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MONTHLY UPDATE - MAY 2022IPQ
NOTE FROM IPQ’S EDITOR-IN-CHIEF:  The three-part story featured in IPQ’s May 
Monthly Update (see pp. 4-68) explores how the pandemic and longer-term trends are 
converging to spur pharma innovation, collaboration, and operations modernization. 

Centering around the dialogue that took place on these issues at this year’s ISPE Facilities of the Future Conference, 
the first part of the story includes insights on these trends from key thought leaders.

The second part reviews the coordination role the US government is seeking to play in addressing the pandemic 
and other health crises.

Part III engages with a session at the ISPE conference on how the Gates Foundation is helping support the 
development of new technologies for improving vaccine access in low- and middle-income countries (LMICs).

[See the introduction on p. 4 for more on the depth and breadth of the story and who it features.]

Among the developments in May highlighted in the Updates in Brief section of the issue (see pp. 69-73) is the 
release of the final version of the ICH Q3D(R2) guideline for the control of elemental impurities in new drug 
products. USP revisions to accommodate the final guideline are also noted.

Guidances from FDA during the month include: ● a revision of its 2006 OOS guide ● drafts on benefit-risk 
considerations for product quality assessments and on risk management plans for drug shortages, and ● a Q&A on 
importing Rx drugs from Canada. EMA’s releases include: ● a revised parallel distribution FAQ ● draft guidance 
on QP attendance for batch certification ● final guidance on herbal medicinal products, and ● information on 
nitrosamine impurities.

There were 10 drug GMP warning letters posted by FDA during May (see pp. 74-79) – all going to companies 
located in the US. Two of these went to compounders and two involved hand sanitizer production. Another two 
went to API producers, both of which cited data handling issues.

Warning letter recipients included a maker of positron emission tomography (PET) products and one of cell/tissue 
products (HCT/Ps). The PET recipient was Boston’s prestigious Brigham and Woman’s Hospital, where facility 
design, aseptic procedures, and OOS investigations and retesting were among the concerns at hand. Findings 
of concern during the HCT/P inspection were microbiological contamination and inadequate environmental 
monitoring investigations and CAPAs.  

EMA issued a GMP non-compliance report at the end of May based on a recent inspection conducted by Belgium 
regulators in Turkey, where cross contamination risks involving hazardous nonsterile products were at issue (see 
p. 80).

CGMP deviations was the predominant cause among the 39 drug recalls posted by FDA during May (see pp. 81-
84), with 14 falling into this category. 

Five of the 39 recalls received the most serious Class I rating. There were two hand sanitizers among the five – 
one found to contain methanol, and one benzene. Both of the recalls in the microbial contamination category 
were rated Class I – involving non-sterile liquids, one of which was indicated to have burkholderia gladioli 
contamination. Mylan called back a lot of its injectable glargine that was missing a label, and Cardinal Health 
recalled an injectable insulin that had been exposed to temperatures outside its labeled storage conditions.

Bill Paulson, Editor-in-Chief




