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ll regulation and subsidy programs are prone to 
unintended secondary or indirect effects on the 
cost and availability of products. These secondary 

effects can be particularly acute in the highly regulated 
and heavily subsidized market for drugs. Two examples, 
one of regulation and one of subsidy, are presented below. 

Retroactive FDA Review Causes Huge Price Increases
The idea of the U.S. Food and Drug Administration 
(FDA) going back to do safety and efficacy testing on 
grandfathered old remedies that have been on the market 
prior to modern FDA testing sounds good. However, this 
FDA program, which began in 2006 as the“unapproved 
drugs initiative,” has had the massive side effect of 
suddenly making many old, inexpensive generic drugs 
very expensive.

One egregious example of such price spikes is that 
Colchicine, an ancient gout remedy used for over 2,000 
years, used to cost about 25 cents per pill in the U.S. Then, 
in 2010, its price suddenly jumped to around $10 per pill, a 
forty-fold increase. The mechanism of this price spike was 
that the FDA allowed URL Pharma, Inc. (bought in 2012 by 
Takeda Pharmaceutical Company Ltd.) the exclusive right 
to market Colcrys, its branded version of Colchicine. Then 
the FDA pushed the old versions of  Colchicine off the 
market through what it called “risk based management.” 
Although the FDA usually grants only a three-to seven year 
exclusive right to produce an approved version of an old 
drug, the patent for Colcrys will last until 2028 preventing 
competitors from producing the approved version as a 
generic drug until then. Colchicine is only one example of 
massive price increases resulting from this FDA program. 
The price of vasopressin, a drug used in cases of cardiac 
arrest, has risen ten-fold and a vial of neostigmine, a 
drug used to reverse the effects of anesthesia, has jumped 
eighteen-fold from under $5 to $90.

This FDA program may have made some old drugs a bit 
safer or established that an alternative is slightly more 
effective, but these generics had been on the market for 
a very long time without significant problems. Although 
the FDA’s program was supposed to focus on old drugs 
that had significant reports of safety or efficacy issues, 
the program has not been well-targeted and, in many 
cases, the drugs selected for study were not the ones 
that had problems. The FDA’s mandate focuses on safety 

and effectiveness and it does not take price into account 
when regulating a drug; consequently, it has given no 
consideration to the price effects of its initiative.

Consumers who were using inexpensive generic drugs 
that are reviewed under this program are likely to have to 
pay a lot more or try to find another alternative that the 
FDA hasn’t yet reviewed, or one that the FDA approved 
long enough ago that generic competition is again allowed 
and has had time to drive the price down. And even if 
consumers are successful in finding such an alternative, 
the replacement may be less effective, or in some cases, 
have an adverse side-effect for these particular patients.

Subsidy programs to help low-income patients may have 
unexpected pricing side-effects on other consumers
Many drug companies have “patient assistance programs” 
to aid uninsured or low-income patients in paying for 
expensive drugs. These programs sound well-intentioned 
and do help some people. On the other hand, they are not 
necessarily created for altruistic reasons or even for public 
relations, but sometimes to promote new drugs that are 
more expensive and not always better than the old drug(s) 
used for a particular medical condition.

These programs would not seem to affect anyone except 
their recipients, but they do have two secondary and 
indirect effects that can increase costs for unsubsidized 
consumers. The first and more immediate effect is that, 
because the money used for these patient assistance 
programs has to come from somewhere, the company may 
raise the regular market price a bit to make up the cost. 
The second and less apparent indirect effect is that patient 
assistance programs may steer people to costlier drugs 
and the cost increases may be surprisingly large.  

Often, there is a reasonably priced drug, maybe at $50 to 
$100, that is considered to be the safest and most effective 
course of treatment for a particular condition. But, these 
programs may promote a new drug costing ten times as 
much and provide it at no cost to the patient.

The result of establishing the new, more expensive drug 
as a regular treatment is that insurance, either via an 
employer or a government program, will usually have to 
pay the extra cost. Then, in future years, premiums will 
rise to cover the cost for private programs, and taxes will 
increase to cover the cost for government programs. This 
is a variation on a more general phenomenon that, when 
a subsidy program is created to make a product cheaper or 
free for some, it either results in the price of that product 
rising for others, or everyone having to pay for the subsidy 
through fees or taxes.

Both of these programs appear to have the best of 
intentions—ensuring consumer safety and assisting 
consumers in need—however, without looking at the big 
picture and long-term, overarching effects, we fail to see 
the harm they actually cause. ◀
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