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One step up: achieving compliance

for excipient GMPs

by Kaat Bracquiné
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Kaat Bracquiné, quality and regulatory affairs, Capsugel explains how to achieve
compliance with the new EU guidelines for excipient GMPs
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offers expert advice on how to achieve

Last year, the European Union published new guidelines (2015/C 95/02) that require the
pharmaceutical industry to-demonstrate appropriate excipient Good Manufacturing Practices
(GMPs) through a formalised risk assessment. As of the implementation deadline in March 2016,
pharmaceutical companies should have conducted these formalised risk assessments and have
them available to EU regulatory inspectors.

Excipient GMPs provide assurance that excipients are consistently produced and controlled to

the quality standards appropriate testheir intended use and as required by product specification.
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gﬁﬁi@iilﬁést}ﬁgw that the deadline has passed, companies that have not completed their
formalised risk assessments face the potential of EU regulatory warnings and other actions. With
that in mind, what steps can these companies take to more quickly achieve compliance with the
EU guidelines?
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1. Useful Regulatory Compliance Support Packages:

Specialised excipient manufacturers that offer compliance support
packages for their products can help pharmaceutical companies with
compliance efforts. These packages assist customers in completing
their risk assessment by providing current technical information on
the starting materials of their products to help facilitate required risk-
scoring. They can replace the resource-intense process of collecting
excipient product information linked to source and origin, which is

required by the EU guidelines.
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1. Ongoing Regulatory Expertise: Specialised excipient

manufacturers that are involved and active in IPEC Europe, and
thoroughly adhere to IPEC standards, offer pharmaceutical
customers with useful experience and understanding of the changing
excipient requirements in Europe. These manufacturers can advise
companies on ways to achieve and maintain compliance in today’s
fast-changing regulatory environment, and are committed to

transparent communication and change notification.
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South Carolina Based QC Lab Facility Provides Global

Capsugel has doubled its laboratory capacity with the opening of its new
Quality Control Laboratory in Greenwood, South Carolina, US..
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