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CTD

Not part EM-DA

BeNICESHHAE, LIS

of the CTD

.

The CTD triangle. The Common Technical Document is organized into five modules. Module 1
is region specific and modules 2, 3, 4 and 5 are intended to be common for all regions.

ICH The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Quality M4Q(R1)
Quality overall Summary of Module 3, Module 3: Quality, September 2002
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4 Quality overall

summary
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o IITDICHAA RSA 2 DEEENESENTULRY,
ICH M4Q (R1) (Step 4, 2002&9)@ 12H)

o BHEUTCEERADIIG
ADCs, Vaccines, ATMPs, Cell & Gene Therapies & Tissue Engineered Products,
Combination Products

« TTH)ABADI G
EEREBEENUEEOMNXREIBET DEHIC. T—IBENRUEE|LZDIFES T D,

Modified from M4Q(R2) concept paper
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o IRTDICHAA RSA 2 OBEMNSENTUVRLY,
ICH M4Q (R1) (Step 4, 200249812H)

ICH M4Q (R1) BIB&(CStep 4(CE>TVWBHA RS> (RE)
Q1A(R2), Q1E, Q2(R2)/Q14

Q3A(R2), Q3B(R2), Q3(R9), Q3D(R2), Q4

Q5A(R2), Q5E, Q8(R2), Q9(R1), Q10, Q11, Q12, Q13

Vs

V SAJBADILYERZE A MRBXEDIZINGFTZEE T Do

v $TLWLWIO> 1T b (advanced analytical toolsZ) (CDULT. [BHROEHISGIFIZTER Y Do
vV mBHA RSATEREINTUVWBREIA(ICHIET D, Prior knowledgedDF B (CHF LT D,
v EEROEEHEE (QTPPE) ZXLDIEELAPIT LT B,

Modified from M4Q(R2) concept paper
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o EBHUL UZEREBADIIEG
ADCs, Vaccines, ATMPs, Cell & Gene Therapies & Tissue Engineered Products,
Combination Products

ICH M4Q (R1) Tld, REEHAFNDHCHT TENIEFIZER L TLVD,
EEOBRAN 5D EREm. EMEEREmA\DYIGNHE,

Vs

BHIZEFRE LT B4 IEmaterialszZzE& U, WE(CIGUzmaterialsz ) A
Drug Substance, Substance intermediate, Starting/Source Materials + - -

Modified from M4Q(R2) concept paper
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« SPQS (Structured Product Quality Submission)
2020E5H(CM4Q (R2) CEIBFICHAE MEW O E U TEIR

asseRsi:rt\ent Process Control Strategy
Parameter 1 X ~ X
Process A
COA1 High Parameter 2 O~0O
Process B Parameter 3 X ~ X
FHHEDODI A -V b m—UIZIA =X b
(C KDBM31ERK (C K DA DERR

SPQSN\D#ITZEBHMUT. T —FDIENEZTEET D
J=7Z2 L. SPQSICDULTIZICH M4Q (R2) TIFEXD KON,

Modified from M4Q(R2) concept paper
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1. Encouraging global convergence of science- and risk-based regulatory approaches in
the preparation of dossiers.

2. Explaining and defining the organization and positioning of information for Modules 2
and 3.

3. Enriching communication between regulators and applicants and enhancing lifecycle

and knowledge management.

Embracing product and process innovation.

Enabling efficient use of digital tools for submission and assessment and preparing for

the closely linked, upcoming ICH qguideline on structured pharmaceutical quality

submission.

6. Elucidating regulatory expectations and supporting efficient assessments, decision-
making, and actions.

o1 R

Modified from M4Q(R2) concept paper
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SPQSEEIRFICEIR=N. M4Q (R2) 5kia
2021F8H IWGE%IE
2021F11R Concept paper. Business plan® 1 &
EWGEYIE
SPQS(ZM4Q (R2) Step 2EERDRIRIIRTE
202545H Step 168

Step 2a, 2bzER
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202568H22H~11H21H ER/ (T TIA
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