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Effect of i‘he'new Patent regime on prices of medicines

ev ral mvths have been propounded by the anti-Patent iobby. Most
of these are based on conjecture and are unsupportable on facts.

A myth is propagated that after introduction of the new Patent

Act, 2005 in compliance with TRIPs provisions, the prices of medicines
will accelerate and medicines will become unaffordable for the common
man.

This fear is due to a lack of understanding, very often due to a
deliberate lack of understanding of how the transition to a Patent
Regime works and how pharmaceutical prices are determined. Patents
can never be awarded retrospectively. Patents can only apply to new
discoveries. The transition provisions of TRIP’s ensure that patents in
India will only be granted for totally new discoveries, post 1% January
1995, Since patents of over 95% of the drugs available in India have
expired and there are no patented drugs in the WHO List of Essential
Drugs, these drugs will continue to be available at current prices. Also,
the Naticnal Pharmaceutical Pricing Authority (NPPA) has power to
control the prices of even decontrolled drugs if found excessive.

it- should be noted that it takes anywhere between 10-15 years for a
new drug to be granted registration by Drug Authorities of any country
after which marketing permission is given. This registration period
comes out of the overall patent life of the medicines, which is now
almaost univarsally 20 years from the date of application. A discoverer
thus enjovs at best only 5-10 years of Exclusive Marketing for
recovering the cost of research. The number of new drugs registered
woridwide each vear is only bhetween 25-35,

Wihat this essentially meansis:




i1 the transition period (1995-2004) allowed for India, not
more than a handful of new drugs will actually gualify for any

form of exclusivity.

Fven after India commences granting patents, by the time

patented products become a significant proportion of those

already available locally; it will'be another 10-15 years i.e.

2015-2020.

C. It is not correct to believe that Muitinational Corporations
{MNCs) have only one price for a product every where in the
world and as such the prices charged in India will be exorbitant.
There are several examples to show that even when the product
is unigue, itis introduced in India at a price significantly lower
rhan in Western countries. Most international manufacturers will
hase their pricing strategy for countries, like India, on
"affordability criteria”.
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There is empirical evidence (Study by the National Economic Research
Associetes —NERA, Washington - January 1998 and the Study by Dr.
Heinz Redwood entitled ‘New Horizons in India’ - 1994) to show that
prices do not rise after IPR.

A study of prices in 6 therapeutic categories (anti-ulcerants, anti-
depressants, calcium antagonists, non-narcotic analgesics, broad-
spectrum penicillins and ACE inhibitors) in 9 countries : (South Korea,
Mexico, Hungary, Taiwan, Brazil, Argentina, Egypt, Jordan and Turkey)
demonstrates that strengthening IPR does not have a measurable
impact on real or nominal prices of existing drugs. Glebally, only 25 to
25 new drugs enter the market every year and only a few of them are
commercial successes. At the same time, each year patents expire for
earlier products. On an average therefore, there will not be more than
15 to 20 patented products in any market., Newer products, being
more effective, ultimately lead to lower per day cost of therapy to the
patient. Beyond all these, in India drug prices are administered by the
Government.

The difficuldes which developing countries have in providing access to vital
medicines for their populatons cleardy suggest that there is no single factor that
constitutes 4 barrier to improved healthcare.

As far as the association between patent status and price level is concerned, it is
to be noted that while patents do have an effect on prce, this effect 1s not in
general relevant to the healthcare problems of the underdeveloped world for
the following reasons:




few patented px@ducts in the armamentarnum needed

“or the improvement of developing country nealtheare smtus. All the
nroducts on the Fssential Drug List of WHO are off-patent.

i1 Where patented products are important (e.g. for HIV/AIDS), manufacturess
are actually seeing fo offer special prices which have regard t0 economic and
cocial realities (e.g. n the context of the UN-led Accelerating Access Initiative -
for which 72 countries worldwide had expressed interest, prices of some
ntirerrovizal drugs had been cut on an average by 8570} Pharmaceutcal
companies have individually been offering substantially reduced prices On
edicines and vaccines 10 developing couUntries for many years, and the
industey 1S ~ommitted to contnue and extend these efforts.

i1 Patent medicine prices are nota per se cause of healthcare problems 0f of
linited access. Indeed, many examples show that absence of patents does DOt
auromatically create affordable price levels. Even off-patent drugs supplied by
generic manufacturers agre unaffordable ot in short ot intermittent supply.

iv. The cost of the drug itself is in any case minimal compared to the entire cOSt
of effectively distdbuting, administering and MONItONNG its use.
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_The main causes of limited access to medicines are undoubtedly
soverty - the under funding of healthcare systems == and the lack of
developed medical infrastructure in many of the countries concerned.

Therefore, to atrack intellectual property rights vested in patents Or tO
presume that there must necessatily be excessive prices is patently wrong,
and gives rise 0 policy ideas which, if implemented, would quite simply fail
to achieve the intended objective, shared by all, of better health in the
developing world. :

Although patented medicines ate not prominently Important in the global
issue of improving access to health, patents are esseritial as they incentivise
research-based pharmaceutical companies to invest in the development of
aew and better treatments, including for diseases prevalent in the
developing world,

tghall sum up by recapitulating in brief, the reasons for prices not going up-
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Glohaily 25-35 drugs enter the mafket each year. Only few of them succeed

s
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commercially.




me only 5-7% of drugs in the world market are under patent

he ;usi 893-25 % market is of generics

o new paiented medicine, there are a minimum of 6-10 generic

Q@ walents available

& price difference between the two itseif acts as a control on patented

rrugs

In india, most patients pay out of their pockets. Their limited purchasmg

power will also act as a check on prices.

One cannot compare prices of patented medicines in US & UK with those in

India. In those countries, the consumers mostly do not pay. The Insurance

companies pay. India’s per-capita income is also far less.

Drugs (Price Control) Order 1995 is very effective in India. There is a 3-tier

contrel. Government can fix prices of even decontrolled medicines under para

10 {b) of DPCO 1895

The provisions of Compulsory Licencing and Parallel Imports in the new

Patent Act, will also help the common man, by keeping prices at a realistic:

level) _

8. Drugs patented before 1% January 1995 will not be patentable and will
continue to be available as generics.

10, All drugs in the WHO list of Essential Medicines are off-patent.

11.The 400 odd drugs listed in our own Health Ministry’'s List of Essential
iMedicines, are also off patent.

12.Indian copiers of molecules pending in the mail box will continue to
manufacture and market them till patents are granted to the inventor, after
three or four years that too prospectively. After that they will have to only pay
& reasonable royalty and continue to market these drugs.
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it is, therefore, patently wrong to say that pnces of medicines will increase
under the new Patent Regime.




