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IPQ INTERNATIONAL PHARMACEUTICAL QUALITY
Inside the Global Regulatory Dialogue

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

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

FDA DRUG GMP WARNING LETTERS

FDA DRUG RECALLS 

● Use of CEPs in EMA Marketing Authorisation Applications and Variations ● WHO Biomanufacturing
Workforce Training Initiative ● FDA Product-Specific Guidances for February ● CDER 2023 Drug Safety
Priorities Report ● FDA’s Advanced Manufacturing Technologies Designation Program ● EMA Committee
on Herbal Medicinal Products Workplan and Other Activities

Among the eight recalls posted in FDA’s enforcement report during the week, one drew the most serious, Among the eight recalls posted in FDA’s enforcement report during the week, one drew the most serious, 
Class I rating. It involved various eye drops recalled for non-sterility.Class I rating. It involved various eye drops recalled for non-sterility.

CompanyCompany Facility LocationFacility Location Product TypeProduct Type
QuVa Pharma QuVa Pharma USUS CompoundedCompounded

Madhu InstrumentsMadhu Instruments IndiaIndia FinishedFinished

Ningbo Poplar Daily-UseNingbo Poplar Daily-Use ChinaChina FinishedFinished

At the AAM Annual Meeting in early February, CDER Principal Deputy Director Jacqueline Corrigan-
Curay reviewed the current regulatory developments and priorities in generics and biosimilars. 
She addressed: ● FDA efforts in generics and biosimilars during 2023 ● the current science and 
research priorities for 2024 ● why industry/regulator communication is key and how to facilitate it ● 
global convergence efforts in the generics/biosimilars arena, and ● opportunities for improvement. 

CURRENT INSIGHTS FROM LEADING REGULATORS

 WEEKLY SUPPLEMENT: WEEK ENDING FEBRUARY 16, 2024

https://subscriber.ipq.org/category/news-brief/
https://subscriber.ipq.org/category/warning-letters/
https://subscriber.ipq.org/category/recalls/
https://ipq.org/weekly-supplement-week-ending-february-16-2024/
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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. 

IPQ’s “News Alerts” provide links to the first few 
paragraphs of the stories newly posted online. 
Subscribers and license holders can click through to 
the full stories. 

The “Monthly Updates” provide the stories that went 
online during the month in a print-friendly PDF format, 
and are an easy way for subscribers to keep up with the 
critical developments impacting the quality regulatory 
process worldwide.  Included are “Updates in Brief” 
on recent CMC/GMP developments of note with links to 
the referenced documents and to our related in-depth 
analysis. Also included is an annotated listing of FDA 
drug GMP warning letters and recalls as well as EU GMP 
non-compliance statements posted during the 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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Helping set the context for the discussions that ensued at this year’s Association for Accessible Medicines (AAM) 
Annual Meeting, held in Tampa Florida in early February, was a review of the top FDA priorities in the generic drug 
regulatory arena and how the agency was seeking to address them by Center for Drug Evaluation and Research 
(CDER) Deputy Director Jacqueline Corrigan-Curay.

Central FY 2024 priorities for FDA’s expanding generic drug science and research efforts, which 
have a significant impact on the evolution of generic drug regulatory processes and approaches, she 
explained, include: ● improving the analytical toolbox for assessing and controlling impurities ● 
enhancing the efficiency of bioequivalence (BE) approaches ● facilitating model-integrated evidence 
(MIE) to support BE, and ● expanding the use of artificial intelligence/machine learning (AI/ML). 

In line with FDA’s research focus on controlling impurities, especially nitrosamines, she called upon applicants to 
remain actively engaged with the agency, including monitoring updates to the reference listed drug (RLD), the US 
Pharmacopeia (USP), relevant guidances, and the Orange Book.  [A link to the NDSRI nitrosamine drug substance-
related impurities (NDSRI) update page is provided below.]  

The agency’s research effort to enhance BE efficiencies is targeting several different complex products, the CDER 
Deputy Director pointed out. 

In turn, the MIE program, which was launched in October 2023, “will serve as a valuable communication channel” 
between the agency and industry – addressing more specific scientific and technical MIE strategies for BE establishment 
during product development than those covered in pre-ANDA meetings. The benefits for applicants, Corrigan-
Curay emphasized, include reduced time and costs, while for the agency, the pilot program “could bring operational 
efficiency in managing multiple products and hopefully reducing the number of approval cycles.” [A link to the MIE 
BE guidance is provided below.]

Biosimilar Regulatory Science Pilot Program Targets More Efficient Product DevelopmentBiosimilar Regulatory Science Pilot Program Targets More Efficient Product Development

The CDER Deputy Director then provided an update on the progress of the agency’s biosimilar regulatory science 
pilot program, which was launched in October 2022 in accord with the commitment made in the reauthorization of 
the Biosimilar User Fee Act for FY 2023 through 2027 (BsUFA III). 

The overall aims of the program are to advance the development of interchangeable products and facilitate 
biosimilar product development and regulatory decision making.

FDA published a BsUFA III “research roadmap” in January 2023 for comment. A public meeting followed in October 
2023 to engage with stakeholders regarding the progress of the program, on which a summary report was published. 
[Links to the roadmap and meeting report, which includes recordings of the meeting presentations, are provided below.]

Role of Generic Drug and Biosimilar Research Programs Highlighted by 
CDER’s Corrigan-Curay at AAM Annual Meeting
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Corrigan-Curay explained how the research priorities have been refined and the focus of the various 18 internal 
and external projects that have been awarded to date. She underscored FDA’s commitment to transparency on the 
program and the amount of work the agency is doing to make sure “that whatever we are funding is really aligned 
with what we have put out publicly as our priorities.”

The research awards so far total about $18 million and are grouped into four research priorities: ● characterizing 
the relationships between product quality attributes and clinical performance ● exploring how modernization 
of analytical technologies could better and/or more efficiently detect relevant quality attributes ● defining 
best practices for assessing and reporting quality attributes, and ● developing alternatives to comparative 
clinical immunogenicity assessments.

Among these projects is one in which FDA is doing a landscape analysis of biosimilar submissions to determine how 
the agency can respond to questions about whether differences in analytical assessments in biosimilar development 
programs do or do not correlate with clinical data.

Other projects awarded to FDA are looking at how models can be developed and verified to minimize the stability 
data required for biosimilar submissions and how cell-based biological activity assay capabilities can be enhanced.

In line with the priority on analytical technology modernization, USP is engaged in a two-year project to assess the 
performance of the multi-attribute method (MAM) vs. conventional quality control methods for the evaluation of 
product quality attributes of the monoclonal antibody adalimumab and the fusion protein etanercept [see Part 1 of 
IPQ April 16. 2023].

The National Institute for Pharmaceutical Technology and Education (NIPTE), meanwhile, is focusing on a platform 
for reliable characterization and evaluation of the comparability of biosimilar drug products in lyophilized and 
liquid formulations. Also within academia, the University of Michigan is researching methodologies for companies 
to implement when characterizing key attributes of biosimilars such as physicochemical properties, efficacy, 
immunogenicity, and interchangeability.

2023 Approvals Include 90 First Generics, 111 Complex Generics, and 45 Biosimilars2023 Approvals Include 90 First Generics, 111 Complex Generics, and 45 Biosimilars

In addition to outlining the generic drug and biosimilar science and research priorities and progress, Corrigan-Curay 
surveyed: ● CDER’s accomplishments in 2023 in generics and biosimilars ● communication expectations between 
applicants and the agency ● efforts toward global regulatory convergence, and ● areas for improvement in the generics 
and biosimilars markets. [Corrigan-Curay’s full remarks are appended below.]	

FDA’s impressive performance metrics for 2023 tallied 950 generic drug approvals, which included 90 first generics 
and 111 complex generics, in line with the priority placed on the complex products in GDUFA III. 

There were 45 approved biosimilars to 14 reference products, of which 38 are now marketed, she reported, and seven 
interchangeables to four different reference products.

After then exploring the research program and priorities, Corrigan-Curay looked at what the agency has been 
doing to facilitate communication, in line the GDUFA and BSUFA negotiations. 

One focus has been on supporting the product-specific guidances (PSGs) on complex products with meetings, where 
applicants can ”take a deeper dive into a scientific issue that you might be able to resolve during the first cycle.”

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/
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She urged applicants to make sure that they: ● ”track all the changes that are going on” ● send litigation updates 
to FDA ● remain in good standing and avoid data integrity issues, which “we continue to see” ● coordinate DMF 
changes – “we cannot reveal some of those, as that is the relationship between you and your DMF holder” – and then 
● pay attention to all the patents in the Orange Book.

Global Convergence Efforts HighlightedGlobal Convergence Efforts Highlighted

In recognizing the global nature of drug product manufacture, Corrigan-Curay highlighted the international 
convergence efforts underway to align on regulatory requirements. 

She highlighted the ICH guidance in process on BE for immediate release oral dosage forms and ICH’s 
endorsement of a guideline on modified-release products.  

A multi-country forum has been established, she pointed out, which includes EMA, Health Canada, UK Medicines 
and Healthcare Products Regulatory Agency (MHRA), SwissMedic, the Israeli Ministry of Health, and Australia’s 
Therapeutic Goods Administration (TGA). 

This “cluster’ provides a platform to “facilitate communication, collaboration, and convergence on generic product 
development,” where regulatory approaches as well as particular products and future policy development can be discussed. 
[See IPQ’s February 2 Weekly Supplement for EMA’s perspective on the cluster and other convergence activities.]

Corrigan-Curay also drew attention to a four-day meeting led by the International Pharmaceutical Regulators 
Programme (IPRP) in September 2023, where stakeholder input was invited for the first two days, followed by closed 
sessions for regulatory discussions. 

A few days before the AAM meeting, both FDA and EMA released updates on new approaches to biosimilar 
evaluation. 

FDA released a BsUFA “research roadmap,” which focuses on increasing the reliance on analytical data and developing 
alternatives to and/or reducing the size of studies involving human participants. EMA on the same day released a 
concept paper on a “tailored clinical approach in biosimilar development.” 

The EMA concept paper aligns with the FDA approach in recognizing the potential to reduce clinical data requirements 
and increase reliance on the advanced understanding and evaluation of critical quality attributes, manufacturing 
processes, and comparability exercises. The paper is open for comment until April 30. [A link to the concept paper is 
provided below.] 

Corrigan-Curay also outlined the aims and process of a new pilot parallel scientific advice (PSA) option for 
generics, which extends into the biosimilar space. In a mid-February release, FDA explained that it builds on the 
existing PSA program and that the ultimate goal is to improve patient access to harder to develop generic drugs. 

In a CDER website post, OGD Associate Director of Stakeholder and Global Engagement Sarah Ibrahim describes 
the PSA generics program and provides examples of proposals covering: ● a single BE study that may satisfy both 
agencies ● scientific approaches with data/information to support the use of a common comparator in BE studies, and 
● use of modeling and simulation in the development program. [A link to the post is provided below.]

https://ipq.org/weekly-supplement-february-2-2024/
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Supply Chain Concerns in FocusSupply Chain Concerns in Focus

Switching gears to focus on current opportunities for improvement in the generics and biosimilars arena, Corrigan-
Curay acknowledged that the low prices can lead to “unintended consequences in terms of reliability of supply.”

She discussed the reasons for and impact of recent drug shortages and noted the agency’s appreciation for the efforts 
of industry to communicate potential shortages – spotlighting the “drug shortage assistance award” to encourage 
continued collaboration and the draft FDA guidance on risk management plans to mitigate shortages.

As part of its drug shortage effort, the CDER Deputy Director pointed out, FDA had released the day before her 
talk a final guidance outlining requirements for submitting reports to the agency on the amount of each listed drug 
“manufactured, prepared, propagated, compounded, or processed for commercial distribution,” as required by the 
Coronavirus Aid, Relief, and Economic Security (CARES) Act. 

The data will be used by FDA to reduce drug shortage risk by, among other things, improving the agency’s visibility into 
drug supply chains. The implementation date for the guidance is February 26 to allow time for FDA to make technical 
updates to its NextGen notification portal. Corrigan-Curay emphasized that “once the portal is up, we are going to be 
much more proactive about getting this data in because it is a requirement under the law.” [Link provided below.]

Corrigan-Curay also pointed to the “quality management maturity prototype assessment protocol evaluation 
program” as a potentially useful tool for stakeholders to demonstrate QMM. She emphasized the voluntary 
nature of the program and that “we are still taking this one step at a time.”

In her final comments, she highlighted the problem of biosimilar uptake by clinicians and other healthcare providers and 
shared some of the outreach efforts to HCPs and patients aiming to increase understanding and acceptance of biosimilars.

LINKSLINKS::

●  NDSRI Update Page

●  MIE BE Guidance

●  FDA Post on Biosimilar Education Efforts

●  EMA concept paper on biosimilar development

●  CDER post on parallel scientific advice for complex generics

●  Oct. 2023  BSUFA III Regulatory Science Workshop

●  Report on October 2023  BSUFA III Workshop

[Subscribers CLICK HERE for the full remarks of 
Corrigan-Curay at the AAM annual meeting.]

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/updated-information-recommended-acceptable-intake-limits-nitrosamine-drug-substance-related
https://www.fda.gov/media/172028/download?attachment
https://www.fda.gov/drugs/news-events-human-drugs/our-perspective?utm_medium=email&utm_source=govdelivery
https://www.ema.europa.eu/en/documents/other/concept-paper-development-reflection-paper-tailored-clinical-approach-biosimilar-development_en.pdf
https://www.fda.gov/drugs/our-perspective/cders-ogd-and-emas-parallel-scientific-advice-pilot-program-complex-generics-works-increase
https://www.fda.gov/drugs/news-events-human-drugs/bsufa-iii-regulatory-science-pilot-program-10
http://www.fda.gov/media/174044/download?attachment
https://subscriber.ipq.org/wp-content/uploads/2024/02/IPQ_2024_02_GDUFAIII_CorriganCurry.CDER_.pdf
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2023

CMC Innovation Support Programs Advance at EMA and FDA, with Distributed and Continuous 
Manufacturing on Front Burner

● European Regulatory Network Support for Manufacturing Innovation
● FDA’s Expanding Engagement with Advanced Technologies
● Barriers to CM Adoption Explored at USP/RAPS Workshop
● Distributed/POC Manufacturing and the CMC/Quality Regulatory Paradigm

Implementing ICH Q9(R1) Will Entail a Heightened Focus on Integrating Knowledge into Risk-Based 
Decision-Making

● Insights from Expert Working Group Members on ICH Q9 Revisions
● Panel Discussion Among PRST Meeting KM/QRM Experts
● Risk-Based Decision-Making
● Risk Management in Drug Shortage Prevention

Industry is Urging EMA to Increase its Focus on Medicine Impact of EU Food, Chemical, and Environmental Legislation
● The Need for Pharma Stakeholder Engagement
● EU PFAS Action and Pharma Mitigation Needs
● Industry and EMA on F-gases and Hydrofluorocarbons in Inhalation Products
● DIA Europe Legislative Session Panel Discussion
● Intensified Industry Dialogue on TiO2 and Nanoparticles Ahead of More EMA Review

IPEC is Helping Marshal Expertise Across Stakeholders to Forestall a Potential Titanium Dioxide 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

● USP Bio Stakeholder Forum Opening Remarks and Mass Spec Standards for Proteins
● USP’s CGT Initiatives
● FDA and Industry Experience with CAR T Potency Testing
● Update on USP Strategies and Initiatives in the MAb, Vaccine, and CGT Arena

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

● NIIMBL and its “Going First Together” Mantra
● US Manufacturing Innovation Leaders Weigh In
● The Importance of Process and Facility Innovation in Global Health
● Charting the Advanced Therapy CMC Pathways and Other NIIMBL Projects
● CBER’s Marks on Taking CGTs to the Next Level

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.

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/government-industry-academia-collaborative-efforts-to-de-risk-and-accelerate-manufacturing-innovation-draw-strength-on-pandemic-learnings/
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ICH Q3D Implementation Continues with Workshops, Research, and Guideline and Pharmacopeial Revisions
● Role of PQRI/FDA Workshop in Q3D Implementation Dialogue
● Regulatory Experience and Perspectives in Implementing Q3D
● Pharmacopeial Harmonization with ICH Q3D
● Outcomes of PQRI Study on Variability in Elemental Impurity Analysis

2022

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

● Europe’s Focus on CMC Innovation and Agile Regulation 
● Innovation Issues Explored at CASSS CMC Forum in Europe 
● MHRA’s “New Era in Regulation”

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

● EMA Perspective on its Toolbox Guidance and OPEN Initiative 
● Industry View on Efficiency Tools and CMC Flexibility Learnings from COVID 
● Panel Discussion on Effective Tools for the Future

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

● Pfizer/BioNTech Lipid Challenges with mRNA-LNP COVID Vaccine 
● FDA’s Novel Excipient Review Pilot Program and Nanomaterials Guidance 
● USP’s Draft Guideline and Other Efforts on mRNA Vaccine Quality 
● The EDQM Nanomedicines Dialogue and WHO on Regulating mRNA Vaccine Quality 
● Potency Assays for mRNA-LNP Vaccines

NASEM-Led Study for FDA is Helping Drive Industry/Regulator Agenda on Innovation Needs

● The NASEM Study and FDA Reflections 
● Existing Mechanisms to Enable Innovation 
● Challenges and Opportunities 
● The Path Forward

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

● The Evolving Landscape of Pharmaceutical Operations 
● Government-Industry Collaboration in This and Future Pandemics 
● Reducing the Cost of Vaccine Manufacturing for Broader LMIC Access

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

● US and European Regulator Perspective on the CMC Challenges of Oligonucleotides 
● USP Standards Development Efforts for Peptides and Oligos 
● Peptide and Oligo Analytical, Manufacturing and Raw Material Considerations

https://ipq.org/ich-q3d-implementation-continues-with-workshops-research-and-guideline-and-pharmacopeial-revisions/
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/
https://ipq.org/progress-in-addressing-impurity-challenges-in-focus-at-usps-2022-peptide-oligo-workshop/


 9

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

● The Advancing Knowledge-aided Assessment Component of KASA 
● Bringing Biologics into the KASA System 
● The Progress of FDA’s PQ/CMC Initiative 
● The Goals of Accumulus Synergy in CMC Data IT and Regulatory Communication 
● The Drivers for Revising ICH M4Q and Evolving the CMC Regulatory Process

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

● Update on EMA GMP-related Activities 
● MHRA Innovation Pathway and Proposal for Point-of-Care Regulatory Framework 
● Insights from Europe and ICMRA Regarding Onsite Inspection Alternatives
 

2021

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

● Update on USP’s Evolving Role and Current Initiatives In the Biologics Arena 
● European Pharmacopoeia and FDA Join USP in Focusing on Particulate Control

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

● Implementing the Pfizer/BioNTech mRNA Vaccine Development Plan 
● New Digitalized Facility as Springboard for Moderna’s mRNA Vaccine 
● Oxford University/AZ Partnership for Global Adenovirus Vaccine Access 
● J&J’s Experience in Handling the Supply Chain Challenges 
● Novavax’s Approach to Assuring Comparability for its Protein-based Vaccine 
● Inter-Company Panels at DIA and ISPE Meetings on Vaccine Experience

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

● Biotech Regulator Vantage Point on Raw Material Control 
● The Added Challenges of Materials Management for CGTs 
● Biomanufacturer Use and Control of Polysorbates

https://ipq.org/pandemic-experience-and-supply-chain-risk-management-expectations-increase-profile-of-excipient-third-party-auditing/
https://ipq.org/pandemic-experience-and-supply-chain-risk-management-expectations-increase-profile-of-excipient-third-party-auditing/
https://ipq.org/janet-woodcock-and-jeff-baker-will-continue-to-play-key-manufacturing-innovation-roles-in-new-fda-and-niimbl-positions/
https://ipq.org/janet-woodcock-and-jeff-baker-will-continue-to-play-key-manufacturing-innovation-roles-in-new-fda-and-niimbl-positions/
https://ipq.org/fdas-kasa-and-related-pq-cmc-initiatives-on-improving-cmc-data-structuring-and-sharing-will-help-support-ich-m4q-revision/
https://ipq.org/fdas-kasa-and-related-pq-cmc-initiatives-on-improving-cmc-data-structuring-and-sharing-will-help-support-ich-m4q-revision/
https://ipq.org/key-gmp-focal-points-in-europe-include-guidance-revisions-new-vet-regulations-and-adaptive-assessment-inspection-approaches/
https://ipq.org/key-gmp-focal-points-in-europe-include-guidance-revisions-new-vet-regulations-and-adaptive-assessment-inspection-approaches/
https://ipq.org/usp-and-ph-eur-initiatives-in-the-biologics-arena-continue-to-bear-fruit-fda-joins-the-pharmacopeias-in-upgrading-particulate-guidance/
https://ipq.org/usp-and-ph-eur-initiatives-in-the-biologics-arena-continue-to-bear-fruit-fda-joins-the-pharmacopeias-in-upgrading-particulate-guidance/
https://ipq.org/covid-vaccine-industry-project-leaders-are-sharing-insights-on-how-the-daunting-challenges-were-addressed-and-the-learnings/
https://ipq.org/biomanufacturer-raw-material-control-on-regulatory-front-burner-as-analytical-power-and-formulation-challenges-intensify/
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Manufacturing, Impurities, and Characterization Methods Are Key Regulatory Focal Points for Peptides and 
Oligonucleotides

● Recent CMC/Regulatory Challenges of Oligonucleotide Drugs 
● Comparability Challenges in Crossing Over to Generics 
● Comparing Peptide and Oligonucleotide CMC Issues 
● Starting Material Specifications for Oligonucleotides

A Confluence of Forces Is Now Spurring Combination Product Regulatory Reform in Europe
● EU Pharma Strategy Roadmap, Comments from Industry, and Related Agency Strategies 
● Culture/Structure/Process Change and Global Alignment 
● HPRA CEO Lorraine Nolan on HPRA and EMA Strategy 
● EMA’s Zaïde Frias and NB/Industry Perspectives on EU Regulatory Transformation

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

● Industry Quality Leaders on the Global PAC Regulatory Problem and Solutions 
● Evolving the Quality Regulatory Paradigm at the Global Level

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

● ICH Q9 Revision Lead O’Donnell on the Evolution of QRM 
● FDA’s Rick Friedman on Advancing Aseptic Processing through QRM 
● Industry/Academia Thought Leaders on the Evolving QRM/KM Relationship

Regulators Share Pandemic’s CMC Impact at CASSS Japan Forum; Guidance Output Continues Apace in Q1 2021

● EMA Perspective 
● FDA CBER Perspective 
● FDA CDER Perspective 
● Panel Discussion Among US, Europe, and Japan Regulators

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

● NIIMBL’s Engagement with Academia on Workforce Development Needs 
● ISPE Workforce of the Future Traction at UMBC and UC Davis 
● Keck Institute’s Behrens on Biopharma Talent Needs and KGI/Industry Partnering 
● Xavier’s Phillips on Sharable Quality and Regulatory Science Curriculum 
● CASSS Panel on Opening Up Biopharma Career Pathways 
● European and Global Workforce Development Collaborations

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
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2020

Pandemic Spurs Deepening of Pharmacopoeia/Regulator/Industry Communication Channels
● EDQM Pandemic Actions Continue Apace in Fall 2020 
● Pharmacopeia, Regulator and Industry Expert Panel Explores Pandemic and Nitrosamine 
Communications 
● Second Panel Focuses on Pandemic Organizational Impacts and Key Learnings 
● EDQM and Ph. Eur. Evolution Addressed by Leaders Keitel and Vielle

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
● Adventitious Agent Testing in Focus at CASSS CMC Forum Europe 
● Sanofi Pasteur and Ghent University Experience with NGS 
● A Decade of Regulator/Industry Collaboration on NGS 
● Stakeholder Engagement Begins on ICH Q5A Revision 
● Effort to Reduce Animal Testing for Vaccines Includes Global Health Fund Support for NGS

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
● FDA’S Novel Excipient Program Proposal and Stakeholder Comments 
● IPEC/IQ Thought Leaders on the Novel Excipient Drivers 
● Subcutaneous Biotherapeutics, Pediatrics, and Delayed Release 
● USP Initiatives Supporting Novel Excipient Development 
● Assessing and Managing Excipient Risks
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