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E8(R1) : 1 FS1VDIA FILEE

IH ES ES(R1)

General Considerations General Considerations
for Clinical Trials for Clinical Studies

For the purposes of this document, a clinical study is meant
to refer to a study of one or more medicinal products in humans,
conducted at any point in a product’s lifecycle, both prior to and

following marketing authorisation.

E8(R1) 1.0bjectives of This Document

[IEARDFER]I A4 4 F 5 4 vic B\ TClinical Study & 13, B0 BLERFE AT ORI
CBELOLTEERDIA 7 A 7 NVDPTERMINSE L FENRE L7210oF 2 13ERKD
EE L Dstudyx BT 3,
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FE(CTrialf ALBNTE E6:GCP
HARS1> E9:#tstRYI= Al Clinical Trial
E10: XTEREFDEIR

E17:Multi-Regional Clinical Trial(EFRLREEER)

M ZFRWZHA RS> El, E8

ES(R1)TlE. MAZHESERRRER (Clinical Trial) t#ZAF (observational
study) Z2=UAEEEL TClinical StudyzAWTW\3,

CODESRFAFEDEIE(L, ClinicalTrials.govhi " ARUTVBTEE

https://clinicaltrials.gov/ct2/about-studies/learn#Whatls
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E8(R1) : Clinical Study®DEBNDEZ

Quallty of a clinical StUdy is considered in this document

as fithess for purpose. The purpose of a clinical study is to generate
reliable information to answer the research questions and support
decision making while protecting study participants. The quality of

the information generated should therefore be sufficient to support

good decision making.

E8(R1) 2.2 Scientific Approach in Clinical Study Design, Planning, Conduct, Analysis, and Reporting

[FEATNDFNER] Clinical StudyD'E i3, AXE T THWICN T 3EE&] L2 bhTw3,
Clinical Study® HiYiZ. BREREZEZREL o2, MEFEICEZL. BRREEZXER T 570D
BHETXIERrBM I S22 THE, Lo T, BEEINIFROE X, B AERRE
AXBET 01T ahboThiFhiER by,
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E8(R1) : Quality by Design(QbD)

3. DESIGNING QUALITY INTO CLINICAL STUDIES

The quality by design approach to clinical research (Section 3.1) involves focusing on
critical to quality factors to ensure the protection of the rights, safety, and wellbeing
of study participants, the generation of reliable and meaningful results, and the
management of risks to those factors using a risk-proportionate approach (Section
3.2). The approach is supported by the establishment of an appropriate framework for
the identification and review of critical to quality factors (Section 3.3) at the time of
design and planning of the study, and throughout its conduct, analysis, and reporting.

E8(R1) 3 Desining Quality into Clinical Studies

[FEANDFNER]EEFREIc BT 3QbD7 Fu—F (3.13H) i, Critical to quality factoric
EREZDPTELEHBEFENTV S, T, #EE DR, TR CEILORE. BN
B EBERD D B ERDEIH. K Urisk-proportionate approachZz W27z 2 L& DERICX 3 5

YR OBEBMEMEICT>2OTHS 32H) , 2O0T77u—FiF, Studyd7H# 4 vEBLW

FHEER, 7n o CICHZEDER. 9. HE DB ICEHB W T, Critical to quality factor ZF7E L |

LEa—T537200 iz T tickoTEabNTWS (3.35H) ,
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E8(R1) : Critical to Quality Factor(s)

A basic set of factors relevant to ensuring study quality should be identified for each
study. Emphasis should be given to those factors that stand out as critical to study
quality. These critical to quality factors are attributes of a study whose integrity is
fundamental to the protection of study participants, the reliability and interpretability
of the study results, and the decisions made based on the study results. These quality
factors are considered to be critical because, if their integrity were to be undermined
by errors of design or conduct, the reliability or ethics of decision-making based on
the results of the study would also be undermined. Critical to quality factors should
also be considered holistically, so that dependencies among them can be identified.

E8(R1) 3.2 Critical to Quality Factors

[IEARDHER]Study D E 2 HefR T 5 72 iIcBBEAERIZ, ZhEhOStudylc 5\ TRE
INZIREDBDTH B, D DERIISudyDHEICL > THRD CTEELZEREROER L
LCHEHTRETH 3, Clitical to Quality Factors (CTQ factors)ix. 4 ¥ T 7'V 7 4 234BRE
DIRFE., WROEHENE L FRATRENE., BRICESWTTONh 2 BRERE DERE & 7 5 Study?*
HZBREFETH 2, 2NHCTQ factors RO CTEETH 5 L EZ bNLEAEIL. THE
THAVRRBICB TRV ICK>TA VYT 7Y 7483 8BhbhTLE S &, ZDIFFERHRIC
EonTiTbh 2 BRREOSHEMECHREMED 2 -BAhbh s ThH B, CTQ factorsid
RRE ORI ETE S L5, 2L 2 oZ2 5L bEHLND,
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E8(R1) : Quality by Design(QbD)

"Critical”"(&. [ETEEER] [FBHOTEER.

[ERE(CEER |

[RENBEKZIFOICERSNIDNREBOFSCINE
=relating to or being a state in which or a measurement or
point at which some quality, property, or phenomenon

suffers a definite change (ENMERDONSCEICELDT.

mE PIFIEREDREVDORMD BV FEBRFECZEDOTUES
IZaICAWVS) LVLWSERR, DFD. TN ERDNBZEICELDT
BN BICLBIRRBIRENZED>TUFIESICHWSISE.,
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E8(R1) : XU\ ZERIHEX

Perfection in every aspect of an activity is rarely achievable or can only be achieved by use of
resources that are out of proportion to the benefit obtained. The quality factors should be
prioritised to identify those that are critical to the study, at the time of the study design, and study
procedures should be proportionate to the risks inherent in the study and the importance of the
information collected. The critical to quality factors should be clear and should not be cluttered
with minor issues (e.g., due to extensive secondary objectives or processes/data collection not
linked to the proper protection of the study participants and/or primary study objectives).

E8(R1) 3.2 Critical to Quality Factors

[FEARNDFNER] » 2B 0 H LW A HIHICB W CRERXT LB X 2T 0L,
ZZhoBONB3BDICERFPVANVERIZEDY) VY —RZ2HBPITILICXoTDA [5EEE] 23
EREh3, WEERIZ. TEZ2TFA VT I3EAET, BIRICL>T2 VT4 IVEERY
KNETZ S XH)ICEBRENOTEITOIRETHSE, 2L T, HEDOFMEIZ. RBRICHET S
YR 7 RINET AEHROBEHRICISLTAIANY DR WEZREE2 T IRETH B,

CTQ factorl3BAETH 2 ~ETH Y, B AREIC X > CTRELBERR2F 5 o Tid
Wiy (BFlZ X, JAEAREIXR B, BERE OB {RED 5 Wi FELRMRBENICHE T
oI reR/ T=2INEBFERTEARI LICR>TiEWwiTFRW) ,
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