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Expected requlatory/operational flexibilit articularly as it relates to
lifecycle management, was not realized

%




BT i<k

Opportunities and b _ ind e envisioned “operational flexibility”

O
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Need to focus more on the Commercial Manufacturing phase of the lifecycle
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® In summary, to realize regulatory and operational benefits of QbD




nt to develop a transformational guideline
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ppendix 1: CTD Sections That Contoun ECs

Appendix 2: Principles of Change Management
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* Concept exists and /or is ev
Japan: MHLW ‘Appr&ié Matters'
USA: Draft FDA Guidance on ‘Established Conditions’
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In certain cases, applying knowledge from a data-rich environment enables a performance based

approach in which ECs could be primarily focused on control of unit operation outputs rather than process
inputs (e.g., process parameters and material attributes).
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Is the process parameter
either a CPP or a KPP?

Yes /lv\ No
Citis an EC o

Reporting categories of changes to EC
|
: - : - 3 :
What 1s the level of potential risk associated
with the proposed change. taking into
T consideration the Control Strategy

m Moderate to low

!

( Prior Approval > ] ( Notification’ ] Not Reported >




"'.'mqking changes

‘to appre mmitments

Provides a high lev 2l sumn duct contro 's:’;;zlfegy to clarify and highlight -
which elements of the control strategy should be considered ECs.

Facilitates and encourages a more strategic approach to lifecycle management

Enables transparency and facilitates continual improvement
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® Encourages communication between assessors and inspectors to facilitate

%

implementation of Q12




CMC

enefits to the majority

of marketed y

\&

® A case study to illustrate current challenges to continual improvement in
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O These products are sold in 174 different countries
j O And implementation require changing 6364 licenses!
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will be reviewed
agulation in these ICH

regions”

EU propose'dll'--'- vas adopted by ICH C and Assembly in Geneva
®* Q12 reached Step 2b in November 16, 2017
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® This is important " ICH and
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- PLC category for making
changes to app ral Ch  commitments
* Provides a strategy for a structured approach for frequent CMC changes (e.g., analytical

methods) of marketed products
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® More work is needed k tep 4 to realize our vision
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It is always difficult to m'e_”s,ﬁn-f-ficqn’r paradigm changes

® We can learn from the QbD Journey
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