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WG2 HAFERER

[I. PRINCIPLE OF ICH GCP

(Excerpt from the preamble)

Clinical trials should be designed to
protect the rights, safety and well-being
of participants and assure the reliability
of results. Quality by design should be
implemented to identify the factors
(i.e., data and processes) that are

critical to ensuring trial quality and the

risks that threaten the integrity of
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those factors and ultimately the ZEBEIRETHD, ABROETE Y R—
reliability of the trial results. Clinical b 27-0ICEEINBERAR7AEX

trial processes and risk mitigation
strategies implemented to support the
conduct of the trial should be
proportionate to the importance of the
data being collected and the risks to

trial participant safety and the

reliability of trial results. Trial designs

should be operationally feasible and

avoid unnecessary complexity.

EVRIVBEREIE, NWESNDZT—20E
e, dRESNMEFORE LHBRERDE
BHEICHTBVRZICHHITEIRETH
%, MERFETOEMR LEITAIRE T, T E
BEMS ZRET ENETH D,

. ANNEX1

3.10 Quality Management

(Excerpt from the preamble)

The sponsor should implement an
appropriate system to manage quality
throughout all stages of the trial process.
Quality management includes the design
and implementation of efficient clinical
trial protocols, including tools and
procedures for trial conduct (including for
data collection and management), in
order to ensure the protection of
participants’ rights, safety and well-being
and the reliability of trial results. The
sponsor should adopt a proportionate
and risk-based approach to quality
management, which involves
incorporating quality into the design of
the clinical trial (i.e., quality by design)
and identifying those factors that are
likely to have a meaningful impact on

participants’ rights, safety and well-

. HExE
3.10 mEERE
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being and the reliability of the results
(i.e., critical to quality factors as
described in ICH E8(R1)). The sponsor
should describe the quality management
approach implemented in the trial in the
clinical trial report (see ICH E3 Structure

and Content of Clinical Study Reports).

I

BEEBTY 7N —F & oRMESICHHT
HNETH5 (ICHE3 IEGRRABRES
DEELEANR] £SH),

a0

SEER
[1] 20— IB) ]z ZIFEX =

Risk Based Approach F7%DEFICD0 TOHEZE

(2023) , httos.//www.amed.go.jp/content/000128726.pdf

[2] CTTI, QbD Toolkit, https.//ctti-clinicaltrials.org/our-work/quality/qgbd-quality-by-

design-toolkit/

[3] ECRIN, RBM Toolbox, https.//ecrin.org/risk-based-monitoring-toolbox
[4] ICH E6(R3) Step 4, https../www.pmda.go.jp/files/000273074.pdf
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BavE7MCETEZY—L 7R baLaryE7 by — ], https//wwwj-

sctr.org/tools/project_concept.html

[13] CTTI QbD Adoption Tools; https://ctti-clinicaltrials.org/our-work/quality/quality-by-
design/

[14] CTTI RECOMMENDATIONS: QUALITY BY DESIGN, https://ctti-clinicaltrials.org/wp-
content/uploads/2021/06/CTTI_QbD_Recs.pdf

[15] CTTI QUALITY BY DESIGN PROJECT - CRITICAL TO QUALITY (CTQ) FACTORS
PRINCIPLES DOCUMENT, https://ctti-clinicaltrials.org/wp-
content/uploads/2021/07/CTTI_QbD_Workshop_Principles_Document.pdf

[16] AMED BTRBEFEHEES v 7 — 27 F2E : QMS DOEE(CEIS 7 RBA OBLRICEI T 50T
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https://www.amed.go.jp/content/000111598.xIsx

[17] TransCelerate: Resources for the Application of Critical to Quality Factors,

https://www.transceleratebiopharmainc.com/wp-content/uploads/2022/11/Resources-

for-the-Application-of-Critical-to-Quality-Factors-1.pdf
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h» CLINICAL

‘ TRIALS
TRANSFORMATION

” INITIATIVE

CTTI RECOMMENDATIONS: QUALITY BY DESIGN
CTTIDHEREIR : SHETEPED S DmEMELR (Quality by Design)

“Quality” in clinical trials is defined as the absence of errors that matter to decision
making—that is, errors which have a meaningful impact on the safety of trial
participants or credibility of the results (and thereby the care of future patients).

CTTI recommends that quality be built into the scientific and operational design and
conduct of clinical trials (“quality by design”) as follows:

BRAGHER(CH1TD [REB] &(F. BRRECHEZSZIDEERD., I20O5. mESila
DRZEMEVREREROERE (OWTIFEROFBEDT ) (CRENIFEZR(EFIROMNF
FEUIBWT EZIBLET,

CTTI (Clinical Trials Transformation Initiative) (&. EaREXEROBRIFHSIERRIRES
STEEMOERPETIERETERFENSOmEMER (Quality by Design) JZEIDANBE%HELEE
LTWEY ., ZOEMRIR AR TOEDTY :

1.

Create a culture that values and rewards critical thinking and open dialogue
about quality, and that goes beyond sole reliance on tools and checklists.
Encourage proactive dialogue about what is critical to quality for a particular trial or
development program and, when needed, the development of innovative methods
for ensuring quality. Discourage overreliance on checklists and inflexible “one size
fits all” approaches that undermine creation of specific strategies and actions
intended to effectively and efficiently support quality in a given study. Verify that
quality and performance measures are aligned with incentives driving a culture
that rewards critical thinking. For example, rewarding study teams who minimize
the time to first patient enrolled may serve as a disincentive to devoting time to
identifying and preventing errors that matter through trial design.

. MHNBELREICRATIA—T VR EEERURM T IIEEEETD
W)L F T v I U X MDEFMKFEB R I DAAZIHEELF T,
BEDBREZEHETOTSALSVTC., BECED> TERRERNMITHDHZER
NICERL. BECCU TCHREBEZHER T DIEODERNIRGEZHR I D EZEMUE
ER

Page 1 of 4


https://ctti-clinicaltrials.org/wp-content/uploads/2021/06/CTTI_QbD_Recs.pdf

T8 1
https://ctti-clinicaltrials.org/wp-content/uploads/2021/06/CTTI QbD Recs.pdf

FrvOUXMOE—NR [—@B8M] 77 O0—-F \DBRIIMKFZE T, IR &(CHF
{E LTSRN DINZREVIQEBEITE ZRE I D EZ BT IENL S (C LK T,

Fle. MEBIO/NTA - EEN HHNRBEZRER T U ZRET DT2hD+
SEITATEBELTVWD S LZERLET, LEX(E. [PEBESHREITORMZ
BIMET D] CEERBRFT—ACERITDE. HEREETDRE CERLRDZRHRELS S
2 DR Z BT BRZE R DA S D E T,

2. Focus effort on activities that are essential to the credibility of the study
outcomes.
Rigorously evaluate study design to verify that planned activities and data
collection are essential. Streamline trial design wherever feasible. Similarly, deploy
resources to identify and prevent or control errors that matter in the study; in other
words, determine those study activities that are essential to ensure the safety of
trial participants and the credibility of key study results. Consider whether
nonessential activities may be eliminated from the study to simplify conduct,
improve trial efficiency, and target resources to most critical areas.

2. ABREROERMEIC &> THRENRFHITENT S

SBRT YA > ZEE(CFHA L. FHESTEENDT — YINENARH (R ETH DN EHER
LET. aleeRR OGRS ZfRIELFE T FRIC, HERICBVWTEBRRRD 2R
ELU. TNZHLEFEEFEEITDEHICIYV-RXZIKALFET, DFD. mBESNEDR
EHPERHREROEEMZER T DO (CARURINEH ZHEIDCENEETT.
Fle. BWATERIBRVEBN BN SHIR TE N EDINZIRT I D LT, MEROEMZ
BRbL. SRZAE LT, REEELZDFICIY —RZEHSEIEZBELET.

3. Involve the broad range of stakeholders in protocol development and
discussions around study quality.

Engaging all stakeholders with study development is an important feature of
quality by design. The process of building quality into the study plan may be
informed not only by the sponsor organization but also by participation of those
directly involved in successful completion of the study such as clinical
investigators, study coordinators and other site staff, and patients. Clinical
investigators and potential trial participants have valuable insights into the
feasibility of enrolling patients who meet proposed eligibility criteria, whether
scheduled study visits and procedures may be overly burdensome and lead to
early dropouts, and the general relevance of study endpoints to the targeted
patient population. When a study has novel features in elements considered
critical to quality (e.g., defining patient populations, procedures, or endpoints),
early engagement with regulators should also be considered.
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4. Prospectively identify and periodically review the critical to quality

factors.

The CTTI Quality by Design Principles Document and Toolkit can be used to
identify those aspects in each study that are critical to generating reliable data
and providing appropriate protections for research participants (“critical to
quality factors”), and to develop strategies and actions to effectively and
efficiently support quality in these critical areas. For example, in a
cardiovascular major morbidity outcomes trial, strategies to ensure that the
survival status of all trial participants is captured would be critical, but source
verifying participants’ temperature readings obtained as a part of vital sign
assessments at routine study visits is unlikely to be considered critical to the
successful outcome of the study. In addition, because new or unanticipated
issues may arise once the study has begun, it is important to periodically
review critical to quality factors to determine whether adjustments to risk
control mechanisms are needed.

4. REICEHOTEERERZFRICHEL, EHNICRETY
CTTID [F%ETERPEN S DMmEMER (Quality by Design) DRRINES LNV —)LFwv
bl ZEALT, BBRICEVTSEEDE VT —5 DA AT SINEDEY /2R
EEBRIDCHICEERESR ( [RECEO>OTEERER] ) ZHEL. IN5D
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>
>
>

These recommendations are based on results from CTTI’s QbD Project.
CTTI’s Executive Committee approved the recommendations.
Released in June 2015

AERHE, CTTI OEET 27 = 7 TRRESI N TV B PAfXXE " CTTI RECOMMENDATIONS:
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CTTI QUALITY BY DESIGN PROJECT --- CRITICAL TO QUALITY (CTQ) FACTORS PRINCIPLES DOCUMENT
CITMI9AVUFa - NA - FTHAL> - TOSII b ---JUFcHI - b - JAUFT1 (CTQ) EBE RAUIXE

Quality in clinical trials may be defined as the absence of errors that matter. Trial quality
ultimately rests on having a well---articulated investigational plan (e.g., protocol, analysis and
management plans). The trial should have clearly defined objectives and associated outcome
measures. However, the likelihood of a successful, quality trial can be dramatically improved
through prospective attention to preventing important errors that could undermine the ability
to obtain meaningful information from the trial.

BRERERERDE & (F. EBERIS—NMRVNWCEEERTE D, RKRMEBRDE(L. HRIICIEL ESNITEEREETE
£ (JObDL. @irstEE. BEFTEEQRE) ZRDIECMN > TS, BRRHRERIC(E. BPECERSNICEN
CEET D7D MOLEENMRETHD. LN UIH'S, BRI SEKRDG D FEIREEDENZEIRDSIEEDS D
EERIS— 2l &CHIE> TEREIAD C LK DT, BORWVIRZHRINSE DM ZRINCHET DS
ENTES,

This document is intended to support proactive, cross---functional discussions and decision
making at the time of trial development about 1) what aspects of a trial are critical to
generating reliable data and providing appropriate protection of research participants
(“critical to quality” [CTQ] factors) and 2) what strategies and actions will effectively and
efficiently support quality in these critical areas. The document generally assumes that a
clinical study will address a relevant scientific question for which there is a legitimate
research need and is not intended as primer on how to design clinical study.

AXEE 1) EEEOSV\T —FZER L. IRSNEZEY)CRE T DS, BRRIRIRD ED KL SRAImNE
ETHDM ( [Critical to Quality] [CTQERA) . 2) INSOEBRBEHKICSNT, EDOXSIREIEITEINRIRN
NORMRN(CEZSHET DN\ (CDWNT. ERPRIERRIFERS (CIERE ) DIEEEIERRI QR PRRIREZ IR T 22 &
ZBRLU TS, BRI ESRBAR - —IXNHDEET SRIFHRMEZRD CEZARELTH D, ERARERD
STEVTEICE T DAPIE L U TR SNIZEDTIER L,

The Quality by Design Project working group regards the CTQ factors described in this
document as generally relevant to the integrity and reliability of conclusions based on study
data and to the safety of study participants. While it is recognized that all of the CTQ
factors are important, different factors will stand out as critical for different types of trials.
That is, trial design and objectives will strongly influence their significance. For example, a
randomized controlled trial has inherent strengths that may reduce the need for data quality
controls that would be relevant for a different design (e.g., single---arm study).

Similarly, the data quality controls employed for a trial evaluating whether a treatment is
superior to an active control may differ from those required for trial designed to establish
that the treatment is non--- inferior. Therefore, some sections may be more or less relevant
depending on trial type, needs of the group, and other variables.
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Quality by Design Project/FEEEPR(E. AXE(CEHINTUVBCTQERZ. T — 5 (CEDEmDT2M & 58
%, BRCHBRSMBOZREIC—HEMNICEAETDIEDEEZTND, INTOCTQERNEE THD I & (FF8HE
NTVWBH, HBROEEICK > TEERERIFERD. Ih5. BMEETU1 > CBNAZOEEHCEFET D,
BIZ(E. S MELEEHERICEERBOREMNG D, BR237H1> BIXE, B8R TwELSNZT—4
DEEBORERZHSIT ZENTED,

BHR(C. HDBEEN. 7O7 T2 bO—-ILEDEBNTLINESHEHE T DHER(CRAINDZ T —SYREE
(&, ZOBEENSD TULRWS EZTHTREHICT I > ENe MERCEREINDIEBOLFERDIMNELN
20\ DT ERAREBRODIESE. JIL—TOREM. ZOMOEKICKD T, BEENFSVEIS 3> EHNIFTEN
o2 3>EHD.

The working group has provided questions to consider for each CTQ factor to support
evaluation of the factor's relative importance for a particular trial as well as to inform
subsequent evaluation of what events may occur that would be likely to significantly impede
the conduct of the study, place trial participants at unnecessary risk, or impede usability of the
resulting data (in other words, to become “errors that matter”). These discussions can then be

used to develop formal plans to avoid these events (e.g. through tailoring study design or
implementation) or mitigate their consequences.

EREI=(3. FEDHERCH T2 ERDIBMNRERM OO ZHET S/ced. Flo. MBOEMZzEL <. i
BEMBZRAVERIRI(CES5L. HBVWEESNLET—YDERMZAET S (EVRINE. RELQRST
S—1 &£133) FIEEMDOHDIERNEDLSBEDTHINETHN T D2HDIERE LT, CTQORBER(CDNTR
HIRSEMZER AL, INSOERIE. INSOERZOETSD BIXE HBRT T A ESE2RHETD
TEICKD) |« FREFZOBREERT DIZHDIERIETEZRET DCHCHERTDIIENTED,

Importantly, this document is not intended to serve as a checklist applicable for every trial, nor be
all--- inclusive. During protocol development, the study team should carefully evaluate
whether there are additional CTQ factors that arise from specific trial’s scientific and operational
design or more generally from the development program. Historical data from previous trials
with the same investigational product or with a similar design may be useful in identifying
additional factors underpinning effective and efficient trial completion. Users should freely
adapt the document to best meet the needs of the given clinical situation.

BEERCEE. AEBEFETORKERCERFERFTYIVANE U THET D LZERULEZEDTIERLS, &
EETZBREITZIEDTERNENDZETH D, ElH. MEBRF—ARL BEDRBROMFNRUEBNT YA
h5. XEEXD—MHICHFETOI S LNSEUDEMNRCTQERNS N ESHZEETBRFHMEIRETHD.
MR DORRMARIRDT T2 X X DENMNREBERZFET D LT, BUBREX(SELUDT T 1> TEtcn
BEDREBRNSE/SNICBEDT —INEATHD. FAEER. SASNLBERRIOD-Z-XICREESXIIIC. 2
DX EZBH(CEISSEINETH D
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Engaging all stakeholders with study development is an important feature of quality by design.
The process of building quality into the study plan may be informed not only by the sponsor
organization but also by those directly involved in completion of the study, such as clinical
investigators, study coordinators, site staff, and patients. In particular, engagement of patient
advocacy organizations (PAO)' and clinical investigators may identify barriers to accrual and
help ensure that study outcomes are meaningful. In the remainder of this document, we refer
to the patient and PAO stakeholders as PPAO.

ETCONEBFREZHBRARECEASSEI LR, IAUT 7 - )\A - THADOEERIFTH D, MERETEICE
ZHRFAOT O (E, REREKBRERMIZ T TR <, BREEEM. RBRI—F 1 R—4%. ERAYv T, BERE.
MEBROT T ([CEEES T DAMNSERRERF/DZENTED, F(C. BEFEELKRPAO)T DEREEERMNES
IBTET SMEROERENPESNIRD, MEBERNEROHDEDERDEEENSD D, REDKDDENT
(F. BENUPACODFIERMREZPPAO LITR,

! The CTTI Patient Groups in Clinical Trials project describes best practices of working with advocacy organizations and can be a
starting point to helping study teams identify and develop these partnerships. Care must be exercised to ensure that the PAO voice
reflects a collective patient perspective as opposed to an individual patient’s experience.
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[CTTI_QbD_Workshop_Principles_Document_CtQY X + HAFEER_Ver.1.0]

(https://www.amed.go.jp/content/000111598.xIsx)
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By 2030, clinical trials need to be:

Patient- Fully Designed Maximally

Improving

Centered & Integrated With A Leveraging Populstt
Easily Into Health Quality All Available I-Tealth
Accessible Processes Approach Data

A critical part of the Evidence Generating System
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( Organization

Individual Trial

/ QbD
Maturi | o— . ®-—= Impl i i
i ty M.DUE ? Adoptlon rlnp ementation Guide
Plan & self-assess organizational \ Plan ObD implementation for an
implementation of ObD in chinical frials \ Tools indnadual clinical trial

Metrics Framework =—® @ —= Documentation Tool
Identify measures o quantify ObD \ Document dacisions aboul what is
mmpact & quide continuous improvement =9 orifical to quality & risk mitigation

Case Studies

CTTl's Existing QbD Tools

* Components for QbD Adoption = ObD Principles Document
» Setting Expectations » Measurement for Individual Study Teams
» Team Reccgnition and Cwnership of the Process » Perspectives for QbD Discussions and Potential Champions

= ObD Warkshop Tools

=== CTTI's QbD Recommendations
I are foundational to all tools.
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HETMEICBIT 2H#EEIE  Recommendations for Quality by Design
FRAREBRENEICH T 2 RERIEDO—IRE L TOMRNAD DHERNLEE=2 YU > 7ICET
ZHELEEIE  Recommendations for Effective and Efficient Monitoring as a Component of

Quality Assurance in the Conduct of Clinical Trials
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MEBICEELRER (CTQ) ORAIXZE  C(ritical to Quality (CTQ) Factors Principles

Document

® NETICKZ2MEMAMETET /L Quality by Design Maturity Model
® QbD FAAEET DT+ —7 X)L —2237 Y 7D QbD Maturity Model

Walkthrough and Scoring Examples
RS L ZmBDOX )X 7L —L7T—72 Quality by Design Metrics Framework
ETmE F ¥ 2 X > b —JL  Quality by Design Documentation Tool
QbD BEA DR ESHE Components of QbD Adoption
JT—RRRXT4: F v I A7+—FKF CISU  Case Study: University of Oxford CTSU
JT—RRZT4:DCRI B"THAVBEICL2REEETCTAMILEEEL Case
Study: DCRI Streamlines Protocol Using Quality by Design Thinking
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Case Study: Emphasis on Protocol Design Helps Alexion with Timeline Adherence

@ T—RRET 4 EEBRMUN T O —/NIUVEHRICHETEZRRAL 7O b3 ERRE
Case Study: The Medicines Company Developed Nimble Protocols to Scale for Global Trials

o A4 DWHEF—LDRAE: 5HE-FIT-HR-WET7 7R —F % EHTS  Measurement
for Individual Study Teams: Leverage Plan-Do-Check-Act Approach

® il 4 DERIKRAER D7 ® @ Quality by Design £% /7 4 F  Quality by Design
Implementation Guide for Individual Clinical Trials

® F—LDOFHETOEADEE: RIIDk > kb Team Recognition and Ownership of
the Process: Helpful Hints

® HATFEDELTE Setting Expectations

® F—RRAT 4 BUMMERAEREZEDBEICEIT 2 XXXX & YWY OBFMELR
2% LLEFHl Y 28%8 (AFT)  Case Study: A Study to Evaluate the Efficacy and Safety
of XXXX compared to YYYY in the Treatment of Patients with Acute Episode of
Schizophrenia (Hospitalized)

@ T —RZXT 4 ETHENABEDE EFEE L L TD NES-822 & AMO-1022
DHFE & AMO-1002 B D EER  Case Study: Trial of NES-822 plus AMO-1022 vs.
AMO-1002 alone as first-line therapy in patients with advanced pancreatic cancer

@ T —RXRXRXT 4: BIAZEZHEHREFHBA IS — MR  Case Study: A prospective,
multicenter, single-arm, clinical cohort study

@ S —RRAXT 4 EWMDIZHDOL =Y - TUIF T REAEIE (RASCAL
Case Study: Renin Angiotensin System Combination Antagonists for Life (RASCAL)

® FETICKkBRET -V av T - 772U T—X—0®E Quality by Design
Workshop — Facilitator Role

® QbD DiFEim & BEMNLRHEEE DIRS  Perspectives for QbD Discussions and Potential

Champions

BOEIEH Related Items

@ LT VRERDIMERE - BRKRABR~AD QD 7 7A—FOEREICEHATZY YV —X
Accelerating Evidence Generation — Resources for Implementing a QbD Approach to
Clinical Trials

® S ME COVID-19 BERBDLET Designing High-Quality COVID-19 Treatment Trials

® LEHCLZME - avtET AL ERE ZLTZDEET Quality by Design — From
Concept to Implementation and Beyond

o HBARARICEEBNICREZHEAAE Z & TRIRIN %313 %  Enhancing clinical
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evidence by proactively building quality into clinical trials

® REMEAY U b HEBEIHEE Y —J)F vy Quality by Design Project:
Recommendations and Toolkit

o [RARABMOEBEZM LEIE 20D/ 8E New Recommendations to Improve
Quality in Clinical Trials

o EtMEBORAAEZREICE T, /S—F 3 Translating Quality by Design Principles into
Practice, Part 3

® HETREORANZEREICHE T, /X—F 2 Translating Quality by Design Principles into
Practice, Part 2

® FNEITREORAZERICHES, /X—F 1 Translating Quality by Design Principles into
Practice, Part 1

e DEUXRVEERBICEHY ST -7 av 7 ANEELZERET S  Workshop on Quality
Risk Management: Understanding What Matters

® [RIRFER : MEDHERAEDEZE Clinical Trials: Rethinking How We Ensure Quality

e RBEUXRVERBICET ST -0 ay 7/ ANEEN%ZERET S  Workshop on Quality
Risk Management: Understanding What Matters

e nBIVRVERBICEHTZT7—7vav 7 BRARZENICES BDICT 3
Workshop on Quality Risk Management: Making Clinical Trials Fit for Purpose

o HBARHBOERBEDER I BEOEKOFAZE Monitoring the Quality of Conduct of
Clinical Trials: A Survey of Current Practices

o BARABICHITZ2HMENARE L X T LOMF: BEA 7 70—F  Developing
Effective Quality Systems in Clinical Trials: An Enlightened Approach

@ BHEDE=XY I/ EKICEAT S CTTI & A CTTI Survey of Current Monitoring
Practices

o EHRDMEEBIE Quality Objectives of Monitoring

< QUALITY BY DESIGN >QbD toolkit Y > 7H x> 7

QBD (QUALITY BY DESIGN) TOOLKIT
https://ctti-clinicaltrials.org/our-work/quality/qbd-quality-by-design-toolkit/

#BtE OVERVIEW

Z @ Quality by Design Y —J/LF v b id, #BAT QbD XK T 2DITRID FF 1 A
b 77 L—h AARZAY ETFEEDHTZDLDTT, QbD IZD2VWTHH THERE
A (QbD IC2VLWTHEY), EBARATINL DR Z LSO =W IEFE (QbD ICDWTHD AL
BZ D), £1-IFERKRERIC QbD 2 FEET 2 EBATETCWSI5E (QbD #HRAT ) &
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https://ctti-clinicaltrials.org/our-work/quality/qbd-quality-by-design-toolkit/

ELZOY—bFy MIRERIOUY—RABY FT, V—LFy FEEEIISEL T,
QbD % EAINSEEICETDICRISH LW Y —RERBOIFTLREEL,

QbD Toolkit &/ QbD Toolkit Introduction (Video)
QbD IZxf ¥ 2 BHE DS A Patient Perspective on QbD (Video)

UYZ7URb:

® QBD V=¥ v | (ZOBER—-Y)
® QbD [CDWLWTER

® QbD I[COWTHIDAICHKZ B

® QbD ZiXAT 3

Dy—x2yv7:

o FAIXE (pdf)

® CTTI QbD #IBEIF (pdf)

o EHFERRE (pdf

® HBMEETIL (pdf)

@ XFYIR ZL—LT—7 (pdf)
@ y—RRART 4

<QbD Y —NFy PV IR=D>
» QbD IZDW T8 Learn About QbD

https://ctti-clinicaltrials.org/our-work/quality/qbd-quality-by-design-toolkit/learn-about-
gbd/

V—IlL¥y bDZDEIavTlH ETSH Xy ryO—RA[gELRSLEYT—>a v A

SIEMEEABLT QD DEFEAHRBLEFT, QD ITDOWT, FLEBERABRTREZN
NEEROI2FVET, INHDY —IILAFRAL T BERDOMBDOAIZ QbD 1220V TH
Z. EooBENEYR—FEERLEDT,

QbD CTTI ®E# Defining QbD CTTI  (Video)
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CTTI @ QbD #HZEIE CTTI's QoD Recommendations (PDF)
CTTIQbD 7B¥ =7 kTl QbD D{ER & REICETIHEEFEAERL E L1

QbD % FtBHd % PowerPoint  PowerPoint describing QbD (PPT)
Z® PowerPoint X7 A K 7LEv7— 3> TlE, QbD OBMEZHRBALET, X7~
O—FLT, F—AIC QbD ITOWTHZDEIFERTEET,

DU (Z$H1F 5 QbD ®HAER  QbD Publication in DIJ  (Link)
ZOHERY [ BRRER  REOMRAEADEZE] 1. Landray %2 & > T Drug Information
Journal 46(6) 657-660 (CHBFH N TH Y FRAEARICE TS QbD OEEZRLTWLWET,

<Solution>

WS

mET7 7 A—FICk PG

BEOLEMET —RO—BUE (VT )T4—) ILRBZEELTI—%REO L, ZikA
EFDOBEY) TLREBRBEREERICT 272010, FITVHICERKRARICREZHEIALET,

o
[sag=1

FRRE CRLED $ 2 BISHIARIV, BRICE 7T H A vy T _TOHSERE & RE /DI
(1T AL B B 55,

INDIEFTANT, BmB CHENLBRRBROEELERTT, CNICLY T 7 —AREY.
BRMEIBES N, BFATRICE Y, IREROEEENSEY £7,

CTTl VY a—>avaFERALT. B oRBRICREBZHMAKA, HEOLBREEZEL
THRAEHIF L AYICEERIE, DFYBEDLRELLEBE CELIREICESAEDLEE
ERN

VAR ER/AN
FHA L B5EE (QUALITY BY DESIGN)

I5—DEE, BRICE-T-T—2DIRE, BLUBEOEIBOEE L. QbD #@EHT 2
TEDELDFEDIFAD—ETT,

» QbD ICDoWTHEDAICEZ S Teach Others About QbD
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https://ctti-clinicaltrials.org/our-work/quality/qbd-quality-by-design-toolkit/teach-others-
about-gbd/

QbD &I, FRAERBEOBEMNARIAEICKRET L. TOENEZERT 27-OICEELERNETE
£ITHIETT, ZD1=0OI2IE. BBARABRICOWTERDZZEZ AR TINELHY FT, &
NEHRMIIITI 72D, F— LI QbD OIS LBRARB~DBERFEZBNT 2V —
LWEUTICABLE L, 2 avilid, QbD 0EfE, QbD REIXEICLZ2REIC
BERER (CTQ OFAE . 7—0>av 7 V—ILIiZLd QbD OEEBHN» E§FNET,

QbD ZE# L TWETH?
IDAVE=FY MIOWTE, V=¥ y FOFIOE I 3> [QbD IZOWTHER] %
ZHBLTLIZENn, CTTI O QbD #HBEZEEAERTH b TEET ,

QbD RAIXE

REINEIZ. BEORBOREICE > TRANVEED, Z-MEDEREZDITZVIREL Y
THAREMDH D A R MIDOWT, AR, BRI, O EPIERTR 2 s & IR
BEZRET H-DIFERTEET,

T—oay Y=
J—oayTEEEL. BMMFIC QD ICOWT, FLTLA TN £y g rAiC
RERNAEZZBEL T QoD ORANAZERT 2 HERIIOVWTHBLET, T—R RZT 1.
77 UTF—X—Der b, TLEYT—ary A4 ROTFTL— M REEINET,
BED CITIQbD 7—7 > a3y 7OERLERTEET,

QbD RAIE (Link)
https://ctti-clinicaltrials.org/our-work/quality/gbd-quality-by-design-toolkit/teach-others-

about-gbd/gbd-principles-document/

BEY—e& LTORRIXE Principles Document as a Thinking Tool (Video)

FAIXE 3. RRICPEEEALALT-DOELNAULOREAEFHGHLTHY . [REICE->T
BEEh] ER (CTQ) ¢EBETHVRIVZRET H7-00Y—ILELTEARKINTULET,
JRRISZE 13, HBRERFIC. HEOHRBOREICL > TANEED, BLUREDERZY
T2 RELZY TRREEDH DA R MIDOWT, AT 7T 4 7 CERPIERTAY A2 3%
MEMHNBEZREST 27-0D0EMELE T, INIE. TRTCEZWEET S &, BITR
T¢6T177UZFKLT%%¢6;t\itiﬁ&tMﬂ@%%®ﬁ§t&%;t%
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BEHLEHLOTIEHY FHA, Paryy -T2 3>y D AnnMeeker-O'Connell
P QbD REIXEEBN T 2HRFEIEL IS0,

JRAISCZE  Principles Document (PDF)
RAINE (&30 1. [REICE->TEER] R ((TQ zHAEITH7-0ODOSRY —LT
T, Fzv /7 URMELTERATZIEAZBHLAZALDOTIEAEVWI EITERL TS,

QbD Z&BAd 5/87 —RA > b PowerPoint describing QbD (PPT)

CTQS DR%E

CTQ &, ERAIEEME. 70 b JLEkEH. BEOZEM. AROER. HAREE. ¥ — K~/
—TADY—ER TANAZX—DATTVICHETEEY, RAXENS CTQ ZFAN%
. A &25 05747V — (REBICES>TEERER (CTQ) DFAE  Exploring the
Critical to Quality (CTQ) Factors) #ERd 5 L aHEOHLET,

FRAIXED LT —3 3> PRESENTATION ON THE PRINCIPLES DOCUMENT (PDF)
FRAXEZLE21— L. LEZERETDHDICEDLS ITERTES N EHAT L/ LE

=3

mBICE>TEELRER (CTQ) DiREE
Exploring the Critical to Quality (CTQ) Factors
https://ctti-clinicaltrials.org/our-work/quality/qbd-quality-by-design-toolkit/teach-

others-about-gbd/exploring-the-critical-to-quality-ctg-factors/

LN RAIXEDERIZ. BIC[Fzv IRy
Prtoco 'E”:ii RF v o EAND] FETREL, B

i EZDFETT, EAOBEBRTHT I 2R
i rutiy I RLT, SETERQFEICRTRBESR
iz D (CTQ) # & SICHLCBAND I E A BED
LET., 8HFTVROS ESEATRD
HEALRN, BLOHEICH IS CTQ B
ZOEHAEEM % TMET 2RI EET

Study

st i NEFHEIIOWTIE, UTFTHLCERAL
9,
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Perspectives for QbD Discussions and Potential Champions
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QbD EADHEMRES (PDF)
Components of QbD Adoption

Components of QbD Adoption

TOOLS

3
7

Electronic system
to facilitate consistent
approach across
the enterprise

PEOPLE PROCESS CULTURE

i3 #g

End-to-end process for
clinical trial QbD and
Quality Risk Management

Skilled risk management
professionals dedicated to
support portfolio

Clinical trial quality is

by the study team

Create a culture where
quality is a priority, on par
with time and cost
considerations, and the

Tools are not essential for
Quality by Design or for
quality risk management

Development of study
QRM plans should take
place concurrent with

The cross-functional
study team is responsible
to understand the factors

that ‘matter most' to
quality and to proactively
identify, prioritize, and
mitigate the key risks to
quality in their study.

Bt

protocol development.
Quality control and
improvement efforts
should occur throughout
study conduct with the
objective to ensure
protection of trial
participants and
credibility of the results.

P F—LIZQbD ZEAT S

but may be useful to
enhance process
efficiency or
effectiveness.

importance of discussing
risks and issues is
emphasized.

P QbD IZDOWTHDAIZZEZ B  Teach Others About QbD D FEI§

30 / 31



» P QbD ZIE¥HiIAL (E1TT5) Implementing QbD

https://ctti-clinicaltrials.org/our-work/quality/qbd-quality-by-design-toolkit/adopt-

gbd/implementing-gbd/
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TRV ITDEERBERDNR :

Type of trial

Amount of data

Budget

Regulatory documents and communications
Critical study requirement / procedure
Blindness maintenance

Critical clinical condition of study population
Complexity of the study design
Randomization procedure

Trial site requirement

Experience of the clinical investigator
Training and communication to the investigators

Source documentation
Informed consent
Eligibility criteria
Investigational product
Data capture
Endpoints

Safety

Publications citing the element (%)

Type of trial AERoiEE

Amount of data F_anE
FE
Budget
ﬁ%‘ﬁ(%t A1 =4—3v
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communications 03 S 2 ] 00 B A 7 B R A

. . o MRTH A v EHS
Critical clinical condition of study 7 i

population 7 v & LMEFIE

Complexity of the study design PUBRR HEHERR D 21+
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Randomization procedure AR ORR
Y —AXE

Trial site requirement
Ay 7F—LFarvtrh
Experience of the clinical investigators
B EAE
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Source documentation TREREE
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Eligibility criteria
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Investigational product
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Data capture
Endpoints
Safety

Publications citing the element (%)
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https://www.tmf-ev.de/ADAMON_EN/Downloads.aspx
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https://ecrin.org/sites/default/files/inline-files/Guideline%20on%20risk%20management%20for%20clinical%20research_1.0_2015_02_16.pdf
https://ecrin.org/sites/default/files/inline-files/Guideline%20on%20risk%20management%20for%20clinical%20research_1.0_2015_02_16_0.pdf
http://webarchive.nationalarchives.gov.uk/20141205150130/http:/www.mhra.gov.uk/home/groups/l-ctu/documents/websiteresources/con111784.pdf
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https://www.sctoplatforms.ch/en/tools/risk-based-monitoring-score-calculator-31.html
http://nta.nordforsk.org/files/NORMGuidelinemonitoring.pdf
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