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INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALSFOR HUMAN USE

ICH HARMONISED GUIDELINE

CONTINUOUS MANUFACTURING OF
DRUG SUBSTANCES AND DRUG PRODUCTS
Q13

Final version

Adopted on 16 November 2022

This Guideline has been developed by the app) ap riate ICH;\perf Working Group and has been
subject to consultation by the regulatory parties ordance with the ICH Process. ArStep 4
of the Process the final draf? is recommended for do;m 1 to the regulatory bodies of ICH regions



https://www.ich.org/page/quality-guidelines
https://database.ich.org/sites/default/files/ICH%20Q13_Step_4_Presentation_2023_0112_0.pdf
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Final Concept Paper

Q13: Conti Manuf; ing of Drug Sub and Drug Products
Endorsed by the Management Committee on 13 January 2023
Documented dated 21 December 2022

Type of Harmonisation Action Proposed

Establi tofan |

itation Working Group (IWG) to prepare and deliver a training programme
(with associated materials) facilitates an aligned interpretation and a harmonized implementation of ICH
Q13 in ICH and non-ICH regions. The intent of this IWG is not to provide comprehensive training on all
aspects of continuous manufacturing (CM) but rather to illustrate the application of specific concepts or
principles of Q13.

5 of the P ived

ICH Q13 Continuous Manufacturing of Drug Substances and Drug Products is a Quality guideline that
provides scientific and regulatory considerations for the development, implementation, operation, and
lifecycle management of CM processes. Current pharmaceutical manufacturing processes are based on
batch processes, while CM is an advanced manufacturing concept that is unfamiliar to both
pharmaceutical industry and regulatory organizations across multiple regions. CM could offer several
potential advantages over conventional batch manufacturing in terms of ensuring consistency of product
guality, meeting patient needs, and enabling a rapid response during public health emergencies.

The Q13 guideline discusses novel concepts and scientific approaches relevant for CM and includes several
new or modified regulatory approaches that are applicable across multiple regions. Global alignment on
scientific and regulatory approaches is critical to enable the adoption of this new technology and realize
the full benefits offered by CM. The Q13 guideline builds on the concepts articulated in existing ICH
guidelines such as Pharmaceutical Development (ICH Q8), Quality Risk Management (ICH Q9),
Pharmaceutical Quality System {ICH Q10), and Development and Manufacture of Drug Substances (ICH
Q11). The Q13 guideline also references ICH Q12 guideline for lifecycle management of CM. Several novel
concepts articulated in Q13, as well as the implementation of Q13 within the framework of Q8-Q12 and
the regulatory frameworks in the various ICH regions, require more detailed clarification. In addition to
the foreseen need for training in the ICH Q13 Business Plan, feedback received during the Q13 public
consultation period also underscores the need for further support regarding the implementation of Q13.
Additional training materials are required to address the different level of understanding of key scientific
and regulatory concepts amongst regulators and industry stakeholders.

Development of multi-faceted training materials and approaches (e.g., presentations, video, industry-led
training, regulator-only training, in-persen training at CM facilities or laboratories when possible) enables
detailed dissemination and discussion of CM concepts and provide an opportunity for inclusion of practical
examples to illustrate how (13 can be applied to the development, routine operation, and lifecycle
management of CM processes. This level of detail is impractical for inclusion in an ICH guideline. It is noted



https://database.ich.org/sites/default/files/ICH_Q13_IWG_Concept_Paper_2023_0119.pdf
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