Aseptic processing
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Aging Facilities:
Aseptic Manufacturing
Faces the Future
Agnes Shanley

Aging facilities and
inadequate quality systems
create drug shortages.
Preventing them will require
harmonized regulations, and
management support for
continuous improvement and
innovation.

ver the past few years, severe and ongoing drug short
ages have brought drug manufacturing plants, their
operation and maintenance, into sharper focus. Asep
tic processing and filling lines have been identified as
a major source of problems, which can become critical when the
sole supplier of a drug is also working in an outdated facility with
old equipment and inadequate quality systems. According to FDA,
54% of injectable drug shortages have been due to quality problems,
including particulate, microbial, or other contamination (1).
Some owners may run plants beyond their designed life expec
tancy, to recoup costs. The results will eventually show up, for ex
ample, in old water systems, or wall panels that breaks down and can
become contaminated, explains Maik Jornitz, president of G-CON
Manufacturing, and co-chair of the Parenteral Drug Association's
(PDA) aging facilities task force, which is studying these issues.
One consultant who spoke about a major pharma consent decree
at PDA's annual meeting in March 2015, explained that most pharma
facilities are designed to run for 20 to 25 years. The four facilities
cited in this decree, however, were all more than 30 years old. A
few years after the company had invested more than $500 million
to improve infrastructure, water systems, IT, and environmental
monitoring at the facilities and bring them into compliance, they
were all shut down when the company was acquired.
New technologies including mobile cleanrooms and isolators,
combined with single-use process technologies, promise a future
of agile, flexible facilities (see Sidebar), if their adoption can be en
couraged. This article explores some efforts that are now under
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