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India is globally well recognized for its generic drug manufacturing market on which
innumerable nations depend for the supply of affordable and cheap drugs. India ranks 3rd in
terms of pharmaceutical production by volume and 14th by value world-wide.'India is not only
acknowledged for drug manufacturing but it is additionally one of the largest vaccine producers
in the world. It supplies 62% of the global requirement for vaccines". The country is now also
recognized as the “Pharmacy of the world”. In spite of this the country is experiencing scarcity
of Covid-19 vaccine and in consequence of this it is the need of the moment to have recourse
to provisions like compulsory licensing.

The provisions for such a measure, called compulsory licensing, are enshrined under chapter
16 of the Indian Patents Act 1970 and under section 31 of the Trade Related Aspects of
Intellectual Property (IP) Rights." Many nations including Canada,” Ecuador,"Chile"' and
IsraelV'" have enacted laws or employed resolutions for the reason of compulsory licensing of

Covid-related medicines.

Currently, immunization suggests to be the surest and most favorable exit out of Covid-19.
Despite a vaccine or vaccines had been developed, still no pharmaceutical company alone have
the capacity to manufacture enough vaccine to meet global demand. One would require
manufacturing of around five billion doses to vaccinate the world population, for a single-
dose vaccine, in addition to ten billion for a two-dose vaccine." This would need cross-border
licensing, and contract manufacturing and technology transfer deals to be struck

by vaccine developers at a range and pace beforehand.
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A patent comprises a bundle of “exclusive rights” granted by a State for a limited
period of time for the exploitation of an invention by the inventor in exchange for the sufficient
disclosure of the invention. Alike other vaccines, those developed to tackle COVID-19 are
produced in reasonably a smaller number of countries. Likewise, ingredients of these vaccines
and, to a large extent, the medical kit needed to tackle COVID-19 are also manufactured in
reasonably few countries. In addition to this public health essential, the faster the vaccines are

administered globally the quicker the world economy can nail claw back lost output.

Currently, the Central Drugs Standard Control Organization (CDSCO) which is India's drug
regulator has given assent to three vaccines for use Sputnik V Covishield and Covaxin.* The
technology has been allowed to the Panacea Biotec Limited for manufacture of Sputnik
V vaccine by RDIF of Russia by its affiliate company that is “LLC Human Vaccines” of
Russia. According to the terms of Agreement there is transfer of technology also.X!

As far as the case of Covishield is concerned, Covishield has been mutually developed by
University of Oxford, AstraZeneca and SII manufactures.X' Covishield in India is on a license
with AstraZeneca.

Nevertheless, as respect to Covaxin is concerned, it is a domestically developed vaccine,
however, there is uncertainty as to who possess the Intellectual Property rights for Covaxin.
According to some news articles, the IP rights for Covaxin are mutually owned by Bharat
Biotech and ICMR. As per the memorandum of understanding entered between Bharat Biotech
and ICMR it provides for a royalty sharing clause mutually between the two entities X"
Therefore, in this way the Government of India is the owner of Intellectual Property Rights of
the “Bharat ka vaccine” that is Covaxin. Thus, it is necessary to put our heads together to the
various provisions under the Patents Act, 1970, which the Indian Government can invoke in
order to speed-up production of Covaxin in order to tackle the need of the masses.

The origination of patents on drugs has aroused a serious concern in a number of developing
countries where availability to medicines is already extremely low. There were many reports
about IP rights provisions which hamper timely provisioning of desirable medical products to

patients.

In India, the patent regime is controlled by the Patents Act, 1970, Section 92 of the Patents
Act XV which is also uniform to Article 31 of The Agreement on Trade-Related Aspects of
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Intellectual Property Rights (TRIPS)*¥ Agreement can be invoked of which conceives the grant
of a compulsory license, among other things, upon happening of national emergency and
extreme urgency. According to these two articles as soon as the declaration of national
emergency is made, and the relevant patents notified, any person who is interested in
manufacturing the drug can give an application to the Controller General of Patents who can
then issue a compulsory license. Now the important question arises in case of pandemic
like Covid-19 would meet the requirements for invocation of the provisions for grant of
compulsory licenses? The answer for this solution lies in Doha Declaration®' on the Agreement
on Trade-Related Aspects of Intellectual Property Rights Agreement and Public Health. Clause
5(c)™" says that: “public health crises, including those relating to HIV/AIDS, tuberculosis,
malaria and other epidemics” can constitute “a national emergency or other circumstances of

extreme urgency”.

Therefore, it can be concluded that the Central Government is very well inside its power to
issue a declaration for permit of compulsory license for Covid-19 vaccine to other
pharmaceutical companies who are desirous and have the technological capability to
manufacture the Covid-19 vaccine to speed up the production. As mentioned above as soon as
a declaration of national emergency is declared, and the relevant patents are notified, any
person who are willing to manufacture the drug can give an application to the Controller
General of Patents who can then issue a compulsory license. The patentee would be in return
will be paid a reasonable royalty as determined by the Controller General of Patents.
Additionally, under Section 100*'!' of the Patents Act, the Central Government can authorize
certain companies to use any patents for the “purpose of the government”. So, Indian
companies can start manufacturing the drugs while negotiating the royalties with the patentees.
Another alternative is for the Central Government to acquire the patents under Section
102 from the patentees.”™ If the Central Government and the patentee is not able to reach an
agreement on the price of the patents, it is up to the High Court to fix the royalty the reasonable

royalty that is to be paid to the patentee.

Further, under Section 66 of the Patents Act,” the Central Government is also empowered to

quash a patent in the public interest.

There is sufficient legal remedy to make the “public interest” chief of the fundamental principle

of patent law. The governing principles to justify the invocation of “public interest” shall be
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non-discriminatory accessibility, equal availability and equitable affordability. The global
pandemic has come as a reminder that innovation should not only set profiteering as an aim,
but it should also deliver humanity. Besides, the longer the delay to invoke public interest to
secure the availability of the vaccine, the human race will be rendering a higher cost with the
never-ending battle against the pandemic. There is a growing and urgent demand to invoke the
provisions pertinent to compulsory licensing and waiver of the patent rights at the international

forum.

The role that IPRs could play a role in helping to solve these difficult situations should be
looked upon. The report of the WHO Commission on Macroeconomics and Health
(CMH)* has also concluded that there is need of large of more public funds into health
services, infrastructure and research was also needed to address the health
demands of developing countries. As far as access to medicines, it recommended coordinated
action to base a mechanism of differential pricing in favor of developing countries backed up,
if required, by the more comprehensive use of compulsory licensing. "

Nevertheless, one must keep in mind that mere grant of compulsory license is not going to
decode the issue of production, but grant of compulsory license can be a starting point in the

direction to speed up the production.
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