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Roles and Objectives of M2 and M3 in Submission and
Assessment (Draft document)
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M4Q(R2) CTD on Quality Guideline consists of Module 2 (M2) and Module 3 (M3) in a

holistic and complementary manner with minimum duplication between these two

modules. It establishes M2 as the basis for regulatory assessment, supported by M3.

Risk—based principles are used to focus on critical quality elements. M4Q(R2) should

be suitable for various types of submissions and complex modalities and

technologies.

* Module 2 should provide a sufficiently comprehensive overview of the pharmaceutical
product and its components. It should provide a basis for an efficient and effective regulatory
submission and assessment, and product-life cycle change management. M2 may also support
reliance-based approval. M2 presents and discusses the critical information, thereby providing
a_common understanding of the product and manufacturing process factors determining
quality as well as providing product quality benefit-risk considerations. It may also include
Product Life Cycle Management tools as per ICH Q12 guideline. M2 may guide the reader how
the information is presented throughout the quality part of the dossier.
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Current working definition

The overall control strategy is an end-to-end, holistic and
integrated consideration of the control strategies as defined by
ICH Q10 to ensure product quality.

- EHERE (B ERFTESE . MFREZEF) NNHYS55E
%1%’9;%;1 (IEhoinET) DEEBEEICOLT., HEEI
7JN

A

D
BEL

| \I.

(

5.

Control Strategy as defined by ICH Q10

A planned set of controls, derived from current product and process understanding, that assures process
performance and product quality. The controls can include parameters and attributes related to drug substance and
drug product materials and components, facility and equipment operating conditions, in-process controls, finished
product specifications, and the associated methods and frequency of monitoring and control. (ICH Q10)
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* Module 3 Design
* Module 3DIEEIZDNWVTEAREE
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* “Expand the scope of M4Q guideline. These may include
multicomponent and/or complex products, such as antibody-
drug conjugates, vaccines, advanced therapy medicinal products
ATMPs/Cell & Gene Therapies & Tissue Engineered Products or

combination products that meet the definition of a
pharmaceutical or biological product.”

* “Facilitate leveraging advances in digital tools, data management
and standardization, and analytics to enhance efficiencies and
effectiveness of regulatory submissions and assessments,
although the structured pharmaceutical quality submission is
beyond the scope of M4Q(R2) guideline.”
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Metadata® iE|

* Data that describe other data characterizing attributes of values in
data fields, such as version, unique identifier, mappings

Example:
Data: Metadata:
- a picture - Location
-  Date
Time
Camera

Subject

11
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Work plan: Expected future key milestones

__
Beginning date date Task / Activit

May 2023 Biweekly 2 h EWG meetings  Discuss overall organization of M4Q(R2).
via teleconference

Form subgroups to develop details of
different sections of the technical document.

Jun 2023 Face-to-face meeting Agree on the overall outline or details of the
technical document.

Sep 2023 Biweekly 2 h EWG meetings  Compile draft technical document and reach
via teleconference a consensus EWG first draft of technical
document
Nov 2023 PWP review and Circulate draft technical document for PWP
teleconference review, collect comments, and revise draft as
needed.
Nov 2023 Face to face meeting Address PWP comments and any remaining
issues
Step 1 sign-off Finalize the technical document and sign-off

by the topic leaders of the EWG.
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