QuARTERLY UPDATE - JANUARY-M ARCH 2026

NOTE FROM IPQ’S EDITOR-IN-CHIEF: The feature story in this IPQ January-March issue
(see pp. 4-41) focuses on the valuable insights offered by leading experts at the 2026 CASSS
WCBP conference on how appropriately structured CMC submissions can enable cross-
agency data comparability and shared analytics, drive streamlined marketing authorization
and PAC assessments, and expand the potential for regulatory collaboration and reliance.

Gilead’s Sarah Pope Mikinski, who serves on the M4Q Expert Working Group, and Roche’s Rodrigo Palacios, an
M16 EWG member, provided valuable insights on the progress of these application and data structuring initiatives
and how they interface. FDA’s Willie Wilson explained the role pilots are playing in reaching the regulatory
goals. NNIT’s Kare Hyttel then probed further into how data management architecture and IT standards open the
pathway to a more efficient, empowered, globally aligned and collaborative CMC regulatory process.

Between them, the speakers provided a very articulate and informed explanation of where the current CMC
regulatory challenges lie and what is being done to address them at the international level - helping to strengthen
the foundation for the ongoing dialogue. Included is the substantive discussion that followed, in which South
African regulator Mphako Ratlabyana participated. Also included is a bibliography highlighting the wealth of
coverage IPQ has provided since 2010 tracking the progress on this international collaboration journey.

Among the regulatory developments during January through March highlighted in our “Updates in Brief”
section (see pp. 42-76) that relate closely to the content of this story was the release by ICH of a mock example,
“SakuraBloom,” to illustrate the structure and presentation of information in CTD modules 2.3 and 3 in accord
with M4Q(R2). FDA, meanwhile, released for public comment the M4Q draft revision.

ICH’s Management Committee released the minutes of the 51st biannual ICH meeting, held in Singapore in
November 2025. ICH also published an updated and expanded Q9(R1) briefing pack to support the implementation
of a systematic approach to quality risk management in pharmaceutical development, manufacturing and
distribution in line with its Q8-10 guidelines.

On the digital/AlI front; e FDA and EMA released a jointly developed guide on principles to inform, enhance, and
promote the use of Al across the product life cycle ® USP launched an initiative on developing digital reference
standards and digitally structured compendial methods e Ph. Eur. published a new general chapter on managing
digital data quality e ISPE released a good practice guide on holistic digital enablement e the Phillipines FDA
released draft guidelines on digital regulatory platforms for marketing authorizations, and e Singapore updated
its eCTD submission standards.

Regarding the post-approval change regulatory picture: ¢ FDA requested comments on its five SUPAC guidances
addressing different dosage forms ¢ EMA updated its pre- and post-authorization Q&As - the latter addressing
various types of variations e EMA’s Inspectors Working Group launched a pilot on assessing a site’s PQS for risk-
based change management, and e India proposed revisions to its PAC rules.

There were several developments involving the ongoing efforts at the national and international level to counter
substandard and falsified medicines and strengthen enforcement highlighted in “Updates in Brief.”

FDA GMP warning letters posted by FDA in the first quarter of 2026 (see pp. 77-91) showed a relative concentration
on OTC manufacturers in the US, which were the recipients of eight of the 14 issued domestically. One of the 14
went to a testing laboratory and four went to compounders - three to 503B outsourcers and one to a 503A pharmacy.

There were seven warning letters issued to finished manufacturers outside the US - two of which were located in
India and one each in China, Germany, the UK, Australia, and Malaysia. Four of these cited data integrity among the
concerns. Three letters were issued by FDA to foreign API manufacturers - two located in India and one in China.

EMA posted six GMP non-compliance reports during Q1 2026 (see pp. 92-96). Four of the NCRs went to finished
dosage firms in India, and two to API manufacturers located in India and China, respectively.

There were 62 recalls posted by FDA during the quarter (see pp. 97-103). Labeling/packaging and impurity/foreign
substance/particulate concerns were the leading causes, with 15 and 14 respectively falling into these categories.
Six of the 62 recalls drew the most serious Class I rating, including four unapproved supplements containing
either sildenafil, tadalafil, or meloxicam. CGMP deviations in capsule manufacturing and temperature abuse in
storing an injectable also drew a Class I rating.
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