SR EIBR IR ZE 45397 201441 3] 3

x>

A
8

% W ERI R L YO — NV A Y F— R
— 7 AYVHIZBITFATO Y ZNAY —FTIVORE & Y SR —

E f&

Transnational Drug Companies and Global Standards

SEKISHITA, Minoru

Pharmaceutical industry is one of the biggest industries in the world. Drugs are the
fastest growing part of health care bill. Big drug companies are one of the most profitable
and giant companies. The nine U.S. drug companies listed in the Fortune 500 had a
medicine profit on 16% in 2004, compared with just over 5% for all the industries listed. Big
drug companies have many blockbuster drugs, which usually define as a drug with sales of
over a billion dollars a year.

The pharmaceutical industry lifeblood is goverment-conferrred monopolies in the form of
patents granted by the U.S. Patent and Trademark Office (USPTO) and exclusive
marketing rights granted by the Food and Drug Administration (FDA). The two forms of
exclusivity operate somewhat different. Marcia Angel in her bestseller book, The Truth
About the Drug Companies in 2004, shows a bias to make me-too drugs as its major
product, to use its massive marketing muscle to promote them relentlessly, to charge prices
as high as it can get away with, and act as if it puts short-term profits and everything.

The development part of R&D is itself divided into two stages. The preclinical stage has
to do with finding promising drug candidates and then studying their properties in
animals and cell cultures. Only the small fraction of drug candidates that make it through
preclinical development go on to be tested in humans. The clinical stage of drug
development is regulated by the FDA. By law before a company can sell a new drug, it
must prove to this agency that the drug is reasonably safe and effective. The proof usually
requires a series of clinical trials, which are divided into three phases. Phase I entails

giving the drug to a small number of usually normal volunteers to establish safe dosage
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levels and study its metabolism and side effects. If the drug looks promising, it moves into
Phase I, which involves as many as a few hundred patients with the relevant disease or
medical condition. The drug is given at various doses, and the effects are usually compared
with those in a similar group of patients not given the drug. Finally, if all goes well, Phase
I clinical trials are undertaken. These evaluate the safety and effectiveness of the drug in
much larger number of patients (hundreds to tens of thousands), and they nearly always
involve a comparison group of patients. Drug companies usually obtain a patent on a new
drug before clinical testing begins, because it is difficult to keep information about the drug

secret after this point.

Keywords : Bayh-Dole Act, Me-too drugs, Block-buster drugs, Food and Drug Administration
(FDA), Drug trials
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