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Clinical Trials

required the FDA to obtain evidence of the drug’s efficacy as well as its safety, granted
the FDA powers to determine clinical testing of proposed drugs for safety and efficacy
(13,14).

¢. Drug Amendments Act of 1962

The Drug Amendments Act of 1962, also known as Public Law 87-781, and also
known as the Kefauver-Harris Amendments, became effective on October 10, 1962.
The text of Public Law 87-781 (15) can be found on the HeinOnline database (16).

This law changed the pre-existing definition of a new drug by adding the words
“and effectiveness” and the words “and effective” to the existing definition. Therefore
from 1938 to 1962 an “old drug” was one generally recognized by qualified experts
as safe for its intended uses. There was no requirement that an old drug generally be
regarded as effective (17). Today, it might seem self-evident that the FDA should review
the efficacy of proposed drugs before granting approval. However, this was not at all
self~evident prior to passage of Drug Amendments Act of 1962. After the passage of
this law, the FDA reacted as follows, at least in the words of one commentator (18)
“[tJhe FDA has wavered, procrastinated, and quaked with indecision on rulings which
often they are unqualified to make, owing to the multifaceted areas of medical science
and medical practice involved. In addition, the volume of work has become so enor-
mous that the staft has become inundated by its size and complexity...the FDA staft
has made a monumental effort to cope with its additional responsibilities.”

d. Food and Drug Administration Modernization Act of 1997 and Phase
IV clinical trials

Later developments in FDA law included the option to impose a requirement for
Phase IV clinical trials. Phase IV clinical trials involve capturing data on safety and
efficacy after FDA approval of a drug. In Phase IV trials, data is captured from experi-
ences of ordinary consumers (not from subjects enrolled in clinical trials). As reviewed
by Steenburg (19) the first FDA-regulated Phase IV clinical trial occurred in 1970.
This Phase IV trial involved levodopa, used for treating Parkinson’s disease. At this
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