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A key component for a biologicals control strategy to ensure safety and efficacy is the product specification.
Current regulatory guidelines include general principles regarding establishing specifications, with a focus
on analytical technologies used for batch release and stability testing, but provide limited detail about
science and the use of risk-based approaches to define a product specification. This creates regional
differences in regulatory requirements and their interpretations, which increases complexity of product
supply chain, and decreases patient access in global distribution.

In the fourth IABS workshop focused on global harmonization of specifications, we expand further the
discussion on patient-centric product specifications, the role of the release specification in the overall
quality control strategy, potential specific considerations for different product modalities

(e.g.. vaccines, biotherapeutics, and cell/gene therapies), lifecycle management,

and the global regulatory landscape on specification requirements. Case
studies and tools used to support patient-centric specifications will be
shared and discussed. In addition, a key question relevant to all
product modalities will be, in the absence of safety and efficacy
issues with a marketed product, is there scientific justification
for fightening a specification based on increased
manufacturing consistency?2
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This workshop compliments other activities and
organizations working towards the goal of global
harmonization andimproving access of biologicals.

Participants in this IABS workshop will gain
understanding of the challenges and
opportunities to global harmonization of
specifications through the discussion of tools
and solid examples where patient-centric
specifications - i.e. specifications which
help ensure safety and efficacy of the drug
product by using risk management, process
knowledge, and analytical understanding -
were successful in preparing and receiving
approval for a biologic.
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