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2023 Summary:

Global Developments in OINDP Regulations & Standards

About IPAC-RS

The International Pharmaceutical Aerosol Consortium on Regulation & Science (IPAC-RS) is an international
association that seeks to advance the science, and especially the regulatory science, of orally inhaled and nasal
drug products (OINDPs) by collecting and analyzing data, and conducting joint research and development projects.
Representing the OINDP industry since 2000, IPAC-RS aims to build consensus and contribute to effective regulations
and standards by sharing the results of its research through conferences, technical journals, webinars, and discussions
with regulatory bodies.

About This Summary of Global Developments

This document presents regulatory developments, new or revised standards, and public events relevant for orally inhaled
and nasal drug products, which took place in 2023. Hyperlinks are provided for readers wishing to learn further details;
all links are valid as of time of this publication.
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I. Developments in Regulation & Standards

@ Brazil

Anvisa held a public webinar addressing and discussing main topics in the Resolution RDC No. 751 including
risk classification, reporting and registration regimes, and labeling requirements and instructions for use of
medical devices.

e Anvisa published three new guides providing information on complying with RDC 753 which covers registration
of medicines for human use with synthetic and semi-synthetic active ingredients, classified as new, innovative,
generic and similar._

e Anvisa issued new subject codes for registering new chemical drugs which are valid for the registration and
presentation of safety and efficacy documents, for new and innovative synthetic and semi-synthetic drugs. The
related legislation and guideline for these drugs are RDC 753/2022 and the normative instruction IN 184/2022.

¢ Anvisa hosted a workshop on Pharmaceutical Innovation - Construction of a regulatory strategy for radical
innovation in Brazil held in support of aspects of the national agenda seeking to provide a favorable environment
for local and foreign start-ups.

0 China

e The Director of the CDE, Kong Fanpu, presented at the 14th China International Drug Information Conference
and 2022 DIA China Annual Conference, on what the Agency is doing to improve the efficiency and quality of
product review.

e China's new algorithm and Al rules are live.

e The CDE held a meeting on Comparative Research on Domestic and Foreign Pharmaceutical Technology Guiding
Principles to further understand other global regions’ approaches to guideline development and content.

e The CDE issued:

» Process for Drug Evaluation to Accelerate the Review of Innovative Drug Marketing Authorization
Applications (Trial)

» Guiding Principles for Writing Pharmaceutical-Related Information on Instructions and Labels of
Chemical Drugs

» Technical Guiding Principles for Pharmaceutical Change Research of Listed Chemical Drugs, Questions and
Answers on Changes of APIs (Draft for Comment)

» A second public solicitation of opinions on "Guiding Principles for Pharmaceutical Changes and Research
Techniques of Biological Products During Clinical Trials” and “Technical Guidelines for Pharmaceutical Changes
and Research of Marketed Vaccines”
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https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2023/anvisa-realizara-webinar-sobre-dispositivos-medicos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2023/anvisa-publica-tres-novos-guias-sobre-registro-de-medicamentos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2023/confira-os-novos-codigos-de-assunto-para-medicamentos-sinteticos-e-semissinteticos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2023/workshop-reune-setores-publico-e-privado-para-discutir-inovacao-na-area-farmaceutica
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2023/workshop-reune-setores-publico-e-privado-para-discutir-inovacao-na-area-farmaceutica
https://www.cde.org.cn/main/news/viewInfoCommon/391919a575dda85ffe5d840bcacb84c3
https://www.cde.org.cn/main/news/viewInfoCommon/391919a575dda85ffe5d840bcacb84c3
https://www.protocol.com/bulletins/china-algorithm-rules-effective?tpcc=nlceodaily
https://www.cde.org.cn/main/news/viewInfoCommon/8aed2f31221174542d55b449724be980
https://www.cde.org.cn/main/news/viewInfoCommon/8aed2f31221174542d55b449724be980
https://www.cde.org.cn/main/news/viewInfoCommon/ace377c025ad4f2bbf94790673b2646e
https://www.cde.org.cn/main/news/viewInfoCommon/ace377c025ad4f2bbf94790673b2646e
https://www.cnppa.org/index.php/home/news/show_2019/id/1631/sortid/18.html
https://www.cnppa.org/index.php/home/news/show_2019/id/1631/sortid/18.html
https://www.cde.org.cn/main/news/viewInfoCommon/7de283017765379b03409eb5ff9e2bfd
https://www.cde.org.cn/main/news/viewInfoCommon/7de283017765379b03409eb5ff9e2bfd
https://www.cde.org.cn/main/news/viewInfoCommon/4df52a11c448aef5294d18f53c53d068

/Y
\4

A

A/

The CDE held online seminars addressing:

» Communication processes related to review and acceleration of new drug launch.

» Basic requirements for drug registration acceptance and frequently asked questions.

» The Agency's views and interpretations of the ICH Q13 and ICH M7(R2) guidelines.

The NMPA issued:

» Measures for the Administration of Drug Standards which will come into force on January 1, 2024, and are
intended to support further improvements to the quality, safety and efficacy of drugs marketed in China,
and will link the concepts in standards to the various regulatory measures and guidelines.

» Guidelines for On-site Inspection of Inhalation Preparations which seeks to identify areas of quality control
risk for inhalation preparations, and seeks to improve the quality of on-site inspections.

An English version of the 2020 Chinese Pharmacopoeia was published and is available through the
Pharmacopoeia to help enhance international alignment and cooperation with respect to standards, and assist
in further understanding of the Chinese Pharmacopoeia.

The Chinese Pharmacopoeia held a training course on Rubber Pharmaceutical Packaging Material
Inspection Technology.

Chinese Pharmacopoeia solicited entities to provide information on pharmaceutical plastic composite
films and bags, to assist in and inform development of standards for these types of packaging and delivery
system components.

The Chinese Pharmacopoeia issued:

» Technical Guiding Principles for Pharmaceutical Research on Generic Suspension Nasal Sprays of
Chemical Drugs

» General Principles of Metal Drug Packaging Materials

» Guiding Principles for Generic Names of Pharmaceutical Packaging Materials.

European Union and United Kingdom

The EU Court of Justice partially overturned the 2019 restrictions on TiO2 (titanium dioxide).

European Parliament voted to extend MDR transition period.

Team-NB issued a best practices guidance for submission of technical documentation under MDR Annexes ||
and Ill.

UK scientists can once again apply for EU Horizon 2020 funding.

Fluorinated gases and ozone-depleting substances: Council and Parliament reach agreement.

European Chemicals Agency (ECHA) issued a proposal which restricts polyfluoroalkyl substances (PFASSs) -
both HFC134a and 227ea would be banned 18 months after 2025. Submitted restrictions under consideration.
ECHA published Q&As from a webinar on the PFAS restrictions held in 2023.

PAC—RS | ipacrs.org 2023 Summary: Global Developments in OINDP Regulations & Standards | 3


www.ipacrs.org
https://www.cde.org.cn/main/newspic/view/644daa19d27cc5eb0e5ddf273d555004
https://www.cde.org.cn/main/newspic/view/0d2ef23d16d3a7c990d7b2e6087b8149
https://www.cde.org.cn/main/news/viewInfoCommon/8f7a68abb91eaf67a09eeb55edcef236
https://www.nmpa.gov.cn/yaopin/ypggtg/20230705191500136.html
https://www.cnppa.org/index.php/home/news/show_2019/id/1615/sortid/18.html
file:///C:\Users\lyaps\AppData\Roaming\NRPortbl\DMS_US\LYAPS\Chinese%20Pharmacopoeia
https://www.cde.org.cn/main/news/viewInfoCommon/682dc7ddb4253a5e7a6f8ff18183bf06
https://www.cde.org.cn/main/news/viewInfoCommon/682dc7ddb4253a5e7a6f8ff18183bf06
https://www.cnppa.org/index.php/home/news/show_2019/id/1699/sortid/18.html
https://curia.europa.eu/jcms/upload/docs/application/pdf/2022-11/cp220190en.pdf
https://www.raps.org/news-and-articles/news-articles/2023/2/european-parliament-votes-to-extend-mdr-transition
https://www.team-nb.org/wp-content/uploads/members/M2023/Team-NB-PositionPaper-BPG-TechnicalDocEU-MDR-2017-745-V2-20230419.pdf
https://www.team-nb.org/wp-content/uploads/members/M2023/Team-NB-PositionPaper-BPG-TechnicalDocEU-MDR-2017-745-V2-20230419.pdf
https://www.nature.com/articles/d41586-023-02812-1
https://www.consilium.europa.eu/en/press/press-releases/2023/10/05/fluorinated-gases-and-ozone-depleting-substances-council-and-parliament-reach-agreement/
https://echa.europa.eu/restrictions-under-consideration/-/substance-rev/72301/term
https://echa.europa.eu/documents/10162/2156610/230405_upfas_webinar_qa_ds_en.pdf/3f47fdcc-17c5-4b37-b758-720bb7e462f3?t=1687893645025

e The European Environmental Bureau published an “explainer” of the universal PFAS restriction.

e Carbon reduction plan requirements for the procurement of NHS goods, services and works came into effect
in April 2023.

e UK’'s MHRA indicated that large language models such as ChatGPT and Brad, when used in medical
treatment, will be regulated as medical devices: Large Language Models and software as a medical device

e MHRA updated its Software and Al as a Medical Device Change Programme - Roadmap.

o EMA piloted scientific advice for certain high-risk medical devices.

e FEuropean Commission proposed reforming the EU pharmaceutical legislation.

e European Commission published its first Proposal for a Regulation laying down harmonised rules on
artificial intelligence.

e FEuropean Commission held a webinar to discuss its digital health program. Agenda and presentation are
available at Online webinar on the DIGITAL Europe Work Programme 2023 - Digital Health topics | Shaping
Europe’s digital future (europa.eu)

e The European Commission considered new directives for pharmaceutical products:

» Proposal for a Regulation EUR-Lex - 52023PC0193 - EN - EUR-Lex

» Proposal for a Directive EUR-Lex - 52023PC0192 - EN - EUR-Lex

e EDQM explained in Gene Therapy Products that two updated chapters have been published for comment
in Pharmeuropa 34.3: “Gene therapy medicinal products for human use (3186)” and "Additional information on
gene therapy medicinal products for human use (5.34)

e The 2022 EMA Annual Report was published.

e EMA published a report on its response to the COVID-19 pandemic.

e EMAS issued the following for comment: Reflection paper on the use of artificial intelligence in the lifecycle of medicines

e EMA published Questions and answers on data requirements when transitioning to low global warming
potential (LGWP) propellants in oral pressurised metered dose inhalers

e MHRA published in collaboration with FDA and Health Canada: Predetermined Change Control Plans for
Machine Learning-Enabled Medical Devices: Guiding Principles.

e for PRIME and certain marketing authorization applications targeting an unmet medical need.

e European Environment Agency published an updated report on air quality which identified air pollution as
the most serious single health risk.

e EMA published a new iteration of its Q&A document, Nitrosamines EMEA-H-A53)-1490 - QA Art. 5(3)
Implementation for July CHMP CMDh - (QA3).

e The European Fluorocarbons Technical Committee (EFCTC) issued a survey on F-gases.
e EMA published an article summarizing the use of real-world evidence to support efficacy/effectiveness.

e The EU Court of Justice partially overturned the 2019 restrictions on TiO2 (titanium dioxide).

e The European Council gave their support for the European Commission’s proposal to delay the transitional
deadlines for medical devices under MDR. The proposal was made to extend deadline for higher risk class |l
and class Ilb devices to 2027 and deadline for lower risk class | and class lla devices to 2028.
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https://eeb.org/library/the-universal-pfas-restriction/
https://www.england.nhs.uk/publication/carbon-reduction-plan-requirements-for-the-procurement-of-nhs-goods-services-and-works/
https://medregs.blog.gov.uk/2023/03/03/large-language-models-and-software-as-a-medical-device/
https://www.gov.uk/government/publications/software-and-ai-as-a-medical-device-change-programme/software-and-ai-as-a-medical-device-change-programme-roadmap
https://www.ema.europa.eu/en/news/ema-pilots-scientific-advice-certain-high-risk-medical-devices
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_1843
https://digital-strategy.ec.europa.eu/en/library/proposal-regulation-laying-down-harmonised-rules-artificial-intelligence?tpcc=nlceodaily
https://digital-strategy.ec.europa.eu/en/library/proposal-regulation-laying-down-harmonised-rules-artificial-intelligence?tpcc=nlceodaily
https://digital-strategy.ec.europa.eu/en/events/online-webinar-digital-europe-work-programme-2023-digital-health-topics
https://digital-strategy.ec.europa.eu/en/events/online-webinar-digital-europe-work-programme-2023-digital-health-topics
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023PC0193
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52023PC0192
https://pharmeuropa.edqm.eu/media/homepage/documents/2022/06/20/Gene_therapy_products_en.pdf
https://www.ema.europa.eu/en/news/ema-annual-report-2022-published
https://www.ema.europa.eu/en/documents/other/emas-response-covid-19-pandemic-putting-peoples-health-first_en.pdf
https://www.ema.europa.eu/en/news/reflection-paper-use-artificial-intelligence-lifecycle-medicines
https://www.ema.europa.eu/en/questions-and-answers-data-requirements-when-transitioning-low-global-warming-potential-lgwp-propellants-oral-pressurised-metered-dose-inhalers-scientific-guideline
https://www.ema.europa.eu/en/questions-and-answers-data-requirements-when-transitioning-low-global-warming-potential-lgwp-propellants-oral-pressurised-metered-dose-inhalers-scientific-guideline
https://www.gov.uk/government/publications/predetermined-change-control-plans-for-machine-learning-enabled-medical-devices-guiding-principles?utm_medium=email&utm_campaign=govuk-notifications-topic&utm_source=9aa1f8e1-4f6a-4b52-842a-3a2977cfa435&utm_content=daily
https://www.gov.uk/government/publications/predetermined-change-control-plans-for-machine-learning-enabled-medical-devices-guiding-principles?utm_medium=email&utm_campaign=govuk-notifications-topic&utm_source=9aa1f8e1-4f6a-4b52-842a-3a2977cfa435&utm_content=daily
https://www.eea.europa.eu/en/topics/in-depth/air-pollution/eow-it-affects-our-health
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders/applicants-chmp-opinion-article-53-regulation-ec-no-726/2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders/applicants-chmp-opinion-article-53-regulation-ec-no-726/2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://ascpt.onlinelibrary.wiley.com/doi/full/10.1002/cpt.2766
https://curia.europa.eu/jcms/upload/docs/application/pdf/2022-11/cp220190en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_23
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_23

International

e US FDA and Health Canada launched a pilot program entitled "eSTAR" to facilitate submission of applications
to both agencies for 510(k) and De Novo devices.

e US FDA added Switzerland to the list of countries with which the agency has signed a Mutual Recognition
Procedure related to cGMPs,

e 2023 TEAP progress report (which discusses propellants as well as PFAS, among other subjects) was published.

e AAMI and BSI Join Forces to Publish Guidance on Artificial Intelligence.

e |CH finalized a number of guidelines, including the following:

» M7(R2) Assessment and Control of DNA Reactive (Mutagenic) Impurities in Pharmaceuticals To Limit
Potential Carcinogenic Risk and ICH M7 Assessment and control of DNA reactive (mutagenic) impurities
in pharmaceuticals to limit potential carcinogenic risk

» Q13 Continuous Manufacturing of Drug Substances and Drug Products.

e Performance Characteristics of Mass Spectrometry-Based Analytical Procedures for Quantitation of
Nitrosamines in Pharmaceuticals: Insights from an Inter-laboratory Study was co-authored by representatives
of the US FDA, European Directorate for the Quality of Medicines & HealthCare (EDQM), Health Canada and
TGA/Australia.

Japan

e The Japan MHLW and PMDA and the Japan Federation of Medical Devices Associations (JEMDA),
representing the Japanese industry, were endorsed as members of the Global Harmonization Working Party at
the February GHWP meeting in Riyadh, Saudi Arabia. The PMDA will seek to move toward harmonization of
medical device regulations through its participation in this international group.

e The PMDA's 4th Special Subcommittee on Programmed Medical Devices Using Al met and discussed topics
such as data re-use, requirements for data evaluation, and examination of adaptive Al where performance is
intended to change after marketing.

e The PMDA and the National Hospital Organization (NHO) formally agreed on a collaboration that seeks to
substantially expand the amount of data in the PMDA's medical information database, MID-NET® through
coordination with the NHO's National Hospital Organization Clinical Data Archives (NCDA) database.

e The PMDA posted the proceedings of the 6th Special Subcommittee on Programmed Medical Devices Using
Al from June 2023 which covered topics including analysis of relevant domestic and international trends;
discussions of bias in machine learning; status of research for reusing evaluation data in post-market learning
and problem solving; new method of data augmentation; status and issues of learning data construction by
physical model simulation, and perspectives on databases. The PMDA's Scientific Committee issued a report
on Programmed Medical Devices Utilizing Al

e The PMDA's 46th Scientific Committee published minutes from its meeting in July. Topics covered include
programmed medical devices using Al and the evaluation of vectors for in vivo gene therapy products with target
specificity. PMDA's scientific committees provide recommendations on policies and guidelines to the PMDA.
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https://www.fda.gov/medical-devices/how-study-and-market-your-device/health-canada-and-fda-estar-pilot
https://www.fda.gov/international-programs/international-arrangements/mutual-recognition-agreement-mra
https://www.fda.gov/international-programs/international-arrangements/mutual-recognition-agreement-mra
https://ozone.unep.org/science/assessment/teap
https://array.aami.org/content/news/aami-and-bsi-join-forces-publish-guidance-artificial-intelligence
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m7r2-assessment-and-control-dna-reactive-mutagenic-impurities-pharmaceuticals-limit-potential
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m7r2-assessment-and-control-dna-reactive-mutagenic-impurities-pharmaceuticals-limit-potential
https://www.ema.europa.eu/en/ich-m7-assessment-control-dna-reactive-mutagenic-impurities-pharmaceuticals-limit-potential
https://www.ema.europa.eu/en/ich-m7-assessment-control-dna-reactive-mutagenic-impurities-pharmaceuticals-limit-potential
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q13-continuous-manufacturing-drug-substances-and-drug-products
https://jpharmsci.org/article/S0022-3549(23)00298-8/fulltext
https://jpharmsci.org/article/S0022-3549(23)00298-8/fulltext
https://www.pmda.go.jp/files/000251842.pdf
https://www.pmda.go.jp/about-pmda/news-release/0064.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9126156/
https://www.pmda.go.jp/rs-std-jp/subcommittees/0033.html
https://www.pmda.go.jp/rs-std-jp/subcommittees/0033.html
https://www.pmda.go.jp/files/000263891.pdf
https://www.pmda.go.jp/files/000263891.pdf
https://www.pmda.go.jp/rs-std-jp/science-committee/0048.html
https://www.pmda.go.jp/rs-std-jp/outline/0002.html

g United States

I U.S. Food and Drug Administration (FDA)

FDA announced OPQ reorganization to alleviate 'long-standing pain points’

The US FDA and several other US federal agencies issued a Request for Information; Identifying
Ambiguities, Gaps, Inefficiencies, and Uncertainties in the Coordinated Framework for the Regulation of
Biotechnology for comment.

FDA's research on orally inhaled and nasal drug products was described in several sections of the recently
released FY 2022 GDUFA Science and Research Report.

Device-led combination products were included in the scope of the proposed Voluntary Malfunction Summary
Reporting (VMSR) Program for Manufacturers.

FDA started a dedicated webpage with resources on Augmented Reality and Virtual Reality in Medical Devices.

FDA updated its list of Artificial Intelligence and Machine Learning (Al/ML)-Enabled Medical Devices with 171
new Al/ML devices approved in the last year.

List of EDA Guidance Documents that CBER planned to Publish During Calendar Year 2023,

Beginning February 13, 2023, CDER and CBER restarted in-person, face-to-face industry meetings (with a
hybrid component).

FDA Recognized First Al-Focused Document, AAMI CR34971:2022, in List of Consensus Standards.

FDA published a new batch of product-specific guidances (PSGs) which provide recommendations for
developing generic drugs and generating evidence to support abbreviated new drug application (ANDA)
approvals, helping to streamline generic product development and ANDA assessment.

FDA published the 2022 Office of Generic Drugs (OGD) Annual Report.

FDA's ramped up for transition to Quality Management System Regulation (QMSR) for devices.

FDA posted updates for Artificial Intelligence/Machine Learning Assisted Image Analysis for
Characterizing Biotherapeutics.

FDA Released Two Discussion Papers to Spur Conversation about Artificial Intelligence and Machine Learning
in Drug Development and Manufacturing

FDA posted research updates for Pharmacodynamic Biomarkers: Their Role in Biosimilar Product Development.

FDA updated its Manual of Policies and Procedures (MAPP), Assessment of Bioequivalence Studies with
Clinical Endpoints in ANDAs.

FDA provided guidance for Verification Test Problems for Cardiac Electrophysiology Modeling Software

FDA released information on Upcoming Product-Specific Guidances for Generic Drug Product Development.

FDA CDER established the CDER Quality Standards Program for the Recognition of Voluntary Consensus
Standards Related to Pharmaceutical Quality.
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https://www.raps.org/News-and-Articles/News-Articles/2023/11/FDA-announces-OPQ-reorganization-to-alleviate-%E2%80%98lon
https://www.federalregister.gov/documents/2022/12/20/2022-27599/request-for-information-identifying-ambiguities-gaps-inefficiencies-and-uncertainties-in-the
https://www.federalregister.gov/documents/2022/12/20/2022-27599/request-for-information-identifying-ambiguities-gaps-inefficiencies-and-uncertainties-in-the
https://www.federalregister.gov/documents/2022/12/20/2022-27599/request-for-information-identifying-ambiguities-gaps-inefficiencies-and-uncertainties-in-the
https://www.fda.gov/drugs/generic-drugs/fy-2022-gdufa-science-and-research-report?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers
https://www.fda.gov/medical-devices/digital-health-center-excellence/augmented-reality-and-virtual-reality-medical-devices?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/vaccines-blood-biologics/biologics-guidances/guidance-agenda-guidance-documents-cber-planning-publish-during-calendar-year-2023
https://www.fda.gov/industry/prescription-drug-user-fee-amendments/update-person-face-face-formal-meetings-fda?utm_medium=email&utm_source=govdelivery
https://array.aami.org/content/news/u-s-fda-recognizes-first-artificial-intelligence-guidance-among-updated-list
https://protect-us.mimecast.com/s/rRV4C68ypxujXXDVI6azqR?domain=lnks.gd
https://protect-us.mimecast.com/s/QlTqCBBpGXIpXPXLi6MacK?domain=lnks.gd
https://www.raps.org/news-and-articles/news-articles/2023/4/medcon-fda-ramps-up-for-transition-to-qmsr
https://www.fda.gov/drugs/regulatory-science-action/artificial-intelligencemachine-learning-assisted-image-analysis-characterizing-biotherapeutics?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/drugs/regulatory-science-action/artificial-intelligencemachine-learning-assisted-image-analysis-characterizing-biotherapeutics?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/news-events/fda-voices/fda-releases-two-discussion-papers-spur-conversation-about-artificial-intelligence-and-machine?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/news-events/fda-voices/fda-releases-two-discussion-papers-spur-conversation-about-artificial-intelligence-and-machine?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/drugs/news-events-human-drugs/pharmacodynamic-biomarkers-their-role-biosimilar-product-development?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/72554/download
https://www.fda.gov/media/72554/download
https://www.fda.gov/medical-devices/science-and-research-medical-devices/verification-test-problems-cardiac-electrophysiology-modeling-software?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/drugs/news-events-human-drugs/cders-program-recognition-voluntary-consensus-standards-related-pharmaceutical-quality?utm_medium=email&utm_source=govdelivery

e CDRH is modernizing its 510(k) program and published for comment related draft guidances:

» Recommendations for the Use of Clinical Data in Premarket Notification [510(k)] Submissions

» Best Practices for Selecting a Predicate Device to Support a Premarket Notification [510(k)] Submission

e CDRH issued Digital Health Frequently Asked Questions (FAQs).

e FDA template made available for use: New Bioequivalence Data Summary Table: Morphologically Directed
Raman Spectroscopy.

e FDA presentations at the Pharmaceutical Quality Symposium 2023: Quality, Supply Chain & Advanced Manufacturing

addressed topics such as ICH Q12 and Q13 (continuous manufacturing), nitrosamines, and Al in manufacturing.

e FDA invited public input on Scientific Challenges and Opportunities to Advance the Development of
Individualized Cellular and Gene Therapies

o FDA co-authored Requlatory Experience with Continuous Manufacturing and Real Time Release Testing for
Dissolution in New Drug Applications - Journal of Pharmaceutical Sciences

¢ Final FDA policy for immediate implementation: testing any alcohol containing product for the presence of
methanol, including in inhalation products.

» Policy for Testing of Alcohol (Ethanol) and Isopropyl Alcohol for Methanol: “...the policy outlined in this
guidance applies to pharmaceutical alcohol used as an active or inactive ingredient in a drug product
regardless of whether the drug product is a hand sanitizer product.’

e Draft FDA Guidances published for comment including:

» Biosimilarity and Interchangeability: Additional Draft Q&As on Biosimilar Development and the BPCI Act

(Revision 1)

» Clinical Considerations for Studies of Devices Intended to Treat Opioid Use Disorder

» Content of Human Factors Information in Medical Device Marketing Submissions

» Demonstrating Substantial Evidence of Effectiveness Based on One Adequate and Well-Controlled Clinical
Investigation and Confirmatory Evidence

» Discussion Paper: Artificial Intelligence in Drug Manufacturing.

» Draft Pharmaceutical Quality/Chemistry Manufacturing and Controls Data Elements and Terminologies.

» FDA Data and Technology Modernization Strategy.

» Increasing Patient Access to At-Home Use Medical Technologies

» Manufacturing Changes and Comparability for Human Cellular and Gene Therapy Products.

» Marketing Submission Recommendations for a Predetermined Change Control Plan for Artificial
Intelligence/Machine Learning (Al/ML)-Enabled Device Software Functions.

» Potency Assay Considerations for Monoclonal Antibodies and Other Therapeutic Proteins Targeting Viral Pathogens

» Pulmonary Tuberculosis: Developing Drugs for Treatment

» Quality Considerations for Topical Ophthalmic Drug Products

» Voluntary Malfunction Summary Reporting (VMSR) Program for Manufacturers
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https://www.fda.gov/medical-devices/medical-devices-news-and-events/cdrh-statement-fda-continues-take-steps-strengthen-premarket-notification-510k-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-use-clinical-data-premarket-notification-510k-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/best-practices-selecting-predicate-device-support-premarket-notification-510k-submission
https://www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-frequently-asked-questions-faqs
https://www.fda.gov/media/172388/download?attachment=&utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/172388/download?attachment=&utm_medium=email&utm_source=govdelivery
https://www.fda.gov/drugs/news-events-human-drugs/pharmaceutical-quality-symposium-2023-quality-supply-chain-advanced-manufacturing-10312023?utm_medium=email&utm_source=govdelivery
https://www.federalregister.gov/public-inspection/2023-20452/request-for-information-scientific-challenges-and-opportunities-to-advance-the-development-of
https://www.federalregister.gov/public-inspection/2023-20452/request-for-information-scientific-challenges-and-opportunities-to-advance-the-development-of
https://jpharmsci.org/article/S0022-3549(23)00323-4/fulltext
https://jpharmsci.org/article/S0022-3549(23)00323-4/fulltext
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-testing-alcohol-ethanol-and-isopropyl-alcohol-methanol
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/biosimilarity-and-interchangeability-additional-draft-qas-biosimilar-development-and-bpci-act
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/biosimilarity-and-interchangeability-additional-draft-qas-biosimilar-development-and-bpci-act
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-considerations-studies-devices-intended-treat-opioid-use-disorder
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/demonstrating-substantial-evidence-effectiveness-based-one-adequate-and-well-controlled-clinical
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/demonstrating-substantial-evidence-effectiveness-based-one-adequate-and-well-controlled-clinical
https://www.fda.gov/media/165743/download
https://www.federalregister.gov/public-inspection/2023-09173/establishment-of-a-public-docket-draft-pharmaceutical-qualitychemistry-manufacturing-and-controls
https://www.fda.gov/about-fda/office-digital-transformation/fda-data-and-technology-modernization-strategy
https://www.fda.gov/about-fda/cdrh-strategic-priorities-and-updates/cdrh-seeks-public-comment-increasing-patient-access-home-use-medical-technologies?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/manufacturing-changes-and-comparability-human-cellular-and-gene-therapy-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/potency-assay-considerations-monoclonal-antibodies-and-other-therapeutic-proteins-targeting-viral?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pulmonary-tuberculosis-developing-drugs-treatment
https://www.fda.gov/media/172937/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers

FDA published a number of final guidances, including:

>

>

Antimicrobial Susceptibility Test (AST) System Devices — Updating Breakpoints in Device Labeling

Application of Human Factors Engineering Principles for Combination Products: Questions and Answers

Assessing the Credibility of Computational Modeling and Simulation in Medical Device Submissions

Benefit-Risk Assessment for New Drug and Biological Products

Chronic Rhinosinusitis with Nasal Polyps: Developing Drugs for Treatment,

Considerations for the Use of Real-World Data and Real-World Evidence To Support Regulatory Decision-
Making for Drug and Biological Products

Content of Premarket Submissions for Device Software Functions.

COVID-19: Developing Drugs and Biological Products for Treatment or Prevention

CVM GFI #279 Demonstrating Bioequivalence for Type A Medicated Articles Containing Active
Pharmaceutical Ingredient(s) Considered to be Poorly Soluble in Aqueous Media, That Exhibit Little to No
Systemic Bioavailability, and Are Locally Acting.

Cybersecurity in Medical Devices: Quality System Considerations and Content of Premarket Submissions

Cybersecurity in Medical Devices: Refuse to Accept Policy for Cyber Devices and Related Systems Under
Section 524B of the FD&C Act.

DSCSA Standards for the Interoperable Exchange of Information for Tracing of Certain Human, Finished,
Prescription Drugs Guidance for Industry

Enhanced Drug Distribution Security at the Package Level Under the Drug Supply Chain Security Act

Federal Register: TSCA Section 8(a)(7) Reporting and Recordkeeping Requirements for Perfluoroalkyl and
Polyfluoroalkyl Substances

Format and Content of a REMS Document Guidance for Industry.

Framework for the Use of Digital Health Technologies in Drug and Biological Product Development,

General Considerations for Animal Studies Intended to Evaluate Medical Devices.

Nontuberculous Mycobacterial Pulmonary Disease Caused by Mycobacterium avium Complex: Developing
Drugs for Treatment

Off-The-Shelf Software Use in Medical Devices

Q9(R1) Quality Risk Management

Recommended Acceptable Intake Limits for Nitrosamine Drug Substance-Related Impurities

Use of International Standard ISO 10993-1, “Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process”
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/antimicrobial-susceptibility-test-ast-system-devices-updating-breakpoints-device-labeling
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/application-human-factors-engineering-principles-combination-products-questions-and-answers?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-credibility-computational-modeling-and-simulation-medical-device-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/benefit-risk-assessment-new-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/chronic-rhinosinusitis-nasal-polyps-developing-drugs-treatment?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-premarket-submissions-device-software-functions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/covid-19-developing-drugs-and-biological-products-treatment-or-prevention
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-279-demonstrating-bioequivalence-type-medicated-articles-containing-active-pharmaceutical
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-279-demonstrating-bioequivalence-type-medicated-articles-containing-active-pharmaceutical
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-279-demonstrating-bioequivalence-type-medicated-articles-containing-active-pharmaceutical
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-refuse-accept-policy-cyber-devices-and-related-systems-under-section
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-refuse-accept-policy-cyber-devices-and-related-systems-under-section
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/dscsa-standards-interoperable-exchange-information-tracing-certain-human-finished-prescription-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/dscsa-standards-interoperable-exchange-information-tracing-certain-human-finished-prescription-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enhanced-drug-distribution-security-package-level-under-drug-supply-chain-security-act
https://www.federalregister.gov/documents/2021/06/28/2021-13180/tsca-section-8a7-reporting-and-recordkeeping-requirements-for-perfluoroalkyl-and-polyfluoroalkyl
https://www.federalregister.gov/documents/2021/06/28/2021-13180/tsca-section-8a7-reporting-and-recordkeeping-requirements-for-perfluoroalkyl-and-polyfluoroalkyl
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/format-and-content-rems-document-guidance-industry
https://www.fda.gov/media/166396/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-considerations-animal-studies-intended-evaluate-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/nontuberculous-mycobacterial-pulmonary-disease-caused-mycobacterium-avium-complex-developing-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/nontuberculous-mycobacterial-pulmonary-disease-caused-mycobacterium-avium-complex-developing-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/shelf-software-use-medical-devices?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q9r1-quality-risk-management
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommended-acceptable-intake-limits-nitrosamine-drug-substance-related-impurities?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-evaluation-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-evaluation-and

.®. U.S.Pharmacopeia (USP)

USP and ATCC Launched First Set of Standards for Biological Therapeutics.

>

| 2

| 2

>

USP’s Pharm.Forum 49(1) published the following chapters for comment:
661) Plastic Packaging Systems and Their Materials of Construction.

1151) Pharmaceutical Dosage Forms, with an updated section for suspensions to “include lipid nanoparticles
LNP), and viral vectored vaccines and gene therapies (e.g, adenovirus and adeno-associated virus, respectively).

467) Residual Solvents.
1467) Residual Solvents—Verification of Compendial Procedures and Validation of Alternative Procedures.

(
(
(
(
(
(

1236) Solubility Measurements.

USP PharmForum 49(2) published the following chapters for comment:

v

v

v

v

v

>

(87) Biological Reactivity Tests, In Vitro

(88) Biological Reactivity Tests, In Vivo

(660) Containers - Glass

(661.2) Plastic Packaging Systems for Pharmaceutical Use

791) pH

(1031) The Biocompatability of Pharmaceutical Packaging Systems and Their Materials of Construction

(1184) Sensitization Testing

USP PF 49(6) (76) published for comment by January 31, 2024:

>

(1040) Quality Considerations of Plasmid DNA as a Starting Material for Cell and Gene Therapies.

USP Pharm.Forum 49(3) published the following chapters for comment:

»

>

>

>

>

(129) Analytical Procedures for Recombinant Therapeutic Monoclonal Antibodies

(198) Nuclear Magnetic Resonance Spectroscopy Identity Testing of Bacterial Polysaccharides Used in
Vaccine Manufacture

(711) Dissolution

(1132.1) Residual Host Cell Protein Measurement in Biopharmaceuticals by Mass Spectrometry

Selecting an Appropriate Volume for the Subvisible Particles Per Container Calculation

USP Pharm.Forum 49(4) published for comment, “Proposals for the Development, Composition, and
Routine Use of System Suitability Standard Mixtures in Support of Chromatographic Screening for Organic
Extractables and Leachables” (stimuli article)

USP PharmForum 49(5) published the following chapters for comment:

>

>

| 2

USP-NF Proposals for the Development, Composition, and Routine Use of System Suitability Standard
Mixtures in Support of Chromatographic Screening for Organic Extractables and Leachables

USP-NF Testing the in Vitro Product Performance of Mucosal Drug Products: View of The USP Expert Panel

(429) Light Diffraction Measurement of Particle Size (revised general chapter)
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https://www.americanpharmaceuticalreview.com/1315-News/608240-ATCC-and-USP-Launch-First-Set-of-Products-for-Biological-Therapeutics-and-Vaccine-Development/
https://online.uspnf.com/uspnf/document/2_GUID-9B4F1BAD-38AE-44B2-AFE5-89438725D580_101010201_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-05F1D608-6135-4A21-B446-EE13FB4990B9_10301_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-67466D06-7DCC-46C2-A61F-013D827120C6_10101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-BDDD4901-FC17-4F66-B9AC-03C279087E58_50101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_20101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-890B96C6-392F-4F49-86E5-7252E4750AE9_30201_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-6DF0F8A2-27DE-436B-9A7E-97B19F3C8F75_10101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-C57A495F-763C-4955-8E86-BB1FC3A7E1AD_10101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-AEE677A4-5F8C-46B3-B949-D5D3DF112DB8_20101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-D9D3DD51-3FF6-4CF2-86F4-4F737CA0CB62_50101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-D9D3DD51-3FF6-4CF2-86F4-4F737CA0CB62_50101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_30101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-AC92A8FC-4DB7-499D-AC67-37BA9DD572B3_10101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-3D4BE455-82A7-4010-9239-27EDFC60EE9F_20101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-CB1F72B3-D9B8-41DA-BA33-B55690DE7005_10101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-CB1F72B3-D9B8-41DA-BA33-B55690DE7005_10101_en-US?source=TOC
https://online.uspnf.com/uspnf/document/2_GUID-78CCC329-B7D5-43EF-9C7A-0E49A2A37AA3_10101_en-US?source=TOC

» (1060) Mass Spectrometry-Based Multi-Attribute Method for Therapeutic Proteins (new general chapter)
> (1243) Wetting Properties of Pharmaceutical Systems (new general chapter)
» Proposed Definitions of Excipient Components— Revisions to 2018 Definitions (stimuli article)

> USP Responses to Comments on Stimuli Article "Revisions to the USP-NF Lactose Monographs—
Focusing on Inhalation and Injection Grades” (stimuli article)

» Anhydrous Lactose (monograph)

» Lactose Monohydrate (monograph)

«EPA U.s. Environmental Protection Agency (EPA)

The EPA Administrator signed the proposed rule Phasedown of Hydrofluorocarbons: Restrictions on Certain
Uses of Hydrofluorocarbons Under Subsection (i) of the American Innovation and Manufacturing Act.

EPA published finalized/updated rules (available from Protecting Our Climate by Reducing Use of HFCs) on:

» Phasedown of Hydrofluorocarbons: Allowance Allocation Methodology for 2024 and Later Years
» Phasedown of Hydrofluorocarbons: Adjustment to the Hydrofluorocarbon Production Baseline.
US EPA signed final rule on HFC restrictions:

» EPA technology-transitions-final-rule-fact-sheet-2023.pdf

» Federal Reqister: Toxic Substances Control Act Reporting and Recordkeeping Requirements for
Perfluoroalkyl and Polyfluoroalkyl Substances

» Federal Register: TSCA Section 8(a)(7) Reporting and Recordkeeping Requirements for Perfluoroalkyl and
Polyfluoroalkyl Substances

§ Congress & Other U.S. Agencies

NIST and ASTM published a report on Fostering a Circular Economy of Manufacturing Materials.

New Postmarket Cybersecurity Responsibilities Poised to Have Major Impact on Device Manufacturers.

NIST released the Al Risk Management Framework (Al FRM 1.0) which aims to help incorporate
trustworthiness into Al products.

US FTC warned against unwarranted promotion of Al capabilities in products in Keep your Al claims in check.

US Copyright Office clarified that human authorship is required for copyright, per the Copyright Registration
Guidance: Works Containing Material Generated by Artificial Intelligence.

US Patent and Trademark Office accepted public input on its Request for Comments Regarding Artificial
Intelligence and Inventorship.

President Biden issued an Executive Order on Safe, Secure, and Trustworthy Artificial Intelligence. Full text of
the Executive Order can be found here.

The US government launched a new website Al.gov: Making Al Work for the American People.

A bill introduced in the US House of Representatives includes considerations for Al/ML-enabled drug
prescribing. For details, see Text - H.R.206 - 118th Congress (2023-2024): Healthy Technology Act of 2023
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https://www.epa.gov/climate-hfcs-reduction/technology-transitions
https://www.epa.gov/climate-hfcs-reduction/technology-transitions
https://www.epa.gov/climate-hfcs-reduction
https://www.epa.gov/system/files/documents/2023-10/technology-transitions-final-rule-fact-sheet-2023.pdf
https://www.federalregister.gov/documents/2023/10/11/2023-22094/toxic-substances-control-act-reporting-and-recordkeeping-requirements-for-perfluoroalkyl-and
https://www.federalregister.gov/documents/2023/10/11/2023-22094/toxic-substances-control-act-reporting-and-recordkeeping-requirements-for-perfluoroalkyl-and
https://www.federalregister.gov/documents/2021/06/28/2021-13180/tsca-section-8a7-reporting-and-recordkeeping-requirements-for-perfluoroalkyl-and-polyfluoroalkyl
https://www.federalregister.gov/documents/2021/06/28/2021-13180/tsca-section-8a7-reporting-and-recordkeeping-requirements-for-perfluoroalkyl-and-polyfluoroalkyl
https://marketing.astm.org/acton/fs/blocks/showLandingPage/a/9652/p/p-039d/t/page/fm
https://array.aami.org/content/news/new-postmarket-cybersecurity-responsibilities-poised-have-major-impact-device
https://www.nist.gov/itl/ai-risk-management-framework
https://www.ftc.gov/business-guidance/blog/2023/02/keep-your-ai-claims-check
https://www.federalregister.gov/documents/2023/03/16/2023-05321/copyright-registration-guidance-works-containing-material-generated-by-artificial-intelligence
https://www.federalregister.gov/documents/2023/03/16/2023-05321/copyright-registration-guidance-works-containing-material-generated-by-artificial-intelligence
https://www.federalregister.gov/documents/2023/02/14/2023-03066/request-for-comments-regarding-artificial-intelligence-and-inventorship
https://www.federalregister.gov/documents/2023/02/14/2023-03066/request-for-comments-regarding-artificial-intelligence-and-inventorship
https://www.whitehouse.gov/briefing-room/statements-releases/2023/10/30/fact-sheet-president-biden-issues-executive-order-on-safe-secure-and-trustworthy-artificial-intelligence/
https://www.whitehouse.gov/briefing-room/presidential-actions/2023/10/30/executive-order-on-the-safe-secure-and-trustworthy-development-and-use-of-artificial-intelligence/
https://ai.gov/
https://www.congress.gov/bill/118th-congress/house-bill/206/text

Il. Events, Webinars, & Meetings

e CRCG/FDA workshops:

» Identifying, Developing, and Evaluating Generic Drug Device Combination Products (DDCP) (March 16,
2023)

» Bioequivalence considerations for OINDPs (April 20-21, 2023)

» Mitigation Strategies for Nitrosamine Drug Substance Related Impurities: Quality and Bioequivalence
Considerations for Generics (June 15, 2023).

» Comparative User Interface Assessment for Drug-Device Combination Products: Updates and Challenges in
Demonstrating Generic Substitutability (November 2-3, 2023).

» Characterization of Complex Excipients/Formulations (December 7-8, 2023).

e FDA/CRCG Training Course: Drug-Device Combination Products 101: Identifying, Developing, and Evaluating
Drug-Device Combination Products (May 10, 2023).

e FDA's FY 2023 Generic Drug Science and Research Initiatives Workshop (May 11-12, 2023).

¢ PQRI Workshops:

» TiO2 Use in Pharmaceuticals - Global Regulatory and Technical Challenges (June 13-14, 2023).

» FDA/PQRI Workshop on the Regulatory Framework for the Utilization of Artificial Intelligence in
Pharmaceutical Manufacturing. (September 26-27, 2023).

e Joint Heads of Medicines Agencies (HMA)/European Medicines Agency (EMA) Al workshop - Smart
regulation on a rapidly evolving world (November 20-21, 2023).
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https://complexgenerics.org/DDCP_101_Training/
https://www.federalregister.gov/documents/2023/02/06/2023-02453/fiscal-year-2023-generic-drug-science-and-research-initiatives-workshop-public-workshop-request-for
https://pqri.org/tio2-workshop-2023/
https://pqri.org/fda-pqri-aiworkshop/
https://pqri.org/fda-pqri-aiworkshop/
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-ai-workshop-smart-regulation
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-ai-workshop-smart-regulation

Questions?

% IPAC-RS

International Pharmaceutical Aerosol
Consortium on Regulation & Science

For questions about IPAC-RS' priorities, initiatives,
or membership, please email info@ipacrs.org or contact:

Mary Devlin Capizzi, JD Svetlana Lyapustina, PhD Lee Nagao, PhD

mary.devlincapizzi@faegredrinker.com svetlana.lyapustina@faegredrinker.com lee.nagao@faegredrinker.com
+1202 230 5101 +1202 230 5179 +1202 230 5165

Dede Godstrey Mary Kate Bielinski

marykate.bielinski@faegredrinker.com
+1202 230 5280

dede.godstrey@faegredrinker.com
+1202 230 5607

Members® Associate Members’
AstraZeneca Lupin Pharmaceuticals, Inc. Aptar Pharma
Boehringer Ingelheim Merck & Co, Inc. Copley Scientific
Catalent Recipharm H&T Presspart
Chiesi Sandoz Intertek
Genentech Teva invoX Belgium N.V.
GSK TranspireBio Koura, an Orbia Business
Kindeva Drug Delivery Vectura Ltd. Nemera
Lonza Viatris PPD
Proveris Scientific Corporation
RxPack

* Members and Associate Members as of February 2024
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