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PUBLIC ACCESS TO THE DATA OF WORKING OF PATENTS IN INDIA...

The Patent Office of India has decided to publish the details of working of the patented drugs on its website. These
details will be obtained from Form 27 (under the Second Schedule of the Patent Rules, 2003), a statutory format to be
filed by the patentee annually on or before March 31, providing details regarding the working of the granted patents
in the preceding calendar year. The information that is required to be submitted includes the quantity and value of the
patented product manufactured or imported into India, the licenses and sub-licenses granted. In this form, the
patentee is also required to declare whether to the best of its knowledge and information the public’s requirement (in
relation to the patented product) is met at a reasonable price or not. Failure to submit Form 27 and furnishing
inadequate or incorrect information are punishable offences under the Patents Act with a penalty of up to Rs. 10
lakhs per patent. Please refer to our earlier hotline. (https:/nishithdesai.com/SectionCategory/33/IP-
Hotline/12/66/IPHotline/5807/1.html)

This move by the Patent office will make the data easily available to the general public, which otherwise could have
been procured only by way of an application filed under the Right to Information Act.

As a result, domestic companies capable of producing the same products may use this information to evaluate
whether they should opt for obtaining a compulsory license to meet the domestic demands if the patentee is notin a
position to fulfill the demands.

BACKGROUND OF COMPULSORY LICENSE

The primary purpose of grant of patents is to encourage invention and provide an exclusive incentive to the patentee
to commercially exploit the patented invention to the maximum possible. A compulsory license would be granted if
the exclusive rightis not exploited. The compulsory license provisions are intended to help the government achieve
balance between the twin objectives of rewarding innovation and in cases of necessity, to make the product
available to the public. The TRIPS also recognizes the need to grant compulsory license in certain circumstances.

Chapter XVI of the Indian Patent Act, 1970 (“Act’) provides for grant of compulsory license of patents to third parties
in certain circumstances. An application can be made only after the expiry of 3 years from the date of grant of the
patent and if the voluntary license has been refused to the applicant by the patentee. The grounds under which the
compulsory license may be sought and granted, inter alia, include situations where:

The reasonable requirements of the public with respect to the patented inventions have not been satisfied, or
The patented invention is not available to the public at reasonably affordable prices, or
The invention is not exploited commercially to the fullest extent within the territory of India.

Once an application has been made, the Controller of Patents (“Controller’) needs to take into account the steps
already taken by the patentee towards making full use of the patent and importantly, the capacity of the applicant to
work the invention to the advantage of the public.

In case of process patents too, the above provisions shall be applicable if the article created by the patented process
does not satisfy the abovementioned criteria.

The information that the patentee will provide through Form 27 may be used by the applicant for the compulsory
license as an evidence to supportits application to prove any of the abovementioned grounds for grant of
compulsory license. It would be difficult for the patentee then to refute the claim for compulsory license, if based on
the information provided by itin Form 27, the Controller comes to the conclusion that any of the grounds specified
above, have been met. Some of the defences that the patentee may have are (i) it has already undertaken steps e.g.
by grant of licenses etc. to work the patentin India, (ii) the drug approval process is underway e.g. clinical trials are
pending or application with the drug controller is pending.

CONCLUSION:

Though the provisions for compulsory license have been part of the Indian statute for a while, there have not been
many cases where the compulsory license has been applied for. Further, the government of India is concerned that
due to acquisition of Indian entities by multi-nationals, the Indian entities having foreign investments, would hesitate
in applying for compulsory license for patents held by another multi-national. There is no suo moto power with the
Controller or the government to grant compulsory licenses, exceptin situations of national emergency or other
circumstances of extreme urgency or in case of public non-commercial use. One will have to wait and watch how the
jurisprudence on compulsory license develops in India, and whether publishing the information as regards working
of patents really instigates Indian companies to file applications for compulsory licenses.

Research Papers

Handbook on New Labour Codes

April 29, 2024

Compendium of Research Papers

April 11, 2024

Third-Party Funding for Dispute
Resolution in India
April 02, 2024

Research Articles

Private Client Insights - Sustainable
Success: How Family Constitutions
can Shape Corporate Governance,
Business Succession and Familial
Legacy

January 25, 2024

Private Equity and M&A in India:
What to Expect in 20247
January 23, 2024

Emerging Legal Issues with use of
Generative Al
October 27, 2023

Audio '

Third-Party Funding: India & the
World
April 27, 2024

IBC allows automatic release of ED
attachments: Bombay HC reaffirms
April 15, 2024

The Midnight Clause
February 29, 2024

NDA Connect

Connect with us at events,
conferences and seminars.

NDA Hotline

Click here to view Hotline archives.

Video =«

Q&A 2024 Protocol to the Mauritius
India Tax Treaty
April 22, 2024

Boost to India’s Space Potential:
India Liberalizes Foreign Direct


http://tmp.nishithdesai.com/old/New_Hotline/IP/IP HOTLINE_June0711.htm#a
https://nishithdesai.com/SectionCategory/33/IP-Hotline/12/66/IPHotline/5807/1.html
https://community.nasscom.in/communities/public-policy/handbook-labour-codes-ready-reference-cxos-and-public-policy
/fileadmin/user_upload/pdfs/Research_Papers/Research-Paper-Compendium.pdf
/fileadmin/user_upload/pdfs/research_Papers/Third-Party-Funding-for-Dispute-Resolution-in-India.pdf
/fileadmin/user_upload/Html/Hotline/Article_Jan2524-M.htm
https://open.spotify.com/episode/4x4dcyXQPA2BJvuaX4mqaC?si=TtpS6z-XQ-CZjWSAlZDJWg&nd=1&dlsi=738dfd36a21345ae
https://www.nishithradio.com/Podcast.aspx?id=100&title=IBC_allows_automatic_release_of_ED_attachments:_Bombay_HC_reaffirms
https://www.nishithradio.com/Podcast.aspx?id=73&title=The_Midnight_Clause
/Event/1.html?EventType=Upcoming
/Event/1.html?EventType=Upcoming
SectionCategory/33/Research-and-Articles/12/0/NDAHotline/1.html
https://www.nishith.tv/videos/qa-2024-protocol-to-the-mauritius-india-tax-treaty-april-22-2024/
https://www.nishith.tv/videos/boost-to-indias-space-potential-india-liberalizes-foreign-direct-investment-april-03-202/

Investment
April 03, 2024
- Dr. Milind Antani & Gowree Gokhale

Cyber Incident Response
Management
____________ February 28, 2024

1 wwwipindia.nic.in

DISCLAIMER

The contents of this hotline should not be construed as legal opinion. View detailed disclaimer.

This Hotline provides general information existing at the time of This is not a Spam mail. You have received this mail because you
preparation. The Hotline is intended as a news update and have either requested for it or someone must have suggested your
Nishith Desai Associates neither assumes nor accepts any name. Since India has no anti-spamming law, we refer to the US
responsibility for any loss arising to any person acting or directive, which states that a mail cannot be considered Spam if it
refraining from acting as a result of any material contained in this  contains the sender's contact information, which this mail does. In
Hotline. It is recommended that professional advice be taken case this mail doesn't concemn you, please unsubscribe from mailing

based on the specific facts and circumstances. This Hotline does list.
not substitute the need to refer to the original pronouncements.
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