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USP General Information <1197>
Good Distribution Practices for Bulk Pharmaceutical Excipients

SECTION 1. INTRODUCTION AND SCOPE

1.1 Introduction

Excipients are used in virtually all drug products and are essential to product performance and
quality. Typically, excipients are manufactured and supplied so that they comply with
compendial standards. The pharmaceutical excipient supply chain participants include
manufacturers, distributors, brokers, suppliers, traders, transporters, forwarding agents, and
repackagers. The quality of pharmaceutical excipients is affected by inadequate control of
activities including distribution, packaging, repackaging, labeling, and storage.

USP General Information <1197
KEEDF —BiER <1197>
Good Distribution Practices for Bulk Pharmaceutical Excipients
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Improper or inadequately controlled trade and distribution practices can pose a significant risk
to the quality of pharmaceutical excipients and can increase the risk of contamination, cross-
contamination, adulteration, mix-ups, degradation, or change in physical or chemical
properties. To maintain the original and intended quality, all participants in the excipient supply
chain should carry out their activities according to appropriate standards for good trade and
distribution practices as discussed in this chapter. Note: The Appendix consists of
definition and acronyms.
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1.2 Scope

This general information chapter provides recommendations for those activities and practices
that ensure good trade and distribution practices for pharmaceutical excipients in order to
ensure their intended quality. These activities and practices include quality management,
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organization, documentation, premises, storage, equipment, stability, prevention of
adulteration, importation, packaging, repackaging, labeling, dispatch, transport, returned
goods, and compounding practices. In addition, personnel, authenticity of data, expiration
dating, retesting, complaints and recalls, handling of nonconforming materials,
internal/external/ third-party audits, quality agreements, shelf life, traceability, economically
motivated adulteration, and conformance to compendial monographs are included.
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The procedures outlined here are applicable to all persons and manufacturers involved in the
handling of pharmaceutical excipients and apply to every step in the supply chain. This chapter
covers all materials designated as, or intended for use as pharmaceutical excipients, beginning
with the point in the manufacturing process at which the final excipient is designated for
pharmaceutical use.
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1.3 General Consideration

Manufacturers, distributors, users, regulators, and consumers expect pharmaceutical excipients
to be manufactured, packed, stored, and transported in a manner that does not compromise
their suitability for use in medicinal products for human or veterinary use. Because they are
components of drug products, excipients are drugs within the meaning of the U.S. Federal Food,
Drug, and Cosmetic Act (FD&C Act), and thus the U.S. Food and Drug Administration (FDA)
definition of adulteration applies when an excipient is not fit for its intended use.
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Excipients are diverse group of materials. They can be of animal, mineral, synthetic, or

vegetable origin, and they include materials that are solids, liquid, or gases. Excipients can be
packed and transported in container sizes ranging from a few grams to a railroad tank car.



