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Final Concept Paper harrmontsation for better health
ICH Q13: Conti Manufacturing of Drug Sut and Drug Products
dated 14 November 2018 Final Business Flan
Endorsed by the M Ci ittee on 15 Ni ber 2018 ICH Q13: Conti turing for Drug Sub es and Drug Products
dated 14 November 2018
Type of Harmonisation Action Proposed
End, d by the Man Ce i on 15 Ni ber 2018

New Quality Guideline

Statement of the Perceived Problem:

1. The issue and its costs
There is a general consensus that continuous manufacturing (CM) has potential for improving the *  What problemdissue is the proposal expected to tackle?
efficiency, agility, and flexibility of drug substance and drug product manufacturing. Regulatory agencies
have seen more ¢ i ged in the develap and impl of M in recent years than The current ICH Guidelines do not sufficiently address technical and regulatory requirements that are
in the past. Although current regulatory f ks allow for commerciali of products using CM umqu‘. to Cunlmuum Manu]’n&.lunnk (CM). A harmonised regulatory guideline can facilitate
technology, a lack of N y guidelines can make impl . tory I, and lifecycle I, and lifecycle management, particularly for products intended for
B PP

commercialization mlL,m.lllumlly Th]s approach will benefit industry and regulators and improve

management challenging, particularly for products intended for com men:lallzdtlon internationally. An ICH s 10 medicines.

guideline would facilitate international harmonisation and could reduce barriers to the adoption of CM

technology. The proposed new guality guideline will:
- H ise CM-related d
Issues to be Resolved: - Articulate key scientific approeches for CM
*  CM-related definiti and latory concepts: Due to differences from batch manufacture, = Harmonise regulatory concepts and expectations for CM across the regions

many CM related definitions or terminologies require further clarification or explanation in the

regulatory context, for example, definition of continuous manufacturing, startup/shutdown, state *  What are the costs {vocialhealth and fina
situation or associated with “non action”?

ssociated with the current

) to onr

of contral, process validation, and continuous process verification. Commen understanding and . ) ) . . )
consistent usage of terminology across different regions will lead to improved communication Th':"_t ® e gc!aL.:ruJ COtSETIE _ﬂ_’“l continuous facturing (CM) has fua.' improving the
efficiency, agility, and flexibility of drug substance and drug product manufacturing. Regulatory

amaongst stakeholders. Based on the current knowledge, the CM-related definitions and

agencies have seen more compenies engaged in the development and implementation of CM in recent
regulatory concepts covered in this guideline are intended to inform CM development and years than in the past. Although current regulatory frameworks allow for commercialization of pruduus
implementation for small molecules and therapeutic proteins. The general CM-related definitions using CM technology, a lack of regulatory guidelines can muke impler ion, regulatory app: L
and regulatory concepts therein may also apply to other biotechnolegical/biological entities. and lifecycle management challenging, particulerly for products intended for commercielization

internationally. An ICH guideline would reduce barriers for the adoption of CM technology.
»  HKey scientific approaches for CM: Fundamental scientific approaches for CM may differ from

those encountered in batch processes, for example, concepts of system dynamics, maonitaring Specific costs from lack of action by ICH include:
frequency, detection and removal of non-confarming material, material traceability, process - [5SLI2'I.I1C€ u:.fma] n:glupal B ! .\Hlf! differing regulatory exp !
madels, and advanced process controls. A comman understanding of the scientific approaches = Multiple filing strategies required to comply with different regulatory expectations.

- b dkdBTCM] tation dug to the lack of harmonised lat
will facilitate consistent science- and risk-based implementation and regulatory assessment of CM neressedt risk and costs for implemeniation. dus to the fack o Tsed reguatony

across different regions. Based on the current knowledge, the key scientific approaches covered

- Um.l:ruml) resulting in ad hoc special meetings and consultations between industry and
in this guideline are intended to inform small molecules and therapeutic prulelns The general regulators to resolve technical and regulatory questions, and
i Y T [ TP Tt PPV WL P 2.
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