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1. Introduction

Aging facilities contribute to a variety of challenges in pharmaceutical manufacturing, including drug
shortages and product recalls. No two facilities are identical in their design, processes, increased manu-
facturing costs, employee safety issues, or extent to which they have aged. With such variation, specific
plans regarding modernization must be facility-specific. There are, however, general concepts and ap-
proaches that can be considered on how to identify and modernize aging facilities.

One common challenge to modernization for many companies is having the necessity for additional
financial and operational resources. The cost of modernization can be very high, and even innovator
firms with major markets for “blockbuster” products are faced with decisions on how and when to
perform modernization activities. Certainly, for facilities operating with low cost products those ad-
ditional financial and operational resource needs are even more challenging.

In an existing, and therefore aging, facility, the theoretical methods presented in these risk manage-
ment tools can be supported with actual plant data. The strength of risk management in determining
what to do with an aging facility is that it not only identifies risks, but quantifies or categorizes them
in a manner that allows serious consideration of a path forward. When risks are studied, the threat
to company goals becomes real rather than hypothetical. Risk management can identify potential
problems before it becomes too late to address them. In every case, however, the need to properly plan
and implement modernization actions to ensure a continuing robust drug product supplies, but also
return on investment, is critical. Without modernizing aging facilities, the ability to continue supply-
ing quality product will eventually be affected, generating drug shortages and dissatisfaction among
key stakeholders, including regulatory bodies.

A team of industry experts developed this document, based on responses to a PDA workshop held in
March 2015 and a survey of PDA members conducted in late 2015. The questions and answers below
reflect the general thoughts and suggestions of the pharmaceutical manufacturing industry on how to
identify and modernize aging facilities.
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