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"When Does A Drug Become Too Risky?" 
 
Determining when the risks are greater than the benefits of a particular drug is a tough task and the Food 

and Drug Administration (FDA) guidelines have no firm rules for deciding "shades of gray" cases.  Yet, the 
arthritis drug, Vioxx, was withdrawn because of links to heart risks but menopause hormones were not, even 
though they had the same type of risks.  There was even the case of the multiple sclerosis drug (Tysabri) 
which was taken off the market and was later put back on.  It is primarily at the discretion of the FDA.  
News headlines have been buzzing with the possibility of removing from the market the diabetes pill, 
Avandia.  The pill manufacturer, GlaxoSmithKline PLC, insists that it is safe but many medical experts 
point out a dangerous link to heart disease and deaths.   The "murky FDA guidelines" are an open invitation 
for corrupt lobbying, politics of profit and patient endangerment.  Examples of recent drugs withdrawn from 
the market over the past decade include: Seldane, Bextra, Cylert, Baycol, Vioxx, Selnorm, Permax, Raptiva, 
Mylotarg and Tysabri (which was allowed back on the market about one year later).  Even though the FDA 
can order a drug off the market, powerfully rich drug companies can challenge their decision in a court of 
law.  Drug manufacturers usually voluntarily pull drugs from the market, once the FDA makes a request and 
concludes that "risks exceed the benefits."  However, due to litigation, "suspect" drugs can remain on the 
market for many years and continue to make millions (some billions) of dollars during protracted legal 
battles.  Each drug has to be considered separately, even though they may belong to the same chemical class 
of drugs.  Other considerations involve the severity of the disease being treated, the level of the suspected 
harm being done, and the frequency of the risk.  As Dr. Brian Strom, a drug safety expert at the University 
of Pennsylvania and FDA drug safety adviser said, "Causing a little nausea isn't so bad.  Killing people is."  
Certain serious side effects can be acceptable for a cancer drug and would be considered unacceptable for an 
allergy drug.  Dr. Alastair Wood, a Vanderbilt University professor, said that, "Questionable approval 
criteria now are coming back to haunt the FDA as harmful effects emerge for drugs already in wide use."  
So-called "legacy drugs" were approved on "soft" criteria. 

 
In the America that I love, if we experience a drug's bad side effects, we will immediately consult our 

doctor about safer alternative drugs.  Further, we realize that, for some drugs, it takes time (years) and large 
patient populations for side effects to show up.  Yet, we must not let "money rule the market."  Patient 
safety is always the priority.  
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