiieadnties (Research involving not greater than minimal risk.)

O nsifeinedestuanudssnnninuniusldianstelselomiseaaainsinensduouinn (Research involving

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

O ansifeinedestuanuidsannninunivaglilduantalsslovirenaatnslnensdusunn untlaudulle
MvihanudineiuiesmnuraUsnivsenizvedsaveseanadinsluldiugioauduqld (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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L] ndeniidegenilananunsafigadlandenianizidila, Jesiu viie ussimdymeussiiinansenuseguam
%39 ai’aamwm’]mﬂuaeﬁaﬁumﬁﬂ (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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