WEEKLY SUPPLEMENT: WEEK ENDING October 31, 2025

P INTERNATIONAL PHARMACEUTICAL QUALITY
Inside the Global Regulatory Dialogue

INSIGHTS FROM REGULATORY AGENCY AND PHARMACOPEIA LEADERS

Panel of FDA Compliance Leaders Explores Recent Key Oversight
Issues and Developments

Following individual updates by compliance leaders from FDA’s centers for drugs, biologics, and veterinary
medicine and the new cross-center inspection office at the closing day plenary session of the September,
2025 PDA Regulatory Conference, they participated together in a panel discussion that further explored some
of the key operational and policy concerns impacting the agency’s evolving oversight model. Receiving
attention were: o the center/field reorganization e artificial intelligence (Al) e pre-approval inspections (PAls)
e inspection site selection models e unannounced foreign inspections e xenotransplantation animals e
warning letter trends, and e the rise in vet drug enforcement actions. [See p. 3.]

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

US: FDA on Biosimilar Comparability ¢ USP Developments

EUROPE: EDQM and Ph. Eur. Updates ¢ EMA Pre-Authorization

INTERNATIONAL: India’s CDSCO on Supply Chain Controls ¢ TGA Bacteriophage GMP Exemption e
ICMRA/Industry PQKM Workshop

FDA DRUG GMP WARNING LETTERS

Company Facility Location Letter Date Product Type
Innocore Ontario, Canada October 16, 2025 Finished

FDA DRUG RECALLS

Among the ten recalls posted in FDA’s enforcement reports during the week ending October 31, none drew
the most serious, Class | rating.

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.
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Session II: Applications of Mass Spectrometry
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ADVANCING BIOPHARMACEUTICAL DEVELOPMENT

NORTH AMERICA 2026 Washington D.C.

The 2026 CMC Strategy Forum will bring together industry, regulatory,
and academic professionals to discuss key emerging CMC issues that
affect biotechnology.

The one-day program features speaker presentations, panel discussions,
workshops, and networking opportunities that allow you to engage with
fellow attendees in meaningful discussions on the latest CMC updates
and issues in biotechnology.

Integrating Science, Regulations,
and Digitalization for Global
Patient-Centered Care

The Symposium brings together industry, regulatory, and academic
professionals to discuss the role of current and emerging CMC analytical

technology among evolving US and international regulatory perspectives.

The three-day program consists of plenary and parallel sessions with
speaker presentations, panel discussions, workshops, roundtables, virtual
posters, an exhibit hall, and technical seminars hosted by our exhibitor
partners that give you the opportunity to engage with fellow attendees
in meaningful discussions on the role of current and emerging CMC
analytical technology.

Click or scan here

for program updates, online
registration, partnering
opportunities, and more
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SYMPOSIUM HIGHLIGHT

Global Regulatory Panel:
Working Together To Do
More With Less

Join regulatory leaders from around
the world for an engaging panel
discussion on the current and future of
global regulatory practices. The session
will address how rapid advances

in pharmaceutical science, novel
technology, new modalities, analytics,
data management, and regulatory
collaboration and submissions can be
accepted globally and explore how
experiences can inform a more agile,
unified regulatory future.
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IPQ INTERNATIONAL PHARMACEUTICAL QUALITY

Inside the Global Regulatory Dialogue

Panel of FDA Compliance Leaders Explores Recent Key Oversight
Issues and Developments

Following individual updates by compliance leaders from FDA’s centers for drugs, biologics, and veterinary medicine
and the new cross-center inspection office at the closing day plenary session of the September, 2025 PDA Regulatory
Conference, they participated together in a panel discussion that further explored some of the key operational and

policy concerns impacting the agency’s evolving oversight model.

Among the concerns receiving attention during the discussion were: o the center/field reorganization e artificial
intelligence (AI) e pre-approval inspections (PAls) e inspection site selection models e unannounced foreign

inspections e xenotransplantation animals @ warning letter trends, and e the rise in vet drug enforcement actions.

Participating in the panel discussion following their talks were: ® CBER Office of Compliance and Biologics Quality
(OCBQ) Director Melissa Mendoza e CDER Office of Compliance Director Jill Furman e Center for Veterinary
Medicine (CVM) Office of Surveillance and Compliance Deputy Director for Drugs and Devices Cindy Burnsteel, and
e Office of Human and Animal Drug Inspectorate (OHADI) Acting Director Ivy Sweeney.

The panel was moderated by AbbVie QA Audit and Compliance Senior Director Karyn Campbell. [The full panel
discussion is appended below. See IPQ October 3 & 10, 2025 for a review of the talks given earlier in the session.]

Reorganization Challenges Highlight Need for Agility

The panel opened by considering the challenges associated with the agency’s 2024 reorganization, which transferred
compliance functions from the field to the product centers. Furman credited early planning and a deliberate focus on
agility for avoiding major hurdles at CDER. Initial resource and process challenges were turned “into an opportunity

to be more efficient and streamlined.”

Mendoza pointed to the cultural challenge for former field staff in adjusting to the new center-based structure, noting
that many felt “uprooted” even while continuing to work from locations across the country. Former investigators and

center staff “cross-trained each other - which was essential in creating unity.”

For Sweeney, whose office retained inspection but not compliance functions, the change meant “building the plane
while flying it.” The loss of co-located compliance colleagues required staff “to find creative ways to communicate

with someone who might be across the country,” while also maintaining day-to-day inspectional activities.

The discussion moved to FDA’s expanding suite of Al tools, including: e the Enterprise-Level Search
Application (ELSA) e the Application for Virtual Assessments (AVA), and e the Automated Bioresearch
Verification Interface (ABVI).

Panelists discussed how Al deployment remains exploratory but promising and provided specific examples of how

automation is being applied to streamline data retrieval and administrative review.
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However, all reinforced Furman’s core message - that Al may speed information-gathering, but real regulatory

decisions still depend on “a human who can understand the nuances, context, and bigger picture.”

FDA Leaders Clarify Expectations for Inspection Readiness

Several questions focused on inspection readiness. Mendoza noted that requests to delay pre-approval inspections
after a firm declares themselves “ready” are “not necessarily uncommon,” and “do not make us question everything
in the application.” However, the CBER director cautioned that misrepresentation in an application would “raise the

alarm” and trigger closer scrutiny.

She provided advice on different scenarios for when firms should or should not check the “ready for inspection” box,

stressing that timing discussions are best handled through early engagement and Type C meetings.

Furman outlined the key statutory criteria used in site selection for inspections - including compliance history, recall
record, product risk, and inspection frequency - noting that all FDA centers operate under the same framework and

apply similar risk-based principles.

Policy questions around unannounced foreign inspections were addressed by Sweeney, who outlined how
the agency manages jurisdictional requirements and leverages mutual recognition agreements to balance

feasibility with oversight.

The Q&A turned to a range of compliance-focused issues including: e cross-center coordination for xenotransplantation
products e the timing and rationale for issuing warning letters to sponsors and their CMOs e the uptick in Official
Action Indicated [OAI] findings reported by CVM, and e the new “Pre-Check” process under FDA’s Leading and
Accelerating New Development [LAND] initiative.

FDA Expands Use of Unannounced Foreign Inspections

Closing out the discussion, Sweeney offered insights into FDA’s expanding use of unannounced foreign inspections
- an approach that has intensified since the pandemic and is informed by a 2022 pilot that used India and China as

model jurisdictions.

The results, she said, have been mixed. “It often depends on the firm’s quality culture and experience with previous

inspections....and on how many resources a firm has available to pull people together quickly.”

The broader takeaway, she emphasized, is that every manufacturer supplying the U.S. market should be “inspection-

ready at all times.”

Subscribers CLICK HERE for the full panel discussion at the 2025
PDA Regulatory Conference.
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The following are the headlines and opening paragraphs of recent closely-related IPQ stories. Others of high
relevance are indicated by a red star in the listing of the stories published by IPQ since 2020, included below.

Preapproval CMC/GMP Concerns, Reorganization, and Risk-Based Tuning among Focal Points of CDER,
CBER, CVM and OII Compliance Updates at PDA Conference
In the morning plenary session on the concluding day of the September 2025 PDA Regulatory Conference,
held in Washington, DC, CBER, CDER and CVM compliance office leaders and the acting director of the
Office of Human and Animal Drug Inspectorate (OHADI) shed light on the current regulatory processes,
priorities and enforcement outlook across their respective programs. [IPQ October 17 & 24, 2025 Weekly
Supplement]

FDA Compliance and Inspection Leaders Explore Current Risk-based Enforcement Landscape at PDA

Regulatory Conference
At the opening session of the 2025 PDA Regulatory Conference, held in Washington DC, in early September,
a panel of senior FDA compliance leaders from CDER, CBER, the Center for Veterinary Medicine (CVM), and
the Office of Inspections and Investigations (OlI) explored the current inspection and compliance landscape
— from the impact of FDA’s center/field reorganization to the evolving approaches for applying risk-
based oversight and improving transparency and supply-chain quality. [IPQ October 3 & 10, 2025 Weekly
Supplement]

CBER’s Swoboda Reviews Center/Field Reorganization Impact And Compliance Trends at PDA Reg Conference
At the opening plenary session of the September 2025 PDA Regulatory Conference, CBER Office of
Compliance and Biologics Quality Consumer Safety Officer Jonathan Swoboda provided an update on
CBER’s: ® compliance actions and product focus ® warning letter recipients and top cGMP citations during
FY2025 e recall activity, and e center/field reorganization. [IPQ September 19 &26 Weekly Supplement]

CDER'’s Godwin Highlights OTCs and Pharmacy Compounding APIs as FY 2025 GMP Enforcement Focal Points
In reviewing drug GMP trends and CDER enforcement activities for fiscal year 2025 through August at the
PDA Regulatory Conference, held in Washington, DC in September, Office of Manufacturing Quality (OMQ)
Director Francis Godwin highlighted the attention OTC products have been receiving in recent warning

letters and the center’s focus on active pharmaceutical ingredients (APIs) used in pharmacy compounding.
[IPQ September 5 &12 Weekly Supplement]
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IPQ’s 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 (*).

OCTOBER 2025

*Preapproval CMC/GMP Concerns, Reorganization, and Risk-Based Tuning among Focal Points of CDER,
CBER, CVM and OIll Compliance Updates at PDA Conference

*FDA Compliance and Inspection Leaders Explore Current Risk-based Enforcement Landscape at PDA
Regulatory Conference

SEPTEMBER
*CBER’s Swoboda Reviews Center/Field Reorganization Impact and Compliance Trends at PDA Reg Conference

*CDER’s Godwin Highlights OTCs and Pharmacy Compounding APIs as FY 2025 GMP Enforcement Focal Points

AUGUST 2025

Regulator/Sponsor Interface Around Bioconjugate and Multispecific CMC Challenges Draws Expert Panel
Discussion at CASSS Forum

Regulators from Japan and Chile Add Their Agency’s Perspectives to CASSS CMC Forum Discussions On
Bioconjugates and Multispecifics

Health Canada Shares Learnings from its Expanding Experience with Bioconjugates and Multispecifics at
CASSS CMC Strategy Forum
JULY

EMA’s Rogers Highlights Common CMC Problems and Global Harmonization Efforts for ATMPs at PDA
Conference in Gothenburg Sweden

Efforts to Accelerate Access, Advance Platform Approaches, and Target Guidance for CGTs Spotlighted in
CASSS CGT Regulatory Panel Q&A

Regulator Panel Highlights National and International Efforts to Support CGT Development at CASSS Symposium

JUNE

USP Consultations Highlight Regulatory/Standards Needs and Opportunities to Advance Global Biosimilar
Development

Supporting Complex Excipient Innovation in Phospholipids and Synthetic Polymers Draws USP Attention

USP is Adapting its Tools and Strategies to Help Address the Emerging Therapy Excipient/Formulation Challenges
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MAY

MHRA’s Wan Provides Insights on CMC Regulatory Considerations for Individualized Cancer Inmunotherapies
at CASSS/AMM mRNA Symposium

*MHRA’S Brown Outlines Data-Driven Compliance Strategy for a Changing Landscape

*MHRA’s Jackson Urges Industry to Share Insights with Regulators to Advance PIC/S Training and
Harmonization Goals

Egyptian Drug Authority’s International Reliance Journey is Showing Benefits for Post-Approval Changes

ICMRA Collaborative Pilot Learnings and Next Steps Reviewed by EMA’s Kotzagiorgis and Cuddy

APRIL
MHRA Is Preparing to Implement a New Regulatory Framework for Decentralized Manufacturing

Milestone Reached for African Medicines Regulatory Harmonization with First Continental Listing of
Collaboratively Reviewed MedicinalProducts

*Health Canada’s Joseph Reviews GMP Inspection Findings and HC Shift Toward A More Risk-Based,
Collaborative Framework at UGA/FDA Conference

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

MARCH

*Global Regulatory Leaders Explore Progress and Further Enhancement of Convergence, Reliance,
Collaboration, Access and Biomanufacturing Innovation at CASSS WCBP Symposium

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
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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 2024

FDA Leaders Explain How the Office of Combination Products Intercenter Consult Process Has Expanded the
Pathway for Sharing Expertise Across the Agency

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
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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

*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 APIs and Excipients at JPAG Conference
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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
Conference (Part Il)

FEBRUARY

International Panel of Regulators Discuss Collaboration on Transforming CMC Practices at CASSS WCBP
Conference (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
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U.S. Pharmacopeia (USP) is an independent non-profit organization that brings

together a community of scientists, academia, regulators and industry leaders to help

develop standards that people can depend on.

These standards are rooted in science and help to ensure the quality, safety and
benefits of medicines, dietary supplements and food ingredients globally. Your
investment in quality becomes the foundation of a shared standard that supports
high-quality medicines.

The facts

 Protect utilization of your IP by proactively including USP as part of your product
lifecycle strategy. Did you know that generic companies can work with USP within
five years of generic entry to sponsor monograph development?

 Proactively sponsoring the development of a monograph requires less resources
than reacting to a new monograph proposal developed based on a different
manufacturer’s approved product.

« USP is a globally recognized official compendium that is legally recognized in the
U.S. and elsewhere, and used in more than 140 countries.

Strengthening your impact

» Helps align your regulatory requirements with USP compendial standards

« May eliminate the potential need to update labeling

+ Reduces testing requirements while enhancing your sustainability footprint

- Offers potential advantage of harmonization with other pharmacopeias reducing
duplicative testing supporting global health equity

« Ensures your suppliers can meet the new compendial requirements
« Can reduce compliance costs in global markets
» Ensure traceability back to the USP Reference Standard, if bulk material is provided

For inquiries please email donations@usp.org,
or scan the QR for more information

How to contribute
New or revised standards

« Contribute to help develop new
standards or assist in the revision
process to ensure compendial
standards represent medicines
approved in the U.S.

Comment on current proposals in the
Pharmacopeia Forum (PF)

« Help shape the future of public
standards by reviewing and
commenting on USP’s publicly
proposed revisions to the USP-NF

« Providing your comments, along with
supporting data and information,
helps create the highest quality
compendial standards and can be an
important component of your product
management lifecycle

Reference materials for standards
development

« Contribute reference standard materials
to help establish the continuous
availability of quality reference
standards

« Help address current and immediate
needs across the drug lifecycle with
quality materials that are not available
as USP Reference Standards. In some
cases, the materials could be associated
with drugs and excipients that do not
have an official USP monograph or
compendia chapter.

USP provides your organization

» Scientific expertise support when
engaging with your company

+ Secure and confidential interface
protecting your IP

« Transparency with your company
throughout USP’s monograph
development process

« USP recognizes your contributions
through our Donor Recognition Program
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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 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

Former FDA Regulators Shapiro and Duncan Weigh In on the CMC Challenges of Bioconjugates and
Multispecifics at CASSS Forum

Excipient/Formulation Challenges for Next-Generation mRNA-LNP Therapeutics Draw IPEC/CRS Workshop Spotlight

Leveraging mRNA Vaccine CMC Learnings in the Evolving Therapeutics Arena Draws Spotlight at DIA/FDA
Conference

EFPIA Manufacturing and Quality Group Focus Areas for 2025 Include Engaging with Regulators on the
Multi-Attribute Method as a QC Tool

*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

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 TiOo 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
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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

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 Biopharma Workforce Development
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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 Conference

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

Synthesis and Analysis Advancements Are Unleashing the Potential of Peptides and Oligos, Spurring CMC
Regulatory Dialogue

USP Convention Meets Virtually in May 2020 to Review Upcoming Priorities, with Both 200-Year Legacy and
Current Pandemic in Focus

COVID-19 Vaccine Urgency Throws Spotlight on Next-Gen Sequencing as Key Facilitator
NIIMBL Progress Includes Partnership with Biophorum on Buffer Mixing and Global Health Fund with Gates Foundation

*Top FDA Drug Compliance Concerns during 2019 Included OTCs, Supply Chain Information Flow,
Compounding, and Genotoxic Impurities

*Existing Accelerated CMC, Advanced Manufacturing, and Inspection Initiatives are Supporting Regulators
in Pandemic Response, FDA’s Cruse Explains in Recent Field Office Updates

Attention Heightens on Creating an Independent Regulatory Pathway for Introducing Novel Excipients

*USIEU MRA Implementation, US Congressional Hearings, and Industry Surveys Shed Light on Global
GMP Inspection Challenges and Collaboration Opportunities
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