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By Cary Miller, Max R. Banko, and Kimberly A. Bolin

Form PCT/IB/382

The World Intellectual Property Organization (WIPO) 
added a new feature in January 2012 in an effort to 
promote licensing. Patent Cooperation Treaty (PCT) 

applicants may submit form PCT/IB/382, which informs oth-
ers that the patent application is available for licensing. The 
form also allows PCT applicants to specify certain licensing 
terms, such as whether the invention is available for exclu-
sive or nonexclusive licensing, and the countries in which 
the application is available for licensing. The licensing indi-
cations are found in the bibliographic data section on the 
PATENTSCOPE website, but are not published with the 
international application itself. Applicants can submit the 
licensing form any time after the !ling of a PCT application 
up until 30 months after the priority date. To date, form PCT/
IB/382 has been !led for 188 PCT applications; these PCT 
applications are included on the PATENTSCOPE website list 
of patent applications that are available for licensing.

In 2010, the WIPO working group endorsed the develop-
ment and use of form PCT/IB/382 to help foster dissemination 
of technical information and facilitate access to technol-
ogy contained in PCT and national applications and patents. 
This new feature is part of a plan the WIPO working group 
endorsed that also included providing information concerning 
oppositions to patents, revocation and lapse of patents, and the 
issuance of compulsory licenses. The information about licens-
ing availability from form PCT/IB/382 has been integrated into 
WIPO’s PATENTSCOPE search system to permit information 
about patents and applications to be determined more read-
ily; however, the other provisions are not currently available 
through the PATENTSCOPE search feature.

While groups such as the American Intellectual Property 
Law Association support the addition of the PCT licens-
ing feature to the PATENTSCOPE website,1 no one has fully 
examined the implications of !ling form PCT/IB/382 for PCT 
applications. In particular, it is unclear what consequences 
may result from submitting form PCT/IB/382 in countries 
with compulsory licensing rules.

Compulsory Licensing
Compulsory licensing is a provision under the Agreement on 
Trade-Related Aspects of Intellectual Property Rights (TRIPS). 
Article 31 of the TRIPS agreement allows governments to 
grant compulsory licenses, as long as certain procedures are 
followed and certain terms are ful!lled. The Doha Declara-
tion on TRIPS and Public Health, adopted by the World Trade 
Organization in 2001, clari!es that all member states have the 

Legal Implications in Countries with 
Compulsory Licensing Rules 

right to grant compulsory licenses to protect public health and 
improve access to medicines.2 Compulsory licenses permit 
governments to grant someone other than the patent owner the 
right to produce the patented product or process without the 
owner’s consent if a certain amount of compensation is paid 
to the patent owner. These agreements are intended to provide 
safeguards against the lack of use of patents or misuse of patent 
holders’ monopoly rights that are detrimental to public health. 
Except in situations of national emergency or other cases of 
extreme urgency, the prospective licensee must negotiate with 
the patent holder and ask for a voluntary license on reasonable 
commercial terms before seeking a compulsory license.3

Compulsory licensing provisions are common in many 
patent systems, even though they are rarely implemented. 
The provisions are often used as a strategic tool to improve 
the negotiating position of a government toward a patent 
holder to improve access to a particular invention. The risk of 
enforcing compulsory licenses is that the routine use of com-
pulsory licenses may reduce innovation and investment by 
diminishing the value of a patent.4

Different governments employ compulsory licenses to 
different extents. In March 2012, the Indian Patent Of!ce 
controversially issued a compulsory license to an Indian 
company, Natco Pharma, allowing Natco Pharma to pro-
duce Bayer’s cancer drug Nexavar.5 The Indian Patent Of!ce 
based its decision largely on the grounds that the patented 
version of the drug is too expensive for most Indian patients, 
and that Bayer was producing inadequate amounts of the 
drug for the Indian market. In March 2013, the Intellectual 
Property Appellate Board (IPAB) upheld the Indian Patent 
Of!ce’s decision to grant a compulsory license for Nexavar.6 
Bayer had challenged the Indian Patent Of!ce’s grant of a 
compulsory license on several grounds, including that Natco 
Pharma had not made reasonable efforts to obtain a voluntary 
license.7 Bayer argued that Natco Pharma’s offer letter did not 
include terms and conditions and was more of a threat than a 
request for a voluntary license. In rejecting Bayer’s argument, 
the IPAB stated that rather than clearly rejecting Natco Phar-
ma’s request for a voluntary license, Bayer should have stated 
there was room for negotiation even though the amount stated 
by Natco Pharma was not considered to be a bargaining point 
by Bayer. The IPAB found that because of Bayer’s outright 
rejection of Natco Pharma’s offer, Natco Pharma had no obli-
gation to negotiate further and that the legal requirements for 
the granting of a compulsory license had been met.8 Bayer 
announced it will appeal the decision.9
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to license its technology may suggest that a market failure 
due to lack of use or misuse of monopoly rights is unlikely. A 
government may be less likely to take an active part in licens-
ing negotiations or compel the patent applicant to license its 
product based on the perceived willingness of the applicant 
to negotiate a license to its invention. The IPAB’s decision to 
uphold the Indian Patent Of!ce’s grant of a compulsory license 
for Nexavar was based in part on Bayer’s rejection of Natco 
Pharma’s request for a voluntary license.15 If Bayer had !led 
form PCT/IB/382 indicating its willingness to negotiate a vol-
untary license in India, it is possible that the IPAB may have 
ruled differently on this ground of Bayer’s argument.

It remains to be seen what effects, if any, !ling form PCT/
IB/382 will have in countries with governments that grant 
compulsory licenses. These potential implications will likely 
be clari!ed as more patent applicants !le form PCT/IB/382. 
It will be interesting to see if patent applicants exclude India 
from the list of countries available for licensing in efforts to 
avoid compulsory licensing in India. However, until more 
information is available regarding the effects of form PCT/
IB/382 in various countries, pharmaceutical companies 
should carefully evaluate the potential effects on a country-
by-country basis before !ling form PCT/IB/382, particularly 
as the effects relate to the application of compulsory licenses 
by different governments. 
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The United States Patent and Trademark Of!ce criticized 
the compulsory license as not complying with interna-
tional standards of patent law.10 However, this situation 
demonstrates that some governments are willing to grant 
compulsory licenses based not on a national emergency or 
other extreme circumstances, but based instead on the belief 
that a drug should be cheaper and broadly available to its 
citizens.11 It also highlights the importance of negotiation 
strategies, particularly in India.

In May 2012, China’s State Intellectual Property Of!ce 
issued new regulations stating that the government can 
order compulsory licenses for generic drugs when there is a 
“national emergency or any extraordinary circumstances, or 
for public interest purposes.”12 This provision gives the Chi-
nese government broad leeway to allow the manufacture of 
generic versions of drugs that are subject to patent protection. 
To date, no compulsory licenses have been granted in China.

The governments of other countries, such as Thailand, 
have issued compulsory licenses for generic versions of HIV 
drugs, while certain governments, like Japan’s, have regu-
lations allowing for compulsory licenses, but have never 
invoked these regulations.13

Implications of Filing Form PCT/IB/382
The recent implementation of a compulsory license in India 
and the possibility of compulsory licenses being used in key 
countries such as China and Japan raise concerns for global 
pharmaceutical companies. Companies should carefully 
consider the effects of !ling documents such as form PCT/
IB/382 indicating that their patent assets are available for 
licensing, particularly in these countries.

The consequences of !ling form PCT/IB/382 in countries 
with compulsory licensing provisions are unclear, but are worth 
considering. In countries that allow for compulsory licenses, 
!ling form PCT/IB/382 could be seen as a commitment or pre-
liminary agreement on the part of the patent applicant to license 
its technology in that country. If the patent applicant fails to 
take steps to negotiate a license in good faith, a government that 
grants compulsory licenses may view this as grounds for grant-
ing a compulsory license based on lack of use of a patent or 
misuse of a patent applicant’s monopoly rights. However, pub-
lishing a form stating that an application is available for licensing 
seems unlikely to create a preliminary agreement suf!cient to 
create an obligation to negotiate in good faith in the absence of 
additional communication between the two parties. For example,  
form PCT/IB/382 lacks many of the terms that are required for a 
!nal agreement, including the parties involved, the compensation 
for the license, and the duration of the license. However, as some 
jurisdictions, particularly those based on the civil law system, 
are willing to extend standards of good faith to negotiations,14 it 
is possible that indicating a willingness to license an application 
may create an obligation on the part of the patent applicant and 
that a breach of this obligation may be viewed as grounds for 
granting a compulsory license.

The counterargument could be made that !ling form PCT/
IB/382 makes it less likely that a government will issue a com-
pulsory license. The apparent willingness of a patent applicant 
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