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EU pharmaceutical legislation
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New pharmaceutical legislation

Enabling mechanisms for innovation/CMC
e.g.
Master files
Personalised medicines
Platform approaches
Decentralised manufacturing
Regulatory sandbox

Variation framework & Annex II
Strengthened pre-submission support
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Digitalisation and automation of manufacturing and control

Process models

Platform manufacturing technologies

Personalised medicines

3rd LLFG
5 June 2024

2nd LLFG
12 Oct 2023

1st LLFG
13 March 2023

4th LLFG
19-20 Nov 2024

Decentralised manufacturing
  Continuous manufacturing of biologicals or end-to-end continuous manufacturing

5th LLFG
8-9 April 2025

Published meeting reports : case studies, challenges, possible solutions + concrete actions that QIG will take to 

address the challenges

6th LLFG
3-5 Mar 2026

Innovative technologies to advance sustainability goals 
in pharmaceutical manufacturing

https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp-working-parties-other-groups/quality-innovation-group
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp-working-parties-other-groups/quality-innovation-group
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp-working-parties-other-groups/quality-innovation-group


Pharmaceutical Process Models 

• Listen & learn focus group (4/5 June 2024)

• Case studies (diverse models in pharmaceutical manufacturing)

Discussion points:

• Model agnostic regulatory framework

• Risk-based consideration → regulatory requirements

• Model classification (low/medium/high)

• Model validation

• Documentation

• Lifecycle

◦  Preliminary QIG considerations on pharmaceutical process models

◦  QIG breakout session: 18 Nov 2025
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Platforms
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• Listen & learn focus group (19-20 November 2024)

• Regulators’ considerations: prior knowledge/platform approaches 

• Industry examples: vaccines, mRNA, gene therapy, continuous direct 

compression, oligonucleotides

Discussion points:

• Benefits of the platform: streamlined development, data utility, 

acceleration

• Prerequisites: definition, documentation, data maturity, reproducibility 

• Modular approach versus end-to-end

• Product experience & ideal product class

• Lifecycle management



Resources

CHMP/BWP guidance

• Guideline on quality aspects of RNA vaccines (revision for finalisation in 2026)

• Reflection Paper on tailored clinical approaches for biosimilar developments (revision for finalisation in 2026)

• Guideline on the development and manufacture of human medicinal products specifically designed for phage 
therapy (draft in public consultation)

• Revision of Guideline on Radiopharmaceuticals Based on Monoclonal Antibody Derivatives (awaiting finalisation) 

• Revision of Guideline on epidemiological data on blood transmissible infections) (draft in preparation)

• QIG Preliminary Considerations on Pharmaceutical Process Models (draft)

• Guidance to support new variations framework (i.e. complex manufacturing, PACMP, PLCM, other)

• Questions and Answers on BWP learnings 

• ICH Guidance (Q1/Q5C; Q3; Q6; M4Q; Upcoming: Biosimilars, Cell&Gene therapies discussion group, SPQS) 
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Classified as internal/staff & contractors by the European Medicines Agency 

Reflection paper on a tailored clinical approach in biosimilar 

development
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Scope: This Reflection Paper discusses the necessity of CES for 

demonstration of biosimilarity. In order to place those 
reflections into context, the Reflection Paper first considers the 
current practice with respect to analytical comparability exercises, 
including in vitro pharmacology, and consider their predictive value.

Subsequently, some reflections will be provided with regard to the 
contribution of CES, and other human in vivo studies, especially 
PK/PD studies, and to the assessment of immunogenicity.

This Reflection Paper is not intended to replace current 
guidance or current practice with regard to analytical comparability 
exercises.

Personal views only - evolving field – may not reflect final view of EMA/CHMP 



Classified as internal/staff & contractors by the European Medicines Agency 

Workshop @ EMA 22nd September

Take home messages

• Broad support for the principles and main conclusion of the RP

• Maintaining high scientific standards while considering a tailored approach is key 

• To be further reflected upon (either update of RP or subsequent guidance):

• Contents of similarity assessment protocol 

• Impurities (esp. process related)

• Statistical approaches for CQAs

• PK studies

• Immunogenicity assessment
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Personal views only - evolving field – may not reflect final view of EMA/CHMP 



Ulla Grauschopf, Division Head Quality Assessment, Swissmedic

Notified Body Opinions: 
Findings & Handling by Swissmedic Quality Assessors

CMC Strategy Forum 

Basel, 21 October 2025

Rapid Fire Session with Regulatory Updates
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• Swissmedic has aligned its authorisation requirements for non-separable (integral and co-packaged) 

combination products with the revised provisions of the EU-MDR.

• In keeping with Article 117 EU-MDR, a Notified Body Opinion must be submitted for integral medical 

device components for which the involvement of a designated conformity assessment body (“Notified 

Body”) would be required if the device component were to be marketed separately as a CE-marked 

medical device.

Notified Body Opinions - Status at Swissmedic

https://www.news-medical.net/drugs/Enspryng.aspx

https://www.enbrel.com/-/media/Themes/Amgen/Enbrel-com/Enbrel-com/Documents/USA-916-

83999_ENBREL_SureClick_Injection_Overview.pdf

….. Autoinjectors and pre-filled syringes as „bread and butter“ devices for SC administered parenterals. 

Quality Assessors have to rely on the Notified Body Opinion report during their assessment.
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• Late coming NBOs due to limited NB capacity

• Significant heterogeneity in the delivered content of NBOs

• 11 pages versus 120 pages!→ quantity is not everything…but!

• Unclear descriptions of the device components assessed by the NBO with no/minimalistic link to the submitted 

drug-device combination product 

• GSPR compliance declared despite obvious data gaps.

• Biocompatibility, usability and transport validation data missing, incomplete or not applicable to the final version 

of the device…….

• In some cases, NBO did not cover the intended use scenario, eg peninjector required to have a small volume up-

titration with device not capable to stay within the required dose delivery limits but NB issued positive opinion 

because of compliance with ISO11608

Swissmedic has noticed that in some cases critical deficiencies in the content of the NBO limits its 

usefulness for the marketing authorisation assessment.

Findings



16

• Sharing of our findings with EMA colleagues, NBs and industry stakeholders

◦ Team NB incl. Art 117 working group

◦ Planned publication at Swissmedic homepage

• Introduction of a checklist for Swissmedic quality assessors to facilitate the handling of a Notified Body 
Opinion Report

• Issuing of questions within LoQ to applicants 
◦ e.g. if scope and clear description of device components in the NBO are missing: “Please confirm that all 

device components of the drug-device combination product have been addressed in the NBOp. Please 
explain and justify any deviations in Module 3. Please request from the NB to include such information in 
future versions of this NBOp.”

→ Industry colleagues to check NBOs prior submission- ask yourself the same questions as we do 

in Quality Assessment

How to move forward to improve the situation?

Thank You!



CMC strategy forum
Basel, 21 October 2025
Rapid Fire Session with Regulatory 
updates

Dr. Emmanuelle Charton, Head of Division B, 

European Pharmacopeia Department

EDQM



Part of the Council of Europe
Founded in 1964
European Pharmacopoeia: Partial 
agreement 
(39 members states & the EU 
+ 33 observers)
Contributes to public 
health and access to good quality 
medicines and healthcare in Europe
Wide scope of activities

Our vision
Together for 
better health, 
for all

Our mission
To contribute to public health protection 
by engaging with an international 
community of experts and stakeholders

North America

3 observer
states

Europe

40 39 member states 
and the EU

5 observer
states

Asia

11 observer
states

South America

2 observer
states

Africa

9 observer
states

Oceania

1observer
state

Non-state

EU (member)
TFDA and WHO (observers)*

* EU: European Union; TFDA: Taiwan Food and Drug 
Administration; WHO: World Health Organization

European Directorate for the 
Quality of Medicines & 
HealthCare, EDQM



New Pyrogenicity Strategy
Suppression of the Rabbit Pyrogen Test



Phasing out the Rabbit Pyrogen Test - Communication to 
stakeholders

EPAA/EDQM 
Conference
EU Commission, 
Brussels

SepJune2021 2022

Project started, with 
announcement of the 

timelines
EDQM 11th 
edition 
Conference
EDQM, 
Strasbourg
(19-21/09)

2023 Feb

(14-16/02/23) 

Jan Novem-
ber 2024

Strategy paper

June 2025
1 January

2026November

RPT deleted from 57 texts

Chapter 2.6.9 deletedf from
Ph. Eur.

1 July

EMA Q&A

May



Save the date! Follow-up EPAA/EDQM event

25-26 February 2026 Brussels
https://www.edqm.eu/en/-/save-the-date-joint-edqm-epaa-symposium-pyrogen-testing-2.0-ethical-
evolving-and-eco-friendly-implementing-safe-rapid-state-of-the-art-and-sustainable-non-animal-
approaches-worldwide-25-26-february-2026
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Rapid Microbiological Methods



Exploring a certification system for rapid microbiological methods

Concept stage: 
Still lots of questions to address

Stakeholders feedback
 Needs
 Embark
 Shape the system

Identification of
 Benefits
 Challenges
 Questions re. stakeholder needs 

(what would be acceptable/not 
acceptable)

Regulator
workshop Public 

workshop

EDQM-APIC meeting, 2 July 2025



Competent 
authorities

Exploring a certification system for the validation and comparability of RMM

Approved 
application

Product

approval 

review

Experts’ opinion
• Suitability of the RMM according to 5.1.6
• Comparability to Ph. Eur. method

RMM: rapid microbiological methods

EDQM premises

Review by 
board of experts

Ph. Eur. 
5.1.6

RMM 
supplier / 

user

RMM 
user

(e.g. new use)

RMM 
Equipment

Validation / comparability studies 

EDQM-APIC meeting, 2 July 2025



…participating in the establishment of innovative 

approaches to QC of medicines in Europe

… listening to its stakeholders to help shaping up 

these approaches

…facilitating the regulatory framework in 

Europe and beyond by the establishement of 

standardised approaches

…. promoting globalisation of these approaches

Take away message: The EDQM is…



MPHAKO BRIGHTON RATLABYANA 

MANAGER PHARMACEUTICAL EVALUATIONS 
(PRE-REGISTRATION UNIT)
                                    
mphako.ratlabyana@sahpra.org.za
ratlabyanamb@gmail.com 
ratlabyanamb@gmail.com 

SAHPRA Rapid Fire Updates 

CASSS-CMC strategy forum
Basel  20-22 October 2025

mailto:mphako.ratlabyana@sahpra.org.za
mailto:ratlabyanamb@gmail.com
mailto:ratlabyanamb@gmail.com


South African Health Products Regulatory Authority (SAHPRA)

• Population ~ 62 million

• HQ in Pretoria-Capital city

• 2 Regional offices (Durban 
and Cape-Town)

• ~400 staff members  



Background information
• Work sharing initiative in SADC (medicines assessments and GMP 

inspections)
• Founded in October 2013 by 4 countries

• SAHPRA joined the initiative in 2016
• Triggered by common challenges
          -Huge backlogs & Long registration times
          -High staff turnover
          -Limited capacity to assess certain types of products e.g biologicals
          -Inadequate financial resources

 



10 years on…Where are we?

2| meetings/Year

of Heads of Agencies 
(HOA) Training Sessions

≠17

# of Assessment 
Sessions: 4|year

31 (face to face) 

+ 13 (virtual 

sessions)=44
74

Manufacturers inspected for 
GMP compliance: 
4 schedules |year

11|Average 

# of products 
per session

ZAZIBONA 56% 20%vs

Positive Negative

24%

Withdrawn

vs

409 Products.

Since 

2013

OCTOBER  2023



AFRICAN MEDICINES AGENCY

AMA a Specialized Agency of 
the African Union (AU) dedicated 

to improving access to quality, 
safe and efficacious medical 
products in Africa through 

regulatory harmonisation and 
systems strengthening.

The AMA Treaty was adopted by 
the AU Assembly on 11 February 
2019 and came into force on 5th 

Nov 2021.



AFRICAN MEDICINES AGENCY

https://www.nepad.org/publication/ama-inforaphics 

https://www.nepad.org/publication/ama-inforaphics
https://www.nepad.org/publication/ama-inforaphics
https://www.nepad.org/publication/ama-inforaphics


TYPES OF APPLICATIONs IN THE CONTINENTAL PILOT

09 Biological Products (3 Vaccines)

2 New Chemical Entities

10 Multisource Products manufactured in the Continent 

3 of the Biological products were withdrawn thus proceeded with 21 applications



CURRENT STATUS/ KEY ACHIEVEMENTS

• From the 21 applications

• 10 Continentally Listed as of July 2025

• All remaining applications are in the final cycle 3



Role of SAHPRA

• Chair AMRH Steering committee

• Chair GMP Technical Committee

• Chair EMP Technical committee of biological and vaccines

• Participate actively in EMP TC.

• Participate actively in BABE TWG.

• Participate actively in other supporting TC’s.

• Contribute to pool of continental assessors and GMP 
inspectors.



Panel discussion



Revised variation classification GL: main changes

41

B. Quality variations C. Safety, Efficacy, PhV variations 

• Reduction/simplification list from 

8  to 5 scopes.

• Deletion of scopes (C.I.9, C.I.10, as 

now done via Art. 57 database).

• C.I.3 expanded to include 

implementation of PRAC signals and 

joint recommendations of EU 

authorities.

• New scope for submission of results of 

assessments carried out on target 

patient groups.

Review of all categories: 

• Downgrade certain scopes when 

scientifically justified (risk/based approach). 

• Removed conditions of biological 

medicinal products in certain circumstances 

allowing a Type IA variations.

• Implementation of PACMP as Type IB or 

Type IA also for BIO.

• Alignment and consistency between 

Chemicals and Biologics where appropriate

• New section on In-house reference 

preparations.

• New scopes for Medical devices in line 

with MDR.

D. PMF 

• Reduction/simplification list from 
23 to 16 scopes.

• Operational details shifted 

to EMA/CMDh guidance for easiest 

updates in the future.

• Change the current code system 

(numbering) to facilitate the 

implementation of the new 

framework

A. Administrative variations 

Procedural part

entry into force 15 Jan 2026
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