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NOTE FROM IPQ’S EDITOR-IN-CHIEF: NOTE ON THE ISSUE: During January and Feb-
ruary, IPQ was focused heavily on the emerging challenges faced by regulators due to the 
rapidly increasing number of applications encompassing new products and therapies, tech-
nologies and processes. 

● The first story in the Jan./Feb. Monthly Update explores the fairly dramatic impact that 
the user fee program has had on FDA’s ANDA approval process and the number and 
complexity of products that are emerging through it.

IPQ takes a look at the considerable learnings from the five years of GDUFA I and how these learnings are being incor-
porated into additional process and communication enhancements as the Office of Generic Drugs (OGD) pivots into 
GDUFA II.  Included in the story are a wealth of insights from managers at OGD and the Office of Pharmaceutical Qual-
ity (OPQ) on what the agency is doing to help address the problems and what industry can do, in turn, to move more 
fluidly down the approval pathway and avoid the pitfalls.

● The second story shifts to the innovator side and the challenges regulators face in having to absorb the wave of 
advanced therapies and create a flexible enough process and a deep enough knowledge base to achieve their mission.  

The story provides insights from CBER Director Peter Marks and NIH expert Rosemarie Hunziker on the high-wire 
balancing act regulators have to perform in helping to realize the dramatic potential these products offer to patients, 
while assuring that the CMC understanding and protections are in place to avoid the dire consequences that could ensue 
if they are not adequate.
  
Marks offers a lot of insight into how CBER’s regulatory agenda, process and capacities are evolving to address the 
complex issues the advanced therapies present.  He notes how manufacturing has emerged as a significantly elevated 
concern on the regulatory agenda in the face of the control challenges involved and efficacy results that are clearly com-
pelling. Hunziker explores in more detail the opportunities and challenges that the advancing cell biology, in combina-
tion with device technology, presents – and how the definitions are changing and expanding to accommodate the diverse 
forms regenerative products and processes are taking.

● The third story focuses on the opening session of the 2018 CASSS WCBP conference, which brought together a pan-
el of biologic product CMC regulators from FDA’s CBER & CDER to assess the major challenges, accomplishments 
and learnings over the past year in reviewing biologicals.  The story focuses on the many insights that emerged at the 
session.

The panelists all spoke to the stresses of the expanding IND, BLA and inspection workload that is flowing through 
their offices – including an increasingly complex and diverse array of protein, biosimilar, vaccine and cell/gene therapy 
(CGT) products, processes and delivery systems for which the appropriate standards and clearance pathways may have 
to be developed or adapted, often under expedited review timelines.    Along with explaining what CBER and CDER are 
doing to meet the review challenges, the panelists offered a lot of practical advice to BLA sponsors on what they can do, 
in turn, to facilitate the review process and avoid unnecessary pitfalls.

Highlighted in our “Updates in Brief” section for January and February are FDA and EMA’s assessments of the devel-
opments in 2017 and their plans for 2018, which in EMA’s case includes solving the problems of relocation in the context 
of the ongoing exigencies. Reports from ICH on its upcoming agenda and from the International Coalition of Medicines 
Regulatory Authorities (ICRMA) on global alignment in the track & trace effort are also noteworthy. 

The uptick in the pace of drug GMP warning letters in 2017 continued in early 2018 – 24 were posted in January and Feb-
ruary. Five of these were to US firms – three to compounders and 2 for finished products – and 19 to international firms, 
including eight to China, two to South Korea, and one each to Germany, Italy, Australia, Austria, Hong Kong, Taiwan, 
Japan, Spain, and India.  

There were a number of Class 1 recalls posted during the two months – 11 of 78 recalls drew the serious health threat 
status. Of these Class I recalls, four involved products that did not meet NDA/ANDA/monograph requirements, three 
involved labeling mix-ups, three were injectables with particulate matter, and one product had weight variations cre-
ating potential sub/super potency.
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