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FDA DRUG RECALLS

Among the six recalls posted in FDA’s enforcement reports during the two weeks, two drew the most 
serious, Class I, rating. One recall involved all lots of capsules tainted with undeclared dexamethasone and 
chlorpheniramine. The other recall involved microbial contamination in one lot of non-sterile liquid.

READ MORE

READ MORE

CURRENT INSIGHTS FROM LEADING REGULATORS

FDA’s Robin Levis Provides Updates on the Agency’s Platform and 
Advanced Manufacturing Technology Guidance Initiatives

At the September 2024 PDA Biomanufacturing Conference held in Gothenburg, Sweden, 
FDA CBER Division of Viral Products Deputy Director Robin Levis discussed the impact 
of the pandemic on regulatory collaboration/harmonization and provided an update on 
the FDA guidance initiatives on platform and advanced manufacturing technologies 
that have followed. [See p. 3. Click HERE for previous Weekly Supplements.]

READ MORE

FDA DRUG GMP WARNING LETTERS

CompanyCompany Facility LocationFacility Location Product TypeProduct Type
Diora Kimya Gaziantep, TurkeyGaziantep, Turkey FinishedFinished
Soliteint Kozmetikai Pest, HungaryPest, Hungary FinishedFinished
Omni Lens Gujarat, IndiaGujarat, India FinishedFinished
Pinnacle Transplant Phoenix, ArizonaPhoenix, Arizona HCT/PHCT/P
Amnio Technology Phoenix, ArizonaPhoenix, Arizona HCT/PHCT/P
Stokes dba EpicurPharma Mount Laurel, NJMount Laurel, NJ CompoundedCompounded
Outin Futures Chungcheongbuk, South KoreaChungcheongbuk, South Korea FinishedFinished

READ MORE

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

US: ● CDER MAPP on Response to CRLs ● USP on NMR Spectroscopy for LG Polymers ● FDA Guidance 
on Tattoo Inks ● FDA MAPP on ICH Q12 ECs ● HHS on Hurricane Helene Drug Supply Impact ● DMF Review 
Guidance for ANDAs ● FDA GDUFA Guidance on Reconsideration Requests ● CDER Study on Mitigating 
Nitrosamine Formation ● FDA’s “Things to Know” about Drug Shortage Management ● FDA’s Updated 
Biosimilar Toolkit

EEUROPEUROPE: ● HMPC’s 3-Year Work Plan ● Swissmedic Fast-track and Temporary Authorization Procedures

ININTERNATIONALTERNATIONAL:: ● UK’s Point-of-Care Regulatory Framework ● ICMRA-ICH-IPRP-PIC/S Joint Reflection 
Paper ● IPC Draft Chapter on GMP Disinfectants and Antiseptics ● Australia’s Counterfeit Ivermectin Imports 
● Indian Pharmacopoeia Cooperation with Regional Counterparts ● Africa’s AUDA-NEPAD Administrative 
Arrangement with EU ● British Pharmacopoeia Public Consultation on 23 Draft Texts ● TGA’s Updates to 
Nitrosamine Impurities Acceptable Intakes
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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 IPQIPQ 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

© 2024  INTERNATIONAL PHARMACEUTICAL QUALITYTM   (ISSN 1937-6901)
All rights reserved. IPQ Publications LLC, 3836 Fulton St. NW, Washington, DC 
20007. Content cannot be transmitted except for internal use by companies/ 
organizations that have subscriptions. For reprints and subscription information, 
contact Karen Bertani (karen@ipq.org).

Editor-in-Chief
Bill Paulson
paulson@ipq.org
202-841-5027

Senior Editor
Anya Hillery
anya@ipq.org 

Publications Editor
Charles R. Kiss
charles@ipq.org

Managing Editor
Nathan Poluga 
poluga@ipq.org

Food/Drug Law Advisor
Eve Bachrach
evebachrach@verizon.net

Operations Staff
Jonathan Trethowan
jonathan@ipq.org 

Karen Bertani
karen@ipq.org

Editorial Staff–US
Kieran Householder
kieran@ipq.org 

Mark Smith
smith@ipq.org

Editorial Staff–Europe
Janine Jamieson 
janine@ipq.org 

IT & Support Staff
Miranda Seacrist
seacrist@ipq.org

mailto:karen%40ipq.org?subject=


 3

At the PDA BioManufacturing Conference held in Gothenburg, Sweden in late September, FDA Center for Biologics 
Evaluation and Research (CBER) Office of Vaccines Research and Review (OVRR) Division of Viral Products Deputy 
Director Robin Levis outlined the background to and feedback received so far on new FDA guidance initiatives for 
platform and advanced technologies.

The draft guidances, published earlier this year, were called for by legislative changes introduced in response to the 
COVID pandemic under the “PREVENT Pandemics” and “Food and Drug Omnibus Reform” Acts of 2022. [Links to 
the draft guidances are provided on p.5.]

Levis pointed to the lessons learned and key take aways from the pandemic, before delving into the platform 
technology guidance, which she helped develop, and the advanced manufacturing technologies designation 
program guidance, which she is involved in reviewing. [A link to Levis’ full remarks is provide on p.5.]

Regarding the collaborative efforts of stakeholders during the pandemic, she highlighted the reduced duplication of 
workload for sponsors and regulators and the benefits of information sharing.

“There are definitely some defined lessons learned in terms of how to manage files, interact, and work towards getting 
a more seamless and straightforward licensure pathway.”

She added that warranting further attention going forward – “both in emergency pandemic situations as 
well as real time” – would be for national regulatory authorities “to all have the same information within a 
relatively same time frame.” This would facilitate a “more seamless joint review or common dialogue.” 

Levis explained about the quarterly dialogues with global regulatory agencies (see IPQ Weekly Supplement for week 
ending March 29, 2024) and highlighted the work on global harmonization initiatives for vaccines being led by the 
Coalition for Epidemic Preparedness Innovations (CEPI), which was presented at the conference. [Editor’s Note: The 
CEPI discussion of the CMC platform approaches, best practices, and submission pilots with which it is engaged will 
be included in an upcoming IPQ story.] 

Concerns Expressed About Platform Technology Definition

Remarking on the “extent” of comments received on the draft platform technologies guidance by the consultation 
closure date at the end of August, Levis said that the review period will take longer than anticipated but will then 
present agency current thinking and will be updated “when necessary.”

One of the main concerns expressed in the comments was that the well-established concept of leveraging prior 
knowledge may not always fit the new definition of platform technology. However, Levis assured the audience that 
sponsors can still leverage that knowledge and that the agency will “still use the science and data that is available to 
drive the regulatory decision-making for product development.”

In walking through the process for submitting requests for a platform technology designation, she recognized that 
there is some confusion in the language used in the current draft of the guidance, which her review group is working 
to clarify. 

FDA’s Robin Levis Provides Updates on the Agency’s Platform and 
Advanced Manufacturing Technology Guidance Initiatives

https://subscriber.ipq.org/weekly-supplement-week-ending-march-29-2024/
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Some of the benefits of gaining platform technology designation, Levis noted, relate to engaging in early 
interactions with FDA for discussions and questions around the technology, and leveraging data from prior 
products such as batch analysis and non-clinical safety data.

She then gave some examples of how the platform technology principles have been applied in the vaccine world, 
citing decisions made for adenoviral and mRNA products. 

She also noted that CBER’s Office of Therapeutic Products is “contemplating an additional guidance that will be on 
platforms just related to the human gene therapy products.” 

Efforts Being Made to Align AMT Designation Processes

Moving on to the Advanced Manufacturing Technologies (ATM) Designation Program, Levis pointed out that, again, 
conversations around advanced manufacturing technologies have been going on for years and the legislative changes 
brought in are formalizing the processes and requiring guidance to be published. 

A method of manufacturing or combination of manufacturing methods would be eligible for AMT designation if “the 
method or combination incorporates a novel technology or uses an established technique or technology in a novel way.” 

The guidance covers: ● the request for designation process ● data and information to be provided in a 
submission ● the process to expedite development and review of applications, and ● eligibility criteria.

Levis noted that the process for AMT designation currently differs across the agency, but that efforts are being made 
to make it a “seamless” one-step process, or “at least have a single definition of how the process will be.”

Benefits of gaining the designation, similarly to the platform technology designation, include early interactions with 
FDA and assignment of a designated lead to coordinate discussions with the agency.

Concluding her presentation, Levis referred to a talk she gave 15 years ago on assay development and how the 
messages also apply to developing new regulatory processes and establishing global conversations – that: ● research 
is essential ● evolution is important ● the best efforts are collaborative efforts, and ● science “really needs to drive the 
regulatory decision making.” 

Q&A Explores Evolving Regulatory Processes

In the Q&A session that followed, Levis explained that she was speaking remotely because she was at the European 
Directorate for the Quality of Medicines & Healthcare (EDQM) attending a vaccine expert working group, on which 
FDA has been an observer over the last decade along with Health Canada.

In the last few years, the group has also invited observers from other regions, which is “really creating a space for 
a global dialogue around” the quality of vaccine products. This is happening across all of EDQM’s EWGs and the 
monograph working groups, which provide “a seed and a starting place” for globalizing the review process.

While EDQM itself is not a regulatory body, the European Pharmacopeia monographs are recognized as quality 
guidelines and their development and maintenance “really feeds into our industry and into the regulatory discussion.”  
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In the final question of the Q&A session, posed by IPQ’s European Editor Janine Jamieson, Levis was asked 
about her reflections on the ICMRA collaborative assessments for post-approval changes (see IPQ Weekly 
Supplements for the weeks ending May 24, 2024 and September 6, 2024).

Levis referred to an industry presentation she had seen about the complexities of post-approval changes, with “this 
wonderful nightmare of a slide which demonstrated the global process that it took to get full implementation of this 
change of a stainless-steel storage vessel.” 

“For me, that was one of those amazing educational talks from an industry person I have gotten.” The change, she 
explained, took the typical four months in the US, and the same amount of time in Europe, six to eight months in 
another region, three years in an Asian country, and then four years in another. 

“I just couldn’t believe the disparity in the time frame and the way the different regulatory agencies approached this very 
simple change and what that meant for industry.”

“After hearing that talk, I kind of changed the tenor of my conversation when I talk about post-approval changes,” 
Levis explained. “The difficulties the industry has in having to manage global regulatory actions is real, and so I think 
that regulators really need to be taught that in a kind of ‘regulatory work 101,’ once they start entering the global 
conversation.” 

The work “isn’t just with the regulators,” she added. “It is having these dialogues with industry also in terms of 
learning what we have to incorporate into these harmonization discussions.” 

[Subscribers CLICK HERE for Levis’ complete 
remarks at the PDA conference.]

LINKS: 

● Platform Designation Technology Draft Guidance

● Advanced Manufacturing Technologies Guidance

https://subscriber.ipq.org/week-ending-may-24-2024-featuring-hpra-ceo-nolan-on-the-global-quality-dossier/
https://subscriber.ipq.org/week-ending-september-6-2024-featuring-ema-and-fda-leaders-on-imcras-pac-pilots/
https://subscriber.ipq.org/wp-content/uploads/2024/12/IPQ_2024_10_18.25_Levis.FDA_.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/platform-technology-designation-program-drug-development
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/advanced-manufacturing-technologies-designation-program
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OCTOBER

TGA’s Burnett Highlights Australia’s Inspection Reliance Framework

SEPTEMBER

Reforms by India’s CDSCO to Enhance Quality Oversight Include Digitalization and Regulatory 
Rationalization

FDA and Health Canada Reviewers Offer Insights on ADC Control Challenges and Guidance Gaps

PEI’s Merz Explores Current Guidance Applicability and Gaps for ADC Characterization and Control

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

AUGUST

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

Facility Issues are Increasingly Prominent in CDER Complete Response Letters for BLAs

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

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

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

JULY

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

FDA Biologics Reviewer Advises Reaching Out to the Agency Early on the Challenges in 
Developing and Validating Rapid Microbial Methods

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

IPQ’s 2024 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.
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JUNEJUNE

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

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

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
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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

FEBRUARYFEBRUARY

International Panel of Regulators Discuss Collaboration on Transforming CMC Practices at 
CASSS WCBP Conference

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

ABOUT IPQ

IPQ 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, knowledge management, and communication needs of the pharmaceutical community.

Dedicated to helping its readers keep up with and influence the changes to quality regulation as it evolves to match 
the fast-moving process and product technologies, IPQ provides the depth and breadth of intelligence needed to form 
strategies, make decisions, and take the right action. The investment in an organization-wide subscription, which 
allows IPQ’s content to be openly shared internally, is small compared to the benefits and resource-saving potential 
that IPQ offers.

Subscription fees and other funding, in turn, allow IPQ to provide significant pro bono promotional and coverage-
related support to regulatory agencies/networks, public-private partnerships, and non-profit organizations and 
associations most directly involved in the global CMC/quality dialogue. For subscription information visit IPQ.orgIPQ.org 
or contact Karen Bertani (karen@ipq.orgkaren@ipq.org).
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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 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

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

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.
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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

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

Latest Improvements in FDA’s Inactive Ingredient Database Include Change Log and Use of Maximum Daily Exposure

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

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