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NOTE FROM IPQ’S EDITOR-IN-CHIEF:  The experience of the pandemic has underscored 
the criticality of assuring that regulatory processes keep pace with innovation in the 
manufacturing and control arena and has spurred the efforts that were underway in Europe 
to assess the issues involved and implement the adaptations needed to address them. The 
three parts of IPQ’s feature story in the November Monthly Update address the progress of 

these efforts (see pp. 4-81).

Part I explores the increased attention that CMC innovation and agile regulation has received in Europe since the 
pandemic began. 

The second part of the story moves forward to the discussions on innovation and the role of the newly formed 
EMA Quality Innovation Group (QIG) that took place between industry and regulators at the October 2022 CASSS 
CMC Strategy Forum Europe. The group, which began meeting this Fall, is tasked with helping ensure that the EU 
regulatory processes foster innovation and that advanced technologies progress into regulatory submissions and 
routine manufacturing and control operations throughout the product lifecycle.

In Part III, we review how MHRA, in the wake of Brexit, has been transforming its structure and processes and 
working with industry to further the deployment of advanced technologies.
 
Prominent in the US component of our “Updates in Brief” section in the November issue, with links to the 
information discussed (see pp. 82-86), are new and revised guidances issued during the month on biotech product 
viral safety, bioequivalence statistical approaches, HCT/P small company compliance, CBER resubmission and 
product licensing, and API sameness and pre-submission facility correspondence for ANDAs. Among other 
noteworthy developments was FDA’s launching of a CMC development/readiness pilot for INDs with accelerated 
timelines and a new advanced manufacturing webpage with the latest developments in that arena.

EMA updated pre- and post-authorization Q&As and released a checklist on Type 1A and B submissions. Also 
released by EMA was information and guidance on classifying ATMPs. UK’s MHRA, meanwhile, offered 
guidance on its biosimilar requirements and information on cannabis-based medicinal products.

The results of the ICH November meeting in Korea were released along with the Step 4 version of ICH’s continuous 
manufacturing guideline Q13 for comment.  EMA and PIC/S published a concept paper on the planned revision of 
the Eudralex GMP guideline on computerized systems, Annex 11, which was published in 2011. The revised text 
will embrace the application of the new digital technologies.
 
There were nine drug GMP warning letters posted by FDA during November (see pp. 87-92), including eight 
within the US and one to a large manufacturer of APIs in India.

Three of the domestic letter recipients had hand sanitizers in their product manufacturing mix, and one was 
manufacturing a variety of cellular and acellular product for allogenic use, which therefore did not meet the 
homologous use or minimal manipulation criteria for not requiring drug approval and full cGMP conformance. 

One recipient was performing aseptic processing, where inadequate media fill and contamination controls were 
at issue. The warning letter to another company also addressed sterile processing – in this case regarding its 503B 
outsourcer compounding operations. The firm had received a warning letter a month earlier regarding injectable 
drug manufacturing taking place at the same facility using shared equipment.

Three of the 21 non-GMP-related warning letters appearing on FDA’s listings during November (see pp. 92-93) 
went to Walmart, Amazon, and Latin Foods Market for marketing an Omega-3 dietary supplement containing the 
API diclofenac, which is an NSAID and was not included on the labeling. Another four went to distributors of 
unapproved cannabidiol and Delta-8 THC products in forms that could be enticing to children.

As in October, EMA issued a non-compliance report to an Italian API manufacturer following an inspection by 
Italy’s AIFA (see p. 93).

There were 20 recalls posted by FDA during November. There were four each in the impurity/foreign substance/
particulate and labeling/packaging categories, with two in each receiving a Class 1 rating involving a serious 
injury risk.  The four involved the presence of glass participles in syringes and of methanol in a hand sanitizer, 
mislabled tablets, and vial breakage when pressurized for administration.

Bill Paulson, Editor-in-Chief

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/concept-paper-revision-annex-11-guidelines-good-manufacturing-practice-medicinal-products_en.pdf
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en

