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Recognize the Deadly Effects of  
Over-Regulating Medicines and Medical 
Devices 

Over the past century, American consumers 
have benefited from thousands of new pharma-
ceuticals and medical devices to help them com-
bat disease, alleviate the symptoms of illness 
and infirmity, and improve their well-being. 
However, the public often demands that such 
treatments meet a near-perfect level of safety 
at bargain basement prices. In turn, Congress 
and the federal Food and Drug Administration 
(FDA) have steadily raised the regulatory hur-
dles that medical products manufacturers must 
clear before marketing a new treatment.  

A strong dose of over-caution when the FDA 
approves new drugs and devices may sound like 
a virtue, but for patients in need of new treat-
ments, regulatory over-caution can be deadly. 
Patients can be injured if FDA approves a treat-
ment that is later found to be unsafe, but they 
also suffer when needed treatments are delayed 
by regulatory hurdles.  

FDA, however, is predominantly focused on 
the first of these two risks, for political reasons. 
Agency approval of a drug or device that turns 
out to be unsafe will lead to front-page head-
lines and congressional hearings, while delay or 
denial of a needed new treatment stirs little pub-
lic notice. Patients may suffer or die as a result 
of FDA delays—without them or their families 
ever knowing that a possible treatment exists, 
let alone that it was blocked by the FDA. As a 

result, FDA is under constant pressure to assure 
the safety of new medical products, but under 
little pressure to speed up their availability.

Many doctors, patient groups, and public 
policy experts recognize that FDA’s lengthy 
process for approving new drugs and devices 
often costs lives by denying patients potentially 
beneficial new treatments. Polls of medical 
specialists commissioned by the Competitive 
Enterprise Institute over the past decade have 
consistently found that majorities of doctors in 
various specialties believe that FDA is too slow 
in approving new medical products.  

When making safety evaluations, FDA 
is required, by statute, to determine the ap-
propriate balance between patient safety and 
medical product effectiveness. But more-thor-
ough study of drugs and devices during clini-
cal trials (both pre- and post-approval) has its 
own weaknesses. First, even very large clinical 
trials generally cannot include enough sub-
jects to detect rare side effects. Second, large 
trials involve diverse populations with many 
subgroups that often are not easy to identify. 
Consequently, a few individual adverse events 
do not necessarily mean that a product is in-
herently unsafe for all patients. A given ad-
verse event may not have been caused by the 
treatment, or if it was, it may be confined to a 
small subpopulation.



202-331-1010     •     www.cei.org     •     Competitive Enterprise Institue

One Nation, Ungovernable?

Ultimately, each patient is necessarily dif-
ferent from all others, both in physiology and 
in risk-level preference. Not only will a given 
drug or device affect each patient slightly dif-
ferently, but each patient will place a different 
value on the product’s benefits and the attendant 
risks associated with it. Therefore, treating the 
entire population of the United States as identi-
cal means that FDA inevitably makes regulatory 
decisions that will be too cautious for some and 
not cautious enough for others. Unfortunately, 
significant political pressure generally pushes the 
agency toward over-caution, and the end result 
is fewer new drugs and devices, as well as greater 
loss of life to what should be treatable illnesses.

Beginning in the early 1990s, the tremen-
dous social cost of FDA overregulation had 
become apparent, so Congress and the agency 
took several steps to streamline the approval 
process. The 1997 FDA Modernization Act, 
for example, granted the agency authority to 
reduce the number of clinical trials needed for 
approval and to expedite the review of treat-
ments for serious conditions. But, a decade 
later, FDA again came under tremendous pres-
sure from Congress and self-styled consumer 
groups to slow down the approval process and 

to reject drugs that appeared to offer only mod-
est benefits or benefits for only small patient 
sub-populations.

In 2007, Congress passed the FDA Amend-
ments Act, which provided the agency with ad-
ditional authority to make pre- and post-market 
safety studies and clinical trials stricter. The Act 
also requires FDA to announce publicly even 
very minor or hypothetical safety concerns—
which tends to raise undue alarm among pa-
tients—and to consider using Risk Evaluation 
and Mitigation Strategies for each new ap-
proved drug—which can restrict which doctors 
may prescribe new drugs, which patients may 
use them, and which pharmacies may fill cer-
tain prescriptions.  

Rather than increase drug safety, these 
changes, combined with the FDA’s innate risk 
aversion, tend to harm patient health by reduc-
ing the availability of new medical products. In-
dividual patients and their doctors are in a far 
better position than FDA to balance the risks 
and benefits of individual new treatments. FDA 
should focus on providing them with informa-
tion, rather than on restricting their choices.
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