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indexed. Not illustrated. 1986-07 edition. Excerpt: . . . drugs safety in humans and to begin determination of
appropriate dose levels and routes of administration. In phase II trials researchers gather additional
information about the most eGective way to administer the drug and about possible adverse eGects, and they
begin to assess its clinical potential. Phase III clinical trials are controlled field studies with larger numbers of
patients to develop reasonable estimates of safety and eGicacy. Two approaches have been used by scientists in
the United States and abroad to accelerate the development of anti-AIDS drugs without bypassing established
testing procedures. The first has been to examine the susceptibility of HTLV-IIILAV to drugs originally developed
for other purposes. The benefit of this approach is that researchers can bypass toxicity studies in animal
models and some of the early stages of clinical trials because they already know how the drug aGects human
tissues. The second approach has been to develop rapid screening systems for new chemical agents, followed
by carefully monitored laboratory and early clinical studies of any promising candidates. In the United States
this process has been characterized by ongoing collaborations involving scientists from the National Cancer
Institute, the National Institute of Allergy and Infectious Diseases, numerous academic medical centers, and the
pharmaceutical industry. Constant communication between research scientists and the FDA has accelerated
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