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Clinical Research Protocols

Richard A. Guarlno ‘3
Oxford Pharmaceutical Resources, Inc., Totowa, New Jersey, U.S.A.

I. INTRODUCTION

The practice oi“ clinical research—«to establish safety and efficacy for new
drugs devices. and hielogicalsmis ccnsidered the most important part of the
new drug. approval process by many individuals in the FDA, sponsor
companies. and users ol‘ pharmaceutical products. Accomplishing this task
requires careful strategic planning to meet research objectives. an available
subject population that meets the criteria oi“ trial requirements, and experi-
enced well trained clinical investigators who can evaluate the trial subjects
following the protocol designClinical research protocols are key to assuring successful approvals of
new products in the health care industry. The protocol becomes the Bible
for each research program. It must be followed exactly, without deviations.
and must be the reference for any discussions that arise during the course of
the investigation. This chapter will give instructions on how to write a
clinical protocol for all phases of clinical research. it will include all
necessary FDA requirements for confirming safety and efiicacy for products
marketed for human use. The format l‘cr protocol development is recom-
mended on the basis of its successful use in clinical research. The recommen-
dations throughout this chapter may net always be applicable to all clinical
programs.The objective of most clinical trials is to record scientific data con-
cerning the silicate}: and safety of a treatment for at specific disease cm which
valid conclusions can be drawn. The degree cl" success in achieving this ob-
jective depends largely. but not entirely, on the quality cf the basic trial257
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