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                             MONTHLY UPDATE - OCTOBER 2022IPQ
NOTE FROM IPQ’S EDITOR-IN-CHIEF:  The story featured in this issue (see pp. 4-50) 
centers around a session of the October 2022 CASSS CMC Strategy Forum where regulator 
and industry leaders shared their experiences and learnings in applying the regulatory 
flexibilities offered in the CMC arena during the pandemic and discussed how EMA’s 

“efficiency toolbox” for unmet medical need products has been evolving with industry input.

In the first part of the story, EMA’s Veronika Jekerle discusses her team’s perspective on the development, use, 
and future direction of the agency’s toolbox guidance in relation to prior knowledge, flexibilities used for COVID 
vaccine lifecycle considerations, and EMA’s collaboration with other regulatory agencies and globally with WHO.

Parts two and three focus, respectively, on: ● industry engagement with efficiency tools and its CMC flexibility 
experience and learnings during the COVID pandemic, and ● a panel discussion that took place at the CASSS 
session, in which the session speakers and other key European regulator and industry participants in the global 
CMC harmonization dialogue had a chance to weigh in on the use of the tools going forward.

Prominent in the US component of our “Updates in Brief” section in the October issue (see pp. 51-57) is a plethora 
of FDA initiatives and new and revised guidances reflecting the commitments in the new generic drug user fee act 
(GDUFA III). Areas involved include ANDA supplements, research priorities, webpage resources, review status, 
pre-submission meetings, facility reviews, information requests, and complete response letters. 

Developments of significance in Europe included a report from the EC on vulnerabilities in the drug supply chain. 
International releases included a 2023-27 strategic plan from PIC/S.

There were seven drug GMP warning letters posted by FDA during October (see pp. 58-62) ꟷ five within the US 
and one each to manufacturers in Mexico and China. 

Five of the seven went to manufacturers of OTC products, who were making different products in the same space 
with inadequate controls in place to prevent cross contamination – some sharing equipment between drugs and 
industrial chemicals. Cross contamination was also at issue in letters that went to sterile product manufacturers. 
One is a repacker and the other a maker of sterile injectable drugs as well as serving as a compounding outsourcer 
using shared equipment.

Cross-contamination was again the key concern in an EMA GMP non-compliance report (NCR) issued to an 
Italian manufacturer of API hyaluronidase (see p. 63), which was being used to produce injectable products in-
house. The Italian agency doing the inspection objected to the cross-contamination risk between pre-and post-
viral inactivation activities, which were being performed in the same spaces and using the same equipment in the 
absence of closed, HVAC systems. 

There were 21 recalls posted by FDA during October (see pp. 64-66). Eight of the 21 fell into the impurity/foreign 
substance/particulate category. The presence of particulate matter accounted for four of these, including hair 
and metal particulates. The only Class 1 recall posted during the month was for a hand sanitizer found to be 
contaminated with benzene.
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