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Editorials

The GAIT TRIPS Agreement and Health Care
in India.

The GATT agreement on the trade related aspects of intellectual property
rights (the TRIPS Agreement), which will form part of the future World
Trade Organization (WTO), will put on India an obligation to provide patent
protection for pharmaceutical products.' Much of what has been said about
the implications of this commitment for health care in India, particularly
regarding pharmaceutical prices, has been alarmist and has created needless
anxiety. A dispassionate examination of the facts will, I believe, indicate that
any effect on prices will be very gradual and need not be more than modest
and, in any event, should be seen in the context of policies aimed at the better
availability of drugs to treat diseases prevalent in India.

Why should any effect on prices need be no more than modest? The first
point is that no drugs already on the market in India will be affected by TRIPS
obligations on patents and exclusive marketing rights. The same goes for
drugs presently under development and for which patent applications in other
countries have already been published. The length of this development period,
the time it takes between the filing of a patent application and the introduction
of that drug on the market, was in the late 1980s estimated to be an average
of 11-12 years in the industrialized countries where new chemical entities are
concerned, and somewhat shorter, 8-10 years, for leading new drugs.>'
This period has been longer in India. Indeed, a study of the 500 leading
pharmaceuticals on the Indian market in 1993 showed that, if India had in
force all along a TRIPS patent term of 20 years from filing, none of these
drugs that would have been under patent protection on that date would have
had an outstanding patent term of more than eight years." This means that
virtually all the new drugs using new chemical entities that will come onto
the market in India over the next 10 years or more are those presently under
development and will be unaffected by TRIPS obligations on patents.
Moreover, the build up of patented drugs from then onwards will be very
gradual and it will not be until the year 2015 (assuming the WTO comes into
force in 1995) that India has a full roster of patented drugs comparable with
that in countries that provide product patent protection today.

It might be said that this is all well and good, but what about the situation
in 2015 when the full impact of patent protection will be experienced? What
proportion of drugs on the market might be subject to patents at that time?
This is something that is impossible to know since it will depend on the
progress of research and development in the years ahead. However, as a
guide based on the existing situation, it is interesting to note that only 24
active substances in the top 500 products on the Indian pharmacy market in
June 1993 would have been protected by patents had India had a TRIPS level
of patent protection for pharmaceuticals all along. These drugs represented
11% of the total sales of the top 500 products." Another analysis of the total
market concluded that 31 drugs would have been patented on this basis
accounting for about 8.4% of the total market." Therefore, even after full
application of patent protection, it can be expected that the vast majority of



2 THE NATIONAL MEDICAL JOURNAL OF INDIA VOL. 8, NO.1, 1995

drugs on the Indian market-as on other markets-will be in the public
domain and not protected by patent. A further confirmation of this can be
obtained from examining the World Health Organization's model list of
essential drugs-some 250 drugs considered necessary for basic health care.
In 1993 only 13 substances, of which only 4 were considered 'essential' without
qualification or alternatives, would have been under protection in India if a
TRIPS level of protection had been in place for many years.

What will be the effect on prices of those drugs which will be subject to
patent protection? It will essentially depend on what kind of incentives the
government wants to provide for research and development aimed at the
creation of new drugs. The main reason for this is that the TRIPS agreement
does not prevent countries from having price control regimes. Indeed this is
a practice in many developed countries which have strong patent protection.
Even in the countries of the European Union, which have virtually identical
patent systems, the average prices of drugs, whether patented or not, varies
by a factor of nearly 3:1, almost entirely because of different price control
and related government policies (such as controls on reimbursement under
social security systemsj.i It is mistaken to believe that patents necessarily give
strong market power: many patented drugs are in competition with generic
drugs or other patented drugs which are therapeutic substitutes. Another
point that should be recalled is that, even where a patent does confer a degree
of market power and even where the government allows the patent owner to
charge the price that the market will bear, it would be in the interests of a
company seeking to maximize its returns to charge a much lower price in a
market like India, where average per capita income is relatively low, than in
the markets of rich countries with high prices such as the USA or Switzerland-
since increased volume would more than offset lower margins. It should also
be appreciated that, under the TRIPS agreement, the rights granted to patent
owners are not without qualification. The TRIPS agreement allows governments
to grant a compulsory licence to another company subject to certain conditions,
notably that the patent owner has refused to make available a voluntary
licence on reasonable commercial terms within a reasonable period and that
adequate remuneration is paid to the patent owner. Where the compulsory
licence results from a finding that the patent owner has engaged in abusive
anticompetitive practices, these requirements no longer need to be met.

The underlying social purpose of the patent system is to provide an incentive
to research and development, in the area of pharmaceuticals, for the develop-
ment of new drugs. Looking to the longer term, and as I have mentioned
earlier, the effects of the TRIPS agreement will only become apparent in the
longer term, the question is to what extent will patent protection lead to more
research and development aimed at the better availability of drugs to treat
diseases in India? The absence of patent protection for pharmaceutical
products in a substantial number of major developing countries has meant
that there has been little incentive for the private sector to engage in research
and development on the treatment of diseases more prevalent in these
countries, especially tropical diseases. This will change: most developing
countries will become WTO members and will have to provide patent protec-
tion. Moreover, rapid economic development in Asia and Latin America is
making developing country markets increasingly important. India, which
has huge resources of talented scientific and technical manpower and a
sophisticated infrastructure in the pharmaceutical area, would appear to be
well placed to take advantage of these opportunities. The extent to which
India will be able to do so-whether through the movement of some of its
leading drug producers into research-based activities through joint ventures
with foreign companies or through attracting greater investment from the
foreign research-based companies-will depend not only on the patent regime
but on other government policies. One such policy is that affecting prices. If
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prices for pharmaceutical products, especially patented ones, are so severely
controlled that production is scarcely profitable, there will be little incentive
to engage in research and development and little money to finance it. This
then reverts to the point made earlier: the extent to which prices for patented
products will be allowed to rise above those that would prevail in a non-patent
situation is essentially related to the incentives that the government wishes
to provide for research aimed at the development of new drugs.
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Aetiopathogenesis and Treatment of Vitiligo
Vitiligo, also known as leukoderma, is an acquired disorder characterized by
patchy progressive depigmentation of the skin. It affects 1% of the world's
population with the incidence in India ranging from 6% in Calcutta to 1.~5%
in Delhi. As there have been good reviews on this subject recently'+ where
the neural, autoimmune and free radical hypotheses were discussed, I will
only deal with areas which have been left largely uncovered, i.e. its
aetiopathogenesis and treatment.

It is generally agreed that there are no functional melanocytes in the vitiligo
maculev' but none of the many theories put forward explain the causes for
their 10SS.I-4 After methods for getting pure cultures of melanocytes from
baby foreskin and other sites became established.! attempts to study the
abnormality responsible for the premature loss or destruction of the melanocytes
were made by Puri et al.6 To do this they examined the epidermis from three
different regions of untreated vitiligo subjects, namely uninvolved skin,
perilesional skin and the vitiligo patch.

Melanocytes from uninvolved skin of untreated vitiligo subjects in culture
manifest a lag period in the onset of their growth of about 6 to 11 days while
the melanocytes from normal adult humans do not show any such lag. Also
the number of melanocytes observed 48 hours after plating 1()6 epidermal


