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Preface

The global pharmaceutical industry and regulators are responding to the challenge of significantly improving the way
drug development and manufacturing is managed. New concepts are being developed and applied including science-
based risk management approaches, a focus on product and process understanding, and modern Quality Systems
that still focus on drug product safety, integrity, purity, and identity from development through distribution.

Uncertainty about the requirements for regulatory compliance may discourage innovation and technological
advancement, and can drive up costs. ISPE Guides aim to describe current good practices that can help a company
to develop an approach that is effective, cost-efficient, and in compliance with existing regulations and related
guidance.

This Baseline® Guide covers engineering aspects of designing new sterile products manufacturing facilities and
modifications of existing facilities. This Guide is intended to offer recommendations to help facilitate compliance with
the latest FDA and EMA guidance. This third edition of the Guide is updated to include a global design approach,
harmonized area classifications, and additional information about local protection/Grade A air supply and particulate
monitoring.

During the development of this Guide, for previous editions as well as this third edition, the FDA was involved in
reviews and discussions with ISPE to ensure that the Guide aligns with GMP requirements.

It is recognized that industry standards evolve, and this document reflects an understanding of them as of the
publication date. It is also recognized that a draft revision of Annex 1 of the European Union GMPs [1] was
issued on 20 December 2017; after the Annex 1 revision is finalized, respective alignment updates will be
made to this Guide.
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