
 1

  

IPQ INTERNATIONAL PHARMACEUTICAL QUALITY
Inside the Global Regulatory Dialogue

WEEKLY SUPPLEMENT: WEEK ENDING October 31, 2025

 IPQ.org

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: ● the center/field reorganization ● artificial intelligence (AI) ● pre-approval inspections (PAIs) 
● inspection site selection models ● unannounced foreign inspections ● xenotransplantation animals ● 
warning letter trends, and ● the rise in vet drug enforcement actions. [See p. 3.]

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 I rating.

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 ● 
ICMRA/Industry PQKM Workshop 

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.

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

FDA DRUG GMP WARNING LETTERS

http://ipq.org/category/weekly
http://ipq.org
https://subscriber.ipq.org/category/weekly/
https://subscriber.ipq.org/recalls-week-ending-october-31/
https://subscriber.ipq.org/fda-guidance-on-biosimilarity-comparative-efficacy-studies/
https://subscriber.ipq.org/usp-chapter-prospectus-monograph-revisions-and-extended-implementation-dates/
https://subscriber.ipq.org/edqm-automation-and-ph-eur-updates/
https://subscriber.ipq.org/updated-ema-pre-authorization-guidance-3/
https://subscriber.ipq.org/indias-cdsco-high-risk-solvent-manufacturing-and-supply-chain-monitoring/
https://subscriber.ipq.org/tga-proposed-gmp-exemption-for-bacteriophage-manufacturing/
https://subscriber.ipq.org/pqkm-icmra-industry-workshop-presentation-materials/
https://ipq.org/category/weekly/
https://subscriber.ipq.org/category/news-brief/
https://subscriber.ipq.org/category/warning-letters/
https://subscriber.ipq.org/category/recalls/
https://subscriber.ipq.org/category/ema-non-compliance-reports/
https://subscriber.ipq.org/
https://subscriber.ipq.org/the-tranzonic-companies-innocore-sales-marketing-inc/
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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.

From breaking news to in-depth analysis —  
the quality regulatory intelligence you need 
at your fingertips!

We do the work so you don’t have to. 
Subscribe to IPQ and relax. 

IPQ takes Its readers from:
● headlines to the forces driving them
● regulations to their underlying intent
● puzzle pieces to their interconnection
● rules to implementation pathways
● random data to critical trends
● the sidelines to shaping the outcome
● compliance problems to proactive tools
● information to strategic intelligence
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JAN
27-29
Washington D.C.

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.

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. 

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.

Topics
• �Making Creative 

Protein Therapies a 
Reality for Patients

• �Ensuring Drug 
Product Content 
Meets Label Claim: 
Control Strategies to 
Enable Consistency 
Across Dosage Forms 
and Delivery Systems

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

Session I: Regulatory Frameworks 
and Guidance
Session II: Applied Case Studies

Session I: Fundamentals of Mass Spectrometry 
in the Analysis of Protein Therapeutics
Session II: Applications of Mass Spectrometry 
to Characterize Biotherapeutics

Short Course on  
Mass Spectrometry

Short Course on 
ComparabilityJAN 25

Washington D.C.

JAN 26
Washington D.C.

Click or scan here  
for program updates, online 
registration, partnering 
opportunities, and more

Click or  
scan here  
to learn 
more.

https://www.casss.org/wcbp
https://www.casss.org/cmc-north-america
https://www.casss.org/cmc-north-america
https://www.casss.org/wcbp
https://www.casss.org/wcbp
https://www.casss.org
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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: ● the center/field reorganization ● artificial 
intelligence (AI) ● pre-approval inspections (PAIs) ● inspection site selection models ● unannounced foreign 
inspections ● xenotransplantation animals ● warning letter trends, and ● 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 ● CDER Office of Compliance Director Jill Furman ● Center for Veterinary 
Medicine (CVM) Office of Surveillance and Compliance Deputy Director for Drugs and Devices Cindy Burnsteel, and 
● 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 AgilityReorganization 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 AI tools, including: ● the Enterprise-Level Search 
Application (ELSA) ● the Application for Virtual Assessments (AVA), and ● the Automated Bioresearch 
Verification Interface (ABVI).

Panelists discussed how AI deployment remains exploratory but promising and provided specific examples of how 
automation is being applied to streamline data retrieval and administrative review. 

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

https://subscriber.ipq.org/weeks-ending-october-3-10-2025-featuring-fda-compliance-and-inspection-leaders-on-the-current-enforcement-landscape/
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However, all reinforced Furman’s core message – that AI 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 ReadinessFDA 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: ● cross-center coordination for xenotransplantation 
products ● the timing and rationale for issuing warning letters to sponsors and their CMOs ● the uptick in Official 
Action Indicated [OAI] findings reported by CVM, and ● the new “Pre-Check” process under FDA’s Leading and 
Accelerating New Development [LAND] initiative.

FDA Expands Use of Unannounced Foreign InspectionsFDA 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.

https://subscriber.ipq.org/wp-content/uploads/2026/01/IPQ_2025_10_31_Panel.FDA_.pdf
https://subscriber.ipq.org/wp-content/uploads/2026/01/IPQ_2025_10_31_Panel.FDA_.pdf
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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 (OII) 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 ● recall activity, and ● 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]

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. 

https://subscriber.ipq.org/weeks-ending-october-17-24-2025-featuring-cber-cder-cvm-and-oii-compliance-updates/
https://subscriber.ipq.org/weeks-ending-october-3-10-2025-featuring-fda-compliance-and-inspection-leaders-on-the-current-enforcement-landscape/
https://subscriber.ipq.org/weeks-ending-september-19-26-2025-featuring-fdas-swoboda-on-cber-compliance-trends-and-center-field-reorganization/
https://ipq.org/weeks-ending-september-5-12-2025-featuring-fdas-godwin-on-recent-drug-gmp-trends-and-enforcement-activities/
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OCTOBER 2025

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

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

SEPTEMBER

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

WW  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

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 ( WW  ).

https://ipq.org/wp-content/uploads/2026/01/IPQ_2025_10_17-24_Weekly.pdf
https://ipq.org/wp-content/uploads/2026/01/IPQ_2025_10_17-24_Weekly.pdf
https://ipq.org/wp-content/uploads/2025/12/IPQ_2025_09_19-26_Weekly.pdf
https://ipq.org/wp-content/uploads/2025/12/IPQ_2025_09_05-12_Weekly.pdf
https://subscriber.ipq.org/week-ending-august-29-2025-featuring-regulatory-panel-discussion-of-bioconjugate-and-multispecific-cmc-challenges/
https://subscriber.ipq.org/week-ending-august-29-2025-featuring-regulatory-panel-discussion-of-bioconjugate-and-multispecific-cmc-challenges/
https://subscriber.ipq.org/weeks-ending-august-15-22-2025-featuring-japan-and-chile-regulators-on-the-evolving-bioconjugate-multispecific-landscape/
https://subscriber.ipq.org/weeks-ending-august-15-22-2025-featuring-japan-and-chile-regulators-on-the-evolving-bioconjugate-multispecific-landscape/
https://subscriber.ipq.org/weeks-ending-august-1-8-2025-featuring-featuring-health-canadas-yeung-at-casss-bioconjugate-multispecific-forum/
https://subscriber.ipq.org/weeks-ending-august-1-8-2025-featuring-featuring-health-canadas-yeung-at-casss-bioconjugate-multispecific-forum/
https://subscriber.ipq.org/week-ending-july-25-2025-featuring-emas-rogers-on-cmc-problems-and-harmonization-efforts-for-atmps/
https://subscriber.ipq.org/week-ending-july-25-2025-featuring-emas-rogers-on-cmc-problems-and-harmonization-efforts-for-atmps/
https://subscriber.ipq.org/week-ending-july-18-2025-featuring-the-qa-at-the-june-casss-cgt-symposium-regulator-session/
https://subscriber.ipq.org/week-ending-july-18-2025-featuring-the-qa-at-the-june-casss-cgt-symposium-regulator-session/
https://subscriber.ipq.org/weeks-ending-july-4-11-2025-featuring-international-panel-on-regulator-initiatives-to-support-cgts/
https://ipq.org/weeks-ending-june-27-2025-featuring-usps-koduri-on-advancing-global-biosimilar-development/
https://ipq.org/weeks-ending-june-27-2025-featuring-usps-koduri-on-advancing-global-biosimilar-development/
https://subscriber.ipq.org/week-ending-june-13-20-2025-featuring-usp-experts-on-supporting-complex-excipients-and-formulations/
https://ipq.org/week-ending-june-6-2025-featuring-usps-wang-on-pharmacopeial-strategies-for-addressing-emerging-excipient-formulation-challenges/
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MAY

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

W W MHRA’s Brown Outlines Data-Driven Compliance Strategy for a Changing Landscape

W W 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

W W 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

W W 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

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

https://ipq.org/week-ending-may-16-2025-featuring-an-update-on-pic-s-by-mhras-ian-jackson/
https://ipq.org/week-ending-may-16-2025-featuring-an-update-on-pic-s-by-mhras-ian-jackson/
https://ipq.org/week-ending-april-25-2025-featuring-mhras-rees-and-gray-on-new-uk-regulatory-framework-for-decentralized-manufacturing/
https://ipq.org/week-ending-april-18-2025-featuring-amrh-leaders-on-the-first-continental-listing-of-medicinal-products-assessed-by-african-regulators/
https://ipq.org/week-ending-april-18-2025-featuring-amrh-leaders-on-the-first-continental-listing-of-medicinal-products-assessed-by-african-regulators/
https://ipq.org/week-ending-april-11-2025-featuring-health-canadas-joseph-on-hc-inspection-findings-and-advancements/
https://ipq.org/week-ending-april-11-2025-featuring-health-canadas-joseph-on-hc-inspection-findings-and-advancements/
https://subscriber.ipq.org/week-ending-april-4-2025-featuring-emas-rojo-on-combination-product-lifecycle-expectations/
https://subscriber.ipq.org/week-ending-march-28-2025-featuring-global-regulatory-panel-on-convergence-reliance-collaboration-access-and-innovation/
https://subscriber.ipq.org/week-ending-march-28-2025-featuring-global-regulatory-panel-on-convergence-reliance-collaboration-access-and-innovation/
https://subscriber.ipq.org/week-ending-march-21-2025-featuring-emas-hernan-on-the-quality-innovation-groups-role-and-impact/
https://ipq.org/week-ending-march-14-2025-featuring-kim-notenboom-on-whos-cmc-gmp-assistance-program/
https://ipq.org/week-ending-march-7-2025-featuring-health-canadas-siggers-on-cmc-data-models/
https://ipq.org/week-ending-february-28-2025-featuring-mhras-odeh-on-the-progress-of-the-ich-q6-revision/
https://ipq.org/week-ending-february-28-2025-featuring-mhras-odeh-on-the-progress-of-the-ich-q6-revision/
https://ipq.org/week-ending-february-21-2025-featuring-hpras-lee-on-ema-qig-and-process-models/
https://ipq.org/week-ending-february-21-2025-featuring-hpras-lee-on-ema-qig-and-process-models/
https://ipq.org/week-ending-february-14-2025-featuring-ages-bauer-and-meissner-on-sterile-process-data-handling/
https://ipq.org/week-ending-february-7-2025-featuring-who-ema-and-saphra-on-regulatory-strengthening-in-africa/
https://ipq.org/week-ending-february-7-2025-featuring-who-ema-and-saphra-on-regulatory-strengthening-in-africa/
https://ipq.org/week-ending-january-31-2025-featuring-emas-shivji-on-prior-knowledge-and-platforms/
https://ipq.org/week-ending-january-31-2025-featuring-emas-shivji-on-prior-knowledge-and-platforms/
https://ipq.org/week-ending-january-24-2025-featuring-fda-india-offices-deepening-engagement-with-indian-regulators-and-industry/
https://ipq.org/week-ending-january-24-2025-featuring-fda-india-offices-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

W W 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

https://subscriber.ipq.org/week-ending-january-17-2025-featuring-fdas-trzeciak-on-need-for-global-partnerships-and-harmonization/
https://subscriber.ipq.org/week-ending-january-17-2025-featuring-fdas-trzeciak-on-need-for-global-partnerships-and-harmonization/
https://subscriber.ipq.org/week-ending-january-10-2025-featuring-global-leaders-on-advancing-regulatory-collaboration/
https://subscriber.ipq.org/week-ending-january-10-2025-featuring-global-leaders-on-advancing-regulatory-collaboration/
https://subscriber.ipq.org/week-ending-january-3-2025-featuring-fdas-zidan-on-distributed-poc-manufacturing-and-3-d-printing/
https://subscriber.ipq.org/week-ending-january-3-2025-featuring-fdas-zidan-on-distributed-poc-manufacturing-and-3-d-printing/
https://ipq.org/week-ending-december-27-2024-featuring-fda-leaders-on-combination-products-regulatory-developments/
https://ipq.org/week-ending-december-27-2024-featuring-fda-leaders-on-combination-products-regulatory-developments/
https://ipq.org/week-ending-december-20-2024-featuring-cbers-levenson-on-cmc-challenges-for-mrna-therapies/
https://ipq.org/week-ending-december-20-2024-featuring-cbers-levenson-on-cmc-challenges-for-mrna-therapies/
https://ipq.org/week-ending-december-13-2024-featuring-fdas-corrigan-curay-on-grx-biosims-landscape/
https://ipq.org/weeks-ending-december-6-2024-featuring-fdas-mullin-on-global-collaboration-in-addressing-shortages/
https://ipq.org/weeks-ending-december-6-2024-featuring-fdas-mullin-on-global-collaboration-in-addressing-shortages/
https://subscriber.ipq.org/weeks-ending-november-22-29-2024-featuring-leaders-of-emas-cat-on-its-role/
https://subscriber.ipq.org/weeks-ending-november-22-29-2024-featuring-leaders-of-emas-cat-on-its-role/
https://ipq.org/weeks-ending-november-15-2024-featuring-an-update-on-ich-q6r1-by-ewg-member-mats-welin/
https://ipq.org/weeks-ending-november-1-8-2024-featuring-fda-usp-nist-panel-on-mass-spec-regulatory-trends/
https://ipq.org/weeks-ending-november-1-8-2024-featuring-fda-usp-nist-panel-on-mass-spec-regulatory-trends/
https://ipq.org/weeks-ending-november-1-8-2024-featuring-fda-usp-nist-panel-on-mass-spec-regulatory-trends/
https://ipq.org/weeks-ending-november-1-8-2024-featuring-fda-usp-nist-panel-on-mass-spec-regulatory-trends/
https://ipq.org/weeks-ending-october-18-25-2024-featuring-fdas-levis-on-platform-and-advanced-manufacturing-technology-guidances/
https://subscriber.ipq.org/weeks-ending-october-4-11-2024-featuring-tgas-burnett-highlights-australias-inspection-reliance-framework/
https://ipq.org/week-ending-september-27-2024-featuring-cdscos-raghuvanshi-on-quality-oversight-in-india/
https://ipq.org/week-ending-september-20-2024-featuring-fda-and-health-canada-reviewers-on-cmc-issues-for-adcs/
https://ipq.org/week-ending-september-13-2024-featuring-peis-merz-on-cmc-issues-for-adcs/
https://ipq.org/week-ending-september-6-2024-featuring-ema-and-fda-leaders-on-imcras-pac-pilots/
https://ipq.org/week-ending-september-6-2024-featuring-ema-and-fda-leaders-on-imcras-pac-pilots/
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AUGUST

EDQM’s 2024-27 Strategy Builds on Collaboration and Reliance Successes of Certification and Testing Programs

W W 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

W W CDER Compliance Official Dionne Explores DEG/EG Risks and Testing at IPEC’s Excipient World

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

JUNEJUNE

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

W W 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

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

MAYMAY

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

https://ipq.org/week-ending-august-30-2024-featuring-edqm-leaders-on-the-directorates-strategy-for-2024-27/
https://ipq.org/week-ending-august-23-2024-featuring-an-fda-panel-on-cmc-deficiencies-in-cder-blas/
https://ipq.org/week-ending-august-16-2024-featuring-a-regulator-panel-on-comparability-for-cell-based-therapies/
https://ipq.org/week-ending-august-16-2024-featuring-a-regulator-panel-on-comparability-for-cell-based-therapies/
https://ipq.org/week-ending-august-9-2024-featuring-fdas-byrnes-on-potency-assurance-for-cgts/
https://ipq.org/week-ending-august-9-2024-featuring-fdas-byrnes-on-potency-assurance-for-cgts/
https://ipq.org/week-ending-august-2-2024-featuring-emas-jekerle-on-atmp-gene-editing-product-challenges/
https://ipq.org/week-ending-july-26-2024-featuring-emas-palmi-on-international-reliance/
https://ipq.org/week-ending-july-19-2024-featuring-fda-cber-reviewer-schulte-on-deploying-rapid-microbial-methods/
https://ipq.org/week-ending-july-19-2024-featuring-fda-cber-reviewer-schulte-on-deploying-rapid-microbial-methods/
https://ipq.org/week-ending-july-12-2024-featuring-fda-compliance-official-dionne-on-deg-eg-enforcement/
https://ipq.org/week-ending-july-5-2024-featuring-emas-conocchia-on-implementing-the-annex-1-revision/
https://subscriber.ipq.org/week-ending-june-28-2024-featuring-fda-office-of-compliance-official-higgins-on-aseptic-manufacturing/
https://subscriber.ipq.org/week-ending-june-28-2024-featuring-fda-office-of-compliance-official-higgins-on-aseptic-manufacturing/
https://subscriber.ipq.org/week-ending-june-21-2024-featuring-eu-gmp-inspector-meissner-on-annex-1-implementation-findings/
https://subscriber.ipq.org/week-ending-june-14-2024-featuring-emas-bouygues-on-drug-device-combination-regulatory-challenges/
https://subscriber.ipq.org/week-ending-june-14-2024-featuring-emas-bouygues-on-drug-device-combination-regulatory-challenges/
https://subscriber.ipq.org/week-ending-june-7-2024-featuring-cders-friedman-on-quality-operations-business-synergy/
https://subscriber.ipq.org/week-ending-june-21-2024-featuring-eu-gmp-inspector-meissner-on-annex-1-implementation-findings/
https://subscriber.ipq.org/week-ending-may-31-2024-featuring-mhra-fda-panel-on-computer-software-assurance/
https://subscriber.ipq.org/week-ending-may-31-2024-featuring-mhra-fda-panel-on-computer-software-assurance/
https://subscriber.ipq.org/week-ending-may-24-2024-featuring-hpra-ceo-nolan-on-the-global-quality-dossier/
https://subscriber.ipq.org/week-ending-may-24-2024-featuring-hpra-ceo-nolan-on-the-global-quality-dossier/
https://subscriber.ipq.org/week-ending-may-17-2024-featuring-mhra-inspector-watson-on-api-excipient-findings/
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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

APRILAPRIL

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

MARCHMARCH

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 II)

FEBRUARYFEBRUARY

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

JANUARYJANUARY

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

https://subscriber.ipq.org/weekly-supplement-week-ending-may-10-2024/
https://subscriber.ipq.org/weekly-supplement-week-ending-may-10-2024/
https://subscriber.ipq.org/weekly-supplement-week-ending-may-3-2024/
https://subscriber.ipq.org/weekly-supplement-week-ending-may-3-2024/
https://subscriber.ipq.org/weekly-supplement-week-ending-may-3-2024/
https://ipq.org/weekly-supplement-week-ending-april-26-2024/
https://ipq.org/weekly-supplement-week-ending-april-19-2024/
https://ipq.org/weekly-supplement-week-ending-april-19-2024/
https://ipq.org/weekly-supplement-week-ending-april-12-2024/
https://ipq.org/weekly-supplement-week-ending-april-5-2024/
https://ipq.org/weekly-supplement-week-ending-march-29-2024/
https://ipq.org/weekly-supplement-week-ending-march-29-2024/
https://ipq.org/weekly-supplement-week-ending-march-22-2024/
https://ipq.org/weekly-supplement-week-ending-march-22-2024/
https://ipq.org/weekly-supplement-week-ending-march-15-2024/
https://ipq.org/weekly-supplement-week-ending-march-15-2024/
https://ipq.org/weekly-supplement-week-ending-march-8-2024/
https://ipq.org/weekly-supplement-week-ending-march-8-2024/
https://ipq.org/weekly-supplement-week-ending-march-1-2024/
https://ipq.org/weekly-supplement-week-ending-march-1-2024/
https://ipq.org/weekly-supplement-week-ending-february-23-2024/
https://ipq.org/weekly-supplement-week-ending-february-23-2024/
https://ipq.org/weekly-supplement-week-ending-february-16-2024/
https://ipq.org/weekly-supplement-week-ending-february-16-2024/
https://ipq.org/weekly-supplement-february-9-2024/
https://ipq.org/weekly-supplement-february-9-2024/
https://ipq.org/weekly-supplement-february-2-2024/
https://ipq.org/weekly-supplement-january-26-2024/
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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

W W 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

W W 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 TiO2 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

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.

https://ipq.org/leveraging-mrna-vaccine-cmc-learnings-in-the-evolving-therapeutics-arena-draws-spotlight-at-dia-fda-conference/
https://ipq.org/leveraging-mrna-vaccine-cmc-learnings-in-the-evolving-therapeutics-arena-draws-spotlight-at-dia-fda-conference/
https://ipq.org/efpia-manufacturing-and-quality-group-focus-areas-for-2025-include-engaging-with-regulators-on-the-multi-attribute-method-as-a-qc-tool/
https://ipq.org/efpia-manufacturing-and-quality-group-focus-areas-for-2025-include-engaging-with-regulators-on-the-multi-attribute-method-as-a-qc-tool/
https://ipq.org/industry-paradigm-shift-from-compliance-to-quality-investment-value-urged-at-dublin-summit/
https://ipq.org/industry-paradigm-shift-from-compliance-to-quality-investment-value-urged-at-dublin-summit/
https://ipq.org/fda-and-industry-thought-leaders-explore-how-cmc-communication-pathways-can-be-broadened-to-improve-bla-review-outcomes-at-duke-margolis-workshop/
https://ipq.org/fda-and-industry-thought-leaders-explore-how-cmc-communication-pathways-can-be-broadened-to-improve-bla-review-outcomes-at-duke-margolis-workshop/
https://ipq.org/expanding-regulatory-guidance-and-standards-support-for-peptides-and-oligonucleotides-in-focus-at-usp-workshop/
https://ipq.org/ichs-2003-vision-of-a-harmonized-quality-regulatory-approach-that-fosters-innovation-continued-to-take-form-in-2023-and-2024/
https://ipq.org/ichs-2003-vision-of-a-harmonized-quality-regulatory-approach-that-fosters-innovation-continued-to-take-form-in-2023-and-2024/
https://ipq.org/the-challenges-of-evolving-pharma-from-a-compliance-to-a-risk-based-control-strategy-mindset-are-drawing-conference-spotlight/
https://ipq.org/the-challenges-of-evolving-pharma-from-a-compliance-to-a-risk-based-control-strategy-mindset-are-drawing-conference-spotlight/
https://ipq.org/cmc-innovation-support-programs-advance-at-ema-and-fda-with-distributed-and-continuous-manufacturing-on-front-burner/
https://ipq.org/cmc-innovation-support-programs-advance-at-ema-and-fda-with-distributed-and-continuous-manufacturing-on-front-burner/
https://ipq.org/implementing-ich-q9r1-will-entail-a-heightened-focus-on-knowledge-management-and-risk-based-decision-making/
https://ipq.org/implementing-ich-q9r1-will-entail-a-heightened-focus-on-knowledge-management-and-risk-based-decision-making/
https://ipq.org/industry-is-urging-ema-to-increase-its-focus-on-medicine-impact-of-eu-food-chemical-and-environmental-legislation/
https://ipq.org/ipec-is-helping-marshal-expertise-across-stakeholders-to-forestall-a-potential-titanium-dioxide-ban-in-pharmaceuticals/
https://ipq.org/usp-continues-to-refine-its-strategies-for-keeping-pace-with-and-supporting-the-rapidly-advancing-biotechnology-in-the-mab-vaccine-and-cgt-arenas/
https://ipq.org/usp-continues-to-refine-its-strategies-for-keeping-pace-with-and-supporting-the-rapidly-advancing-biotechnology-in-the-mab-vaccine-and-cgt-arenas/
https://ipq.org/government-industry-academia-collaborative-efforts-to-de-risk-and-accelerate-manufacturing-innovation-draw-strength-on-pandemic-learnings/
https://ipq.org/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

W W 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

Academia/Industry Collaboration Intensifies on Addressing the Pressing Needs in Biopharma Workforce Development

https://ipq.org/strengthened-european-regulator-support-for-advanced-technologies-includes-new-ema-quality-innovation-group/
https://ipq.org/ema-toolbox-on-cmc-flexibilities-has-been-evolving-to-incorporate-industry-input-and-learnings-from-the-pandemic/
https://ipq.org/cbers-advanced-technologies-program-growing-stronger-with-increased-funding-expertise-and-collaboration/
https://ipq.org/mrna-lipid-vaccines-drive-dialogue-on-appropriate-nanomaterial-standards-and-regulatory-approaches/
https://ipq.org/nasem-led-study-for-fda-is-helping-drive-industry-regulator-agenda-on-innovation-needs/
https://ipq.org/pandemic-experience-showcases-the-potential-for-faster-innovation-more-collaboration-and-workplace-and-operations-modernization/
https://ipq.org/pandemic-experience-showcases-the-potential-for-faster-innovation-more-collaboration-and-workplace-and-operations-modernization/
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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

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

W W 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

W W US/EU MRA Implementation, US Congressional Hearings, and Industry Surveys Shed Light on Global 
GMP Inspection Challenges and Collaboration Opportunities
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