WEEKLY SUPPLEMENT: WEEK ENDING APRIL 4, 2025

INTERNATIONAL PHARMACEUTICAL QUALITY
Inside the Global Regulatory Dialogue

CURRENT INSIGHTS FROM LEADING REGULATORS

Revised EU Variation Classification Guideline Will Address Impact of
Combination Product Changes

At the 2025 DIA/RAPS Summit on Combination Products in the EU, held in Brussels at the end of January,
EMA Procedures Office Head Virginia Rojo gave an update on the agency’s ongoing efforts to support
companies in dealing with lifecycle management of combination products (CPs). She discussed the
relationship between the current CP guidance and the draft variation classification guidance, and the
increased focus on assessing the risk and impact of changes to the medicinal product. [See p. 3.]

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

US: CDER on BPCI Act

EUROPE: ¢ MHRA Safety Bulletin ¢ EMA on mRNA Vaccine Quality ¢ Swissmedic Product Quality Reviews
e Ph. Eur. Draft Monograph Consultations e Swissmedic Authorization Procedure Meetings ¢ MHRA Promising
Innovative Medicines ¢ EMA Herbal Medicine Activities

INTERNATIONAL: Mexico GMP Guidelines ¢ WHO Prequalification Consultation e China’s NMPA Sterile Drug
GMPs e Philippine FDA on Product Recalls

FDA DRUG GMP WARNING LETTERS

There were no FDA warning letters posted during the week.

FDA DRUG RECALLS

Among the seven recalls posted in FDA’s enforcement reports during the week, one drew the most serious, Class
I, rating. The recall involved three lots of various nasal wash systems products due to Staphylococcus aureus
contamination.

CLICK HERE for previous Weekly Supplements. IPQ’s archive of “Updates in Brief,” FDA warning letters
and drug recalls, and EMA NCRs is available for subscribers at IPQ.org.
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INTERNATIONAL PHARMACEUTICAL QUALITY provides in-depth coverage of emerging drug, biologic and
combination product CMC and GMP issues and developments with a mission of helping advance and harmonize
the quality regulatory process globally. Headquartered in Washington, D.C., IPQ is read by regulatory agencies,
manufacturers, suppliers, consultants, law firms, and universities around the world.

IPQ tracks the industry/regulator dialogue at key international forums along with the developments, initiatives,
regulations, guidances and standards in the quality regulatory arena to create a uniquely valuable resource for the
intelligence gathering and knowledge management needs of the pharmaceutical community.

IPQ’s “actionable intelligence” is particularly valuable for thought leaders and decision makers who need to have a deeper
understanding of the issues and their context to help shape regulatory policy and develop implementation strategies.
Subscriber support allows IPQ, in turn, to make an important contribution to the efforts of key non-profit associations and
public service organizations engaged in addressing the increasingly complex manufacturing and regulatory challenges

for medicines in the global context.

IPQ is published online, and the substantial archive
at IPQ.org is easily searchable through its keyword
search indexes. Links to documents referenced and
cross-links to related previous IPQ coverage in the
area are included, allowing readers to quickly dig as
deeply into an issue and its context as needed.

Links to IPQ’s newly posted in-depth stories are
provided in “News Alerts,” which include the
“Hotspots in the Dialogue” listing of the upcoming
conferences on IPQ’s agenda.

IPQ Weekly Supplements include a feature story on
a presentation or panel discussion in which leading
regulators address key areas of concern, and the
Monthly Updates provide the regulator and in-
depth stories posted during the month. Both include
“Updates in Brief” on recent quality regulatory
developments worldwide and an annotated listing of
FDA GMP warning letters and recalls as well as
EU GMP non-compliance reports posted during the
week/month.
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IPQ INTERNATIONAL PHARMACEUTICAL QUALITY

Inside the Global Regulatory Dialogue

Revised EU Variation Classification Guideline Will Address Impact of
Combination Product Changes

The EU variations classification guideline, currently undergoing revision in association with a broader update to the
EU pharmaceutical legislation, will include consideration of the impact and risk of combination product changes.

For integral devices, co-packaged devices, and devices referenced in the product information, the guideline will
instruct marketing authorization holders to assess the impact of product changes on the medicinal product being
delivered and the potential risk to patients that the change poses.

Speaking in a session on variations and lifecycle management at the 2025 DIA/RAPS Combination Products in
the EU Summit held in Brussels at the end of January, EMA Procedures Office Head Virginia Rojo explained

how the new classifications guideline will address combination products.

She stressed that “we have tried to really focus on impact and risk in the way we drafted the scopes. So we are not
drafting the scopes looking at the type of device. There is no longer a scope for inhalers or a scope for pens. That would
have been way too complicated.” Instead, Q&As will be used for additional explanations and clarifications.

In outlining the amendments made in the draft guideline, Rojo noted that more than 1,500 comments were received
on the entire guidance by the end of the consultation period in Aust 2024, with around 70 on the combination product
sections. Acknowledging that certain areas may still be unclear, she affirmed that there is ongoing work to address

those areas. [Rojo’s full remarks are appended below.]

Alignment with Existing Guidelines is a Key Goal

The guideline was drafted with the aim of aligning with the 2021 EMA “Guideline on quality documentation for
medicinal products when used with a medical device” and the related Q&A on implementing the EU Medical Device
Regulation (MDR), which also became applicable in 2021. The Q&A is updated to reflect applicant questions and is
currently at version 5, following updates in January 2025.

“Once the guideline is in force and we gain more experience,” Rojo commented, further updates may be made. “But
until that happens, until we have the new variation classification, the current one is still applicable, and it needs to be
read in conjunction with the Q&A, at least during this transition period.”

Recognizing the “different languages” used in the medicinal product and medical devices industries, she
emphasized that “This is a classification guidance for medicinal products.”

During the drafting process, “we were very careful in trying to maintain an alignment with the rest of the guidance in
terms of how the changes are described, how they are classified in terms of requirements and in terms of terminology.”

Because of all the changes to the classification guideline, new categories will be used to ensure distinction between the
old and revised guidance during implementation.



Discussions Held with Notified Bodies

Rojo shared that many discussions have been held with notified bodies to understand their perspective on the notified
body opinion (NBOp), which is required for integral medical devices under Article 117 of the MDR. For the NBs, she
explained, it is regarded as a “one-off document.”

One of the most frequently asked questions to EMA, national regulatory agencies, and notified bodies regarding
Article 117 is: “When is a new NBOp needed?”

Following internal reflection at EMA, together with the Coordinating Group for Mutual Recognition and Decentralised
Procedures-Human (CMDh) - in which Rojo is a member of the subgroup on combination products - it was agreed
that a new NBOp will be needed in cases of new devices or major changes to the device or to the intended use of the
device. For a minor change, there is no need to provide a new opinion.

However, Rojo cautioned, a dialogue needs to happen between the manufacturer of the device and the MA
holder for the medicinal product. “Then, it is for the MA holder to assess the risk and the impact of that
change in the medicinal product and then decide if it is a major change or a minor change. Does it require a
notified body opinion, yes or no?”

She highlighted that some clarity and examples have been provided in the Q&As. The classification guideline has
“even more detail and granularity,” she maintained. However, given that it would not be possible to cover all types of
combination products, the guiding principle is: “What is the impact, what is the risk in my medicinal product? Is this
a major change that requires a Type Il variation, or is it a minor change?”

Summit Brings Together Combination Product Leaders

The DIA/RAPS Combination Products in the EU Summit brought together leaders from diverse backgrounds to
discuss the challenges, opportunities, and future outlook for treatments combining medicinal products, medical
devices, and in vitro diagnostics (IVDs) in Europe.

Representatives from EMA, national regulatory authorities, the European Commission (EC), notified bodies and both
medical device and medicinal product industries participated in the dialogue.

One of the plenary sessions addressed the broad challenges associated with Article 117 implementation,
including issues around consistency and predictability.

A session chaired by Pfizer Combination Products & Medical Devices Regulatory Head and Executive Director Amanda
Matthews then focused on the specific challenges of lifecycle management. An industry perspective was given by
Novo Nordisk CMC Regulatory Affairs and Devices Platform and Portfolio Director Ola Oyinloye, in addition to the
regulatory perspective from Rojo. Panelists from Sandoz and the notified body BSI joined the panel discussion.

[Editor’s Note: An upcoming IPQ story will cover the industry perspectives and panel discussion on lifecycle
management at the DIA/RAPS summit.

LINKS: ¢ EMA Proposed Amendments to Variations Guidelines ® EMA Q&A on Implementation of the
MDR and IVDR e EMA Guideline on Quality Documentation (with Devices)

Subscribers CLICK HERE for Rojo’s full remarks at the
summit.
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The following are the headlines and opening paragraphs of closely related IPQ stories.

EMA’s Christelle Bouygues Reviews Lifecycle Management Expectations and Other Key Concerns Addressed
in Revised Q&A on Drug/Device Combination Products

At the 2024 RAPS Euro Convergence Conference held in Berlin in May, EMA Senior Regulatory Affairs Specialist
Christelle Bouygues highlighted the effort being made in an updated Q&A on drug/device combination products to
better clarify lifecycle management expectations and responsibilities. [IPQ July 12, 2024 Weekly Supplement]

EC, EMA and EU Member Agencies Take on Regulatory Interface Challenges for Drug/Device/IVD Combinations

The European Commission, EMA, and national competent authorities are leading a “coalition of the willing” to
address the challenges at the interface of drug/device/in vitro diagnostic regulations and facilitate the development
of innovative treatments that combine medicinal products with medical devices or IVDs. [IPQ March 22, 2024

Weekly Supplement]

Global Regulatory Convergence is Drawing Increased Attention at FDA’s Office of Combination Products

In reviewing the strategic priorities and actions of FDA's Office of Combination Products, its leaders are pointing
to an increased focus on convergence across global jurisdictions, with the goal of achieving a more consistent,
efficient, risk-based regulatory approach to the combined use of drug, device, and/or biologic medical products.
[IPQ January 26, 2024 Weekly Supplement]

A Confluence of Forces Is Now Spurring Combination Product Regulatory Reform in Europe

Aconfluence of forces is intensifying the pressure on and opening pathways to the reform of drug/device combination
products regulation in Europe, with legislative changes and strategic priority needs at issue. [IPQ July 2, 2021

News in Depth]

World Vaccine Congress
(Apr 21-24) Washington, DC

Making Pharmaceuticals
(Apr 29-30) Coventry, UK

AAPS Biotech Conference
(May 4-7) Boston, MA

PDA CDMO Partnership WS
(May 5) Singapore

PDA Quality Conference
(May 6-7) Singapore

ISPE Europe Annual Conference
(May 12-14) London UK

Hotspots in the Dialogue

IPQ’s upcoming meeting schedule through May includes:

IPEC Excipient World Conference
(May 12-14) National Harbor, MD

Duke Margolis Policy Conference
(May 13) Washington, DC

RAPS EuroConvergence Conference
(May 13-16) Brussels, Belgium

IABS Biological Platforms Conference
(May 14-15) Brussels, Belgium

JPAG Stability Symposium
(May 15) London, UK

2025 FDLI Annual Conference
(May 15-16) Washington, DC

Quality Business Leadership Summit
(May 16) Dublin, Ireland

TIDES USA Conference
(May 19-22) San Diego, CA

PDA Digital Manufacturing Conference
(May 20-21) Basel, Switzerland

PDA Aseptic Manufacturing Conference
(May 22-23) Basel, Switzerland
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MAY 29-30

CASSS

SHARING SCIENCE SOLUTIONS

The NEW 2025 Symposium on mRNA will bring together industry,
academia, and regulatory agencies from around the world to
explore how mRNA has become a new modality, how mRNA
vaccines are applied against a wide array of infectious diseases,

T H E R A P Y and how many are exploring the application of mMRNA agents for

other diseases. Speaker presentations, panel discussions, and
networking opportunities will give you the opportunity to engage

P R O D U CTS with fellow attendees in meaningful discussions. We look forward

to an informative Symposium and hope to see you there. Be ready
to network, collaborate, and expand your knowledge.

Continued innovation is fueling the expansion and clinical
translation of mMRNA-based therapies in applications far beyond
their use as prophylactic vaccines for COVID-19. The first CASSS
Symposium on mRNA explores the expanding landscape of

Gaithersbu rg, MD mRNA vaccines and therapeutics, with a focus on manufacturing,

quality, and regulatory considerations for this rapidly evolving field.

THERAPY PRODUCTS

CGTP
D@

SUMMIT

in the Biotechnology
& Pharmaceutical
Industries

in the Biotechnology
Industry

CASSS meetings bring together industry, regulatory and academic professionals for critical discussions to solve

UPCOMING 2025 CASSS MEETINGS

technical and regulatory challenges in the field of biopharmaceutical development.

Symposium on mRNA
May 29-30, 2025

This Symposium will explore how mRNA has become a new modality, how mRNA vaccines are applied against a wide
array of infectious diseases, and how many are exploring the application of mMRNA agents for other diseases.
CGTP Summit

June 9, 2025

This one-day Summit is designed to discuss pertinent challenges in the cell and gene therapy field through
speaker presentations with interactive, in-depth panel discussions.

Cell and Gene Therapy Products

June 10-12, 2025

The Symposium will bring together industry, regulatory, and academic professionals to discuss pertinent
challenges in the cell and gene therapy field.

CMC Strategy Forum North America

July 14-15, 2025

The purpose of the CMC Strategy Forum is to provide a venue for biotechnology/biological product discussion
on relevant CMC issues throughout the lifecycle of a product.

CE Pharm

September 7-10, 2025

The Symposium provides a forum for the discussion of recent developments in capillary electrophoresis (CE)
analysis of protein, nucleotide, and small molecule pharmaceuticals.

Mass Spectrometry

September 23-26, 2025

The goals of the Symposium are to communicate best practices and innovative approaches for mass spectrometry
applications in biopharma, as well as promote colleague networking and open discussions.

CMC Strategy Forum Europe

October 20 to 22, 2025

The Forum will follow the established model of the CMC Forum series with a focus on topics and
regulatory updates relevant to Europe.
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IPQ’s 2024-2025 WEEKLY SUPPLEMENTS

The following are the headlines of the “regulator insight” stories featured in our Weekly Supplements since
IPQ began publishing them in January 2024. The stories are listed by month in reverse chronological order.
Readers of the Weekly Supplement can then click though to those that are of particular relevance to the
regulator presentation, news briefs, and compliance information featured in the issue. Those of particularly
high relevance to the regulator story in this Weekly Supplement are indicated with a red star (*).

MARCH
Featuring Global Regulatory Panel on Convergence, Reliance, Collaboration, Access, and Innovation

EMA’s Hernan Reviews Quality Innovation Group Role, Focus, and Activities in Advancing CMC
Technology

Impact of WHO CMC/GMP Support for Local Medicine Production Is Enhanced by Early Engagement

Health Canada’s Siggers Reviews Data Model Challenges and Regulatory Needs at CASSS CMC
Strategy Forum

FEBRUARY

MHRA'’S Odeh Highlights Progress on the ICH Q6 Revision and How Current ICH Quality
Principles Are Being Incorporated

HPRA'’S Lee Reviews EMA Quality Innovation Group Engagement with Process Models at ISPE
Pharma 4.0/Annex 1 Conference

AGES’ Bauer and Meissner Highlight Regulatory Expectations for Strategic Managing of Sterile
Process Data

Leaders from SAHPRA, WHO, and EMA Emphasize Commitment to Collaboration and Regulatory
Systems Strengthening Across Africa

JANUARY

EMA’s Shivji Reviews Europe’s Evolving Regulatory Approach to Prior Knowledge and Platform
Technologies

FDA India Office Director Greg Smith Highlights His Office’s Deepening Engagement with Indian
Regulators and Industry

FDA Deputy Commissioner Trzeciak Underscores Need for Global Regulatory Partnerships and
Harmonization in Supporting Medicine Quality and Access at 19th ICDRA

International Conference of Drug Regulatory Authorities Focuses on “Smart Regulation” for Increased
Global Access to Quality Medical Products

FDA’s Zidan Highlights CDER’S 3-D Printing Research in Reviewing Distributed/Point of Care Manufacturing
Considerations

DECEMBER

*FDA Leaders Explain How the Office of Combination Products Intercenter Consult Process Has Expanded
the Pathway for Sharing Expertise Across the Agency
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CBER’s Levenson Reviews CMC Challenges Posed by The Expanding Diversity of mRNA Therapies at DIA/
FDA Oligo Conference

CDER’s Corrigan-Curay Reviews Current Regulatory Landscape and Future Directions for Generics &
Biosimilars

FDA'’s Mullin Stresses Need for Enhanced Global Regulatory Collaboration and Agility to Address Shortage
Problems and Increase Drug Availability
NOVEMBER

EMA Committee for Advanced Therapy Leaders Highlight CAT’s European and Global ATMP Contributions
at EMA Symposium

MPA’s Welin Provides Insights on ICH Q6 Revision Process and Goals as EWG Work Gets Underway

CASSS Panel on Trends in Mass Spec Regulatory Research, Review and Standards

OCTOBER
FDA'’s Levis on Platform and Advanced Manufacturing Technology Guidances

TGA'’s Burnett Highlights Australia’s Inspection Reliance Framework

SEPTEMBER
Reforms by India’s CDSCO to Enhance Quality Oversight Include Digitalization and Regulatory Rationalization
FDA and Health Canada Reviewers Offer Insights on ADC Control Challenges and Guidance Gaps
PEI's Merz Explores Current Guidance Applicability and Gaps for ADC Characterization and Control

EMA’s Kotzagiorgis and FDA’s Tsinontides Review Experience with ICMRA’s Collaborative PAC Assessment
and Inspection Pilots

AUGUST
EDQM'’s 2024-27 Strategy Builds on Collaboration and Reliance Successes of Certification and Testing Programs
Facility Issues are Increasingly Prominent in CDER Complete Response Letters for BLAs

Global Regulatory Panel Reviews Comparability Experience with Cell-based Therapies and a Path Towards
Harmonization

CBER'’s Byrnes Explains FDA’s Emphasis on a Risk-Based Control Strategy Approach to Potency
Assurance for CGTs

EMA Quality Office Head Jekerle Discusses Agency/Developer Interplay for Gene Therapies at PDA ATMP Conference

JULY

EMA’s Palmi Underscores Necessity for International Collaboration and Reliance, Offering EU Experience as
a Guide

FDA Biologics Reviewer Advises Reaching Out to the Agency Early on the Challenges in Developing and
Validating Rapid Microbial Methods
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CDER Compliance Official Dionne Explores DEG/EG Risks and Testing at IPEC’s Excipient World

EMA’s Roberto Conocchia Reviews International Collaborative Efforts on Implementing the Revised Annex 1

JUNE

FDA Office of Compliance’s Brooke Higgins Reviews Recent Inspectional Trends in Aseptic Manufacturing
and Path Forward

EU GMP Inspector Reviews Challenges with Annex 1 Adoption at PDA Aseptic Manufacturing Conference

*EMA’s Christelle Bouygues Reviews Lifecycle Management Expectations and Other Key Concerns
Addressed in Revised Q&A on Drug/Device Combination Products

FDA Compliance Official Friedman Stresses the Critical Role of an Executive-Supported Quality/Operations Partnership

MAY

*Different Risk-Based Tools Can be Utilized for Computer Software Validation, Say UK and US Regulators,
but the Focus Should be on Critical Thinking and Patient Safety

HPRA CEO Lorraine Nolan Urges Industry Leaders to Support Regulator/industry Vision for Global Quality
Dossier

MHRA's Trevor Watson Reviews GMDP Inspection Findings and Expectations for APls and Excipients at JPAG Conference

African Medicines Agency Will Play Key Role in Continental Regulatory Ecosystem Alongside Regional
Initiatives and National Authorities

FDA'’s Katharine Duncan Reviews CMC Expectations for Therapeutic Peptides at USP Peptide/Oligo Workshop

APRIL
FDA's Lawrence Perez Reviews Key CMC Challenges for Synthetic Oligonucleotides at USP Peptide/Oligo Workshop

WHO and EMA Leaders Shed Light on WHO Listed Authorities (WLA) Initiative to Increase Global
Regulatory Capabilities

CBER’S Steven Oh Explores CMC Challenges of CGTs at PDA CDMO Partnership Workshop

MHRA'’s Chief Partnerships Officer Explains How the Agency Is Supporting Sustainability

MARCH

FDA Europe Office 2024 Priorities for Medical Products Include Promoting Global Regulatory Convergence
Around Cutting-Edge Technologies

*European Commission, EMA, and Competent Authorities Lead “Coalition of the Willing” in Addressing
Interfaces Between Drug / Device / IVD Regulations

Innovation-Friendly Updates to ICH’s Biotech Viral Safety Guideline Q5A Highlighted by Health Canada’s
EWG/IWG Member Storbeck

ICH Technology Facilitation Efforts Bear More Fruit in New Analytics Development Guideline Q14 and
Revised Validation Guideline Q2(R2)

International Panel of Regulators Discuss Collaboration on Transforming CMC Practices at CASSS WCBP
Symposium (Part II)
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FEBRUARY

International Panel of Regulators Discuss Collaboration on Transforming CMC Practices at CASSS WCBP
Symposium (Part I)

Role of Generic Drug and Biosimilar Research Programs Highlighted by CDER’s Corrigan-Curay at AAM
Annual Meeting

Design of In-Use Stability Testing Protocols Requires Strategic Risk- Based Thinking, Health Canada’s
Russell Affirms at CASSS Forum

Advancing Manufacturing Digitalization Involves Global Regulatory Alignment, EMA Quality Leader Affirms

JANUARY

*Global Regulatory Convergence is Drawing Increased Attention at FDA’s Office of Combination Products

IPQ’S IN-DEPTH COVERAGE RELEASED SINCE 2020

The following are the headlines of the in-depth stories that IPQ has released since 2020. The topic headings
for parts of a larger multipart story are included. The stories are listed in reverse chronological order.
Readers of the Weekly Supplement can then click though to those that are of particular relevance to the
regulator presentation, news briefs, and compliance information featured in the issue. Those of particularly
high relevance to the Weekly regulator story are indicated with a red star.

2025
Industry Paradigm Shift from Compliance to Quality Investment Value Urged at Dublin Summit
2024

FDA and Industry Thought Leaders Explore How CMC Communication Pathways Can be Broadened to
Improve BLA Review Outcomes at Duke-Margolis Workshop

Expanding Regulatory Guidance and Standards Support for Peptides and Oligonucleotides in Focus at USP
Workshop

ICH’s 2003 Vision of a Harmonized Quality Regulatory Approach that Fosters Innovation Continued to Take
Form in 2023 and 2024

The Challenges of Evolving Pharma from a Compliance to a Risk-Based Control Strategy Mindset Are
Drawing Conference Spotlight

2023

CMC Innovation Support Programs Advance at EMA and FDA, with Distributed and Continuous Manufacturing
on Front Burner
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*Implementing ICH Q9(R1) Will Entail a Heightened Focus on Integrating Knowledge into Risk-Based
Decision-Making

Industry is Urging EMA to Increase its Focus on Medicine Impact of EU Food, Chemical, and Environmental
Legislation

IPEC is Helping Marshal Expertise Across Stakeholders to Forestall a Potential TiO Ban in Pharmaceuticals

USP Continues to Refine Its Strategies for Keeping Pace with and Supporting the Rapidly Advancing
Biotechnology in the MAb, Vaccine and CGT Arenas

Government/Industry/Academia Collaborative Efforts to De-Risk and Accelerate Manufacturing Innovation
Draw Strength from Pandemic Learnings

ICH Q3D Implementation Continues with Workshops, Research, and Guideline and Pharmacopeial Revisions

2022

Strengthened European Regulator Support for Advanced Technologies Includes New EMA Quality
Innovation Group

EMA Toolbox on CMC Flexibilities has been Evolving to Incorporate Industry Input and Learnings from the
Pandemic

CBER’s Advanced Technologies Program Growing Stronger with Increased Funding, Expertise, and Collaboration
mRNA-LNP Vaccines Spur Global Dialogue on Nanomaterial Standards and Regulatory Approaches
NASEM-Led Study for FDA is Helping Drive Industry/Regulator Agenda on Innovation Needs

Pandemic Experience Showcases the Potential for Faster Innovation, More Collaboration,
and Workplace and Operations Modernization

Progress in Addressing Impurity Challenges in Focus at USP’s 2022 Peptide/Oligo Workshop

Pandemic Experience and Supply-Chain Risk Management Expectations Increase Attention on Excipient
GMP Third-Party Auditing

Janet Woodcock and Jeff Baker will Continue to Play Key Manufacturing Innovation Roles in New FDA and
NIIMBL Positions

FDA’s KASA and Related PQ/CMC Initiatives on Improving CMC Data Structuring and Sharing Will
Help Support ICH M4Q Revision

Key GMP Focal Points in Europe Include Guidance Revisions, New Vet Regulations, and Adaptive
Assessment/Inspection Approaches
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2021

USP and Ph. Eur. Initiatives in the Biologics Arena Continue to Bear Fruit; FDA Joins the Pharmacopeias in
Upgrading Particulate Guidance

COVID Vaccine Industry Project Leaders Are Sharing Insights on How the Daunting CMC Challenges Were Addressed

Biomanufacturer Raw Material Control on Regulatory Front Burner as Analytical Power and Formulation
Challenges Intensify

Manufacturing, Impurities, and Characterization Methods Are Key Regulatory Focal Points for Peptides and
Oligonucleotides

*A Confluence of Forces Is Now Spurring Combination Product Regulatory Reform in Europe

Pandemic Urgencies Highlight Constraints in Manufacturing Change Regulatory Paradigm and Where
Adjustments Are Needed

Regulators Are Exploring with Industry How to Strengthen Quality Risk Management Practices, with
Revision of ICH Q9 a Key Focal Point

Regulators Share Pandemic’s CMC Impact at CASSS Japan Forum; Guidance Output Continues Apace in Q1 2021
Academial/lndustry Collaboration Intensifies on Addressing the Pressing Needs in BiopharmaWorkforce Development
Latest Improvements in FDA’s Inactive Ingredient Database Include Change Log and Use of Maximum Daily Exposure

Recent Technology and Partnership Advances Made Possible Precision and Speed of Vaccine Response to
Pandemic, NIAID’s Graham Stresses at CASSS WCBP Symposium

Pandemic Intensifies USP’s Focus on Supply Chain Vulnerabilities and Vaccine Development

2020

Pandemic Spurs Deepening of Pharmacopoeia/Regulator/Industry Communication Channels

COVID Vaccine Global Distribution Challenges Explored by Bio Supply Management Alliance (BSMA) Panel
of European Experts

Pandemic Stresses Increase FDA Attention on Risk Management Plans for Drug Shortage Prevention and Mitigation
USP’s Global Efforts to Strengthen Standards and Accelerate Innovation for Biologics Include ICH Engagement

CBER Director Marks Traverses the Complex COVID-19 Vaccine/Therapy Regulatory Landscape at FDLI’s
Annual Conference

Stronger Unapproved Stem-Cell Enforcement Accompanies FDA Center for Biologics’ Cell and Gene Therapy
Advancement Efforts

Design-Based Development Paradigm for Cell/Gene Therapies Will Significantly Reduce Costs, Timelines
and Regulatory Concerns, AGT CEO Galvin Maintains
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