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ABOUT THIS ISSUE BRIEF 
 
Over the past few months, India’s role as the pharmacy of the world has been in the 
spotlight as developing countries desperately seek COVID-19 vaccines even as the 
developed world has cornered most of the supply. India’s generic industry has for 
decades been a global supplier of safe, effective and affordable medicines and 
vaccines. India’s patent law has played a key role in this. But this was not always the 
case. A US Senate report in 1961 stated, “India, which does grant patents on drug 
products, provides an interesting case example. The prices in India for the broad 
spectrum antibiotics, Aureomycin and Achromycin, are among the highest in the 
world. As a matter of fact in drugs generally, India ranks among the highest priced 
nations of the world – a case of an inverse relationship between per capita income 
and the level of drug prices.” These patents were issued under the Patents and 
Designs Act, 1911, a colonial legacy.   
 

A combination of several actions including public sector investment in research 
laboratories and most importantly a complete overhaul of India’s patent law laid the 
foundation for modern India’s generic production prowess. Based on the fabled 
report by Justice N. Rajagopal Ayyangar, the Patents Act, 1970 was enacted that 

Graph 1: This graph shows the fall in prices of first line HIV treatment after the entry of generic competition. The red 
line in the graph tracks the prices charged by the originators while the grey line charts the prices offered by generic 
companies. Source: MSF 

http://babel.hathitrust.org/cgi/pt?id=mdp.39015006699972
http://14.139.60.114:8080/jspui/bitstream/123456789/980/10/The%20Indian%20Patents%20and%20Designs%20Act%2C%201911%20%2874-111%29.pdf
http://14.139.60.114:8080/jspui/bitstream/123456789/980/10/The%20Indian%20Patents%20and%20Designs%20Act%2C%201911%20%2874-111%29.pdf
http://www.delhihighcourt.nic.in/library/reports/Rajagopala_Ayyangar_Report_Report_on_patent_law.pdf
https://www.wipo.int/edocs/lexdocs/laws/en/in/in004en.pdf
https://msfaccess.org/untangling-web-antiretroviral-price-reductions-15th-edition


 
5 

Access to Medicines: 15 Years of India’s Patent Amendment Act 2005 
 

PART 1: Health Safeguards in India’s Patent Law 
 

allowed the grant of only process patents on pharmaceuticals for 5 or 7 year periods. 
Product patents give patent holders exclusive rights over the manufacture, sale, use, 
offer for sale and import of the patented product. Process patents, on the other hand, 
allow competitors to manufacture the same medicine through different processes. 
This approach of the 1970 patent law was a key factor in the growth of the Indian 
generic industry, which cemented its international reputation at the height of the 
AIDS epidemic. By the late 1990s, triple combination anti-retroviral (ARV) therapy 
was known to effectively treat HIV. But prices were in tens of thousands of dollars 
and millions died waiting for treatment as donations and other initiatives with the 
pharmaceutical industry fell far short of the need. Then in 2001, Indian generic 
company, Cipla announced that it could supply ARVs at a dollar a day. With no 
product patent barriers, generic companies could also combine three ARVs into one 
fixed dose combination (FDC) dramatically simplifying HIV treatment. With multiple 
generic producers, prices crashed from the (discounted) price of USD 10549 to less 
than USD 120 per person per year over the course of a decade. (See graph). Today, 
nearly 25 million people living with HIV are on treatment; estimates suggest that 
over 80% of them, including children, are on Indian generic ARVs. 
 
But in April 2005, the President of India gave his assent to wide-ranging 
amendments in India’s patent regime bringing in 20-year product patent protection 
on pharmaceuticals reversing decades of India’s approach to patents. The issues of 
access and affordability of medicines prompted Parliament to include several health 
safeguards as it amended the patent law. Fifteen years later, in the shadow of 
another pandemic, this issue brief examines the journey of these safeguards and 
whether they have stood the test of time. Part 1 of this Issue Brief will look at some 
of the key health safeguards in the Indian patent law and their evolution (or 
otherwise) over the years. Part 2 will look at the many attempts to bring in 
intellectual property protections greater than those required by the TRIPS 
Agreement or so-called TRIPS-plus measures in India. And finally, Part 3 will look 
at how intellectual property barriers and the safeguards in India’s patent law are 
playing out in the context of access to COVID-19 health technologies. 
 

PART 1: HEALTH SAFEGUARDS IN INDIA’S PATENT LAW 
 
In March 2005, the Indian Parliament found itself in the midst of heated discussions 
and negotiations over amendments to India’s Patents Act 1970. The Patents 
Amendments Act 2005 was the third and final set of amendments brought in by 
Parliament to comply with India’s obligations under the World Trade Organisation’s 
(WTO) Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS). 
The amendments followed an Ordinance passed hastily in December 2004 to meet 

https://data.unaids.org/pub/report/1998/19981125_global_epidemic_report_en.pdf
https://www.who.int/hiv/pub/prev_care/en/isbn9241210125.pdf?ua=1
https://www.nytimes.com/2001/02/07/world/indian-company-offers-to-supply-aids-drugs-at-low-cost-in-africa.html
https://msfaccess.org/untangling-web-antiretroviral-price-reductions-15th-edition
https://www.unaids.org/en/resources/presscentre/pressreleaseandstatementarchive/2020/july/20200706_global-aids-report
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2944814/
https://ipindia.gov.in/writereaddata/Portal/IPOAct/1_69_1_patent_2005.pdf
https://ipindia.gov.in/writereaddata/Portal/IPOAct/1_69_1_patent_2005.pdf
https://unctad.org/system/files/official-document/ictsd-idrc2006d2_en.pdf
https://www.wto.org/english/docs_e/legal_e/27-trips.pdf
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the TRIPS deadline of 1 January 2005 which 
attracted considerable criticism for not 
including crucial health safeguards.  
 
With considerable national and international 
concern from public interest groups and UN 
agencies  on the impact of the amendments 
on India’s ability to continue affordable 
generic supply, intense debates ensued in 
Parliament. In the course of these debates, 
several members of Parliament referred to 
the Doha Declaration on TRIPS and Public 
Health (Doha Declaration) that was adopted 
by all WTO members in November 2001.  
 
The Doha Declaration emerged from global 
outrage at a case filed by 39 multinational 
pharmaceutical companies against the 
South African government for amending its 
laws to provide easier access to generic 
ARVs through parallel imports and 
compulsory licensing. At the time South 
Africa was the country hardest hit by the 
AIDS epidemic with over 300,000 lives lost 
in 1997 when the government amended its 
law. While the drug companies eventually 
dropped their case after worldwide 
condemnation and campaigning, the case 
led to negotiations at the WTO with developing countries demanding a clear 
affirmation that WTO members had a right to use the several health and public 
interest safeguards they had negotiated at the time the WTO was being established. 
The Doha Declaration affirmed that the TRIPS Agreement did, in fact, include these 
provisions and many others that WTO members can include in their national or 
regional patent laws to address public health challenges. These provisions have 
come to be known as TRIPS flexibilities as an indication of the policy space available 
within the TRIPS Agreement for how countries implement their intellectual property 
protection obligations. As stated in the Doha Declaration, TRIPS “can and should be 
interpreted and implemented in a manner supportive of WTO members’ right to 
protect public health and, in particular, to promote access to medicines for all.” 
 

 “One major area where all of us have 
raised our criticism was the provision 
which helps the patent holder 
multinational companies for 
evergreening of patents. Sir, a company 
which obtains a patent by changing their 
chemicals, before the expiry of the 
patent, they will again apply for a patent 
and again get a patent. So, in this way, 
they will continue to get a patent for the 
same medicine.” 
 – Suresh Kurup, MP during the debate 
in the Lok Sabha on the patent law 
amendments on 22 March 2005.  
 
“We have gone far beyond what is asked 
of us. WTO gives us the right to protect 
our consumer rights in the name of 
public health. WTO agreed in 
November, 2001 that countries can 
issue compulsory licenses to permit the 
generic production of patented drugs 
without the patent holder's agreement 
in order to protect public health. But 
under this law, getting a compulsory 
license will be slow and difficult as it can 
be held up by challenges from 
multinational drug firms…”  
– Maneka Gandhi, MP during the 
debate in the Lok Sabha on the patent 
law amendments on 22 March 2005. 

http://www.mfcindia.org/mfcpdfs/MFC309.pdf
http://www.cptech.org/ip/health/c/india/amtc03182005.html
https://www.nytimes.com/2005/03/05/opinion/aids-drugs-threatened.html
https://www.taiwannews.com.tw/en/news/152616
http://www.cptech.org/ip/health/c/india/unaids03112005.html
http://www.cptech.org/ip/health/c/india/unaids03112005.html
https://indiankanoon.org/doc/1704755/
https://www.who.int/medicines/areas/policy/tripshealth.pdf?ua=1
https://www.who.int/medicines/areas/policy/tripshealth.pdf?ua=1
https://khn.org/morning-breakout/dr00004057/
https://khn.org/morning-breakout/dr00003973/
https://khn.org/morning-breakout/dr00003973/
https://journals.lww.com/aidsonline/fulltext/2016/03130/hiv_aids_in_south_africa__how_many_people_died.15.aspx
https://journals.lww.com/aidsonline/fulltext/2016/03130/hiv_aids_in_south_africa__how_many_people_died.15.aspx
https://i-base.info/htb/4380
https://www.southcentre.int/wp-content/uploads/2013/06/PB7_-Doha-Declaration-on-TRIPS-and-Health_-EN.pdf
https://www-dev.undp.org/sites/g/files/zskgke326/files/publications/Good%20Practice%20Guide-Improving%20access%20to%20treatment%20by%20utilizing%20public%20health%20flexibilities%20in%20the%20WTO%20TRIPS%20agreement.pdf
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The amendments finally passed by Parliament preserved or expanded several health 
safeguards from the 1970 law and included several TRIPS flexibilities (see table). Of 
the several safeguards in Indian patent law, the three that have attracted the most 
attention – the restriction on evergreening (Section 3(d)), patent oppositions (Section 
25) and compulsory licenses (Sections 84-100) – are discussed in Part 1 of this Issue 
Brief. 
 
1.  Section 3(D) and the Prevention of Evergreening 
 

No other provision in the 2005 
amendments has simultaneously 
attracted as much controversy, 
attention, admiration and criticism as 
the amended version of Section 3(d). 
TRIPS requires that patents be 
granted on products and processes 
that are novel, that demonstrate an 
inventive step and are industrially 
applicable. Additionally, both 
products and process should be 
considered to be patentable subject 
matter and should be sufficiently 
disclosed. These are considered to be 
the basic patentability criteria. How 
strictly they are interpreted and 
applied determines the quantity and 
quality of patents granted in a 
country.  
 

In 2001, the WHO noted that, “The difference between the number of new drugs 
(‘new chemical entities’) that are developed globally each year, and the number 
of patents awarded for new uses of a drug, processes, dosage forms, formulations 
and different forms of the same molecule, including patents on genes and 
genomic sequences is enormous. The latter is influenced by national legislation 
and practices. Yet because ‘new’ and ‘inventive’ are not defined, countries must 
establish their own criteria for these terms. They should recognize that 
patentability standards which are too broad can contribute to ‘evergreening’. This 
means that the effective patent life for a new medicine is extended beyond the 
20-year TRIPS minimum. Therefore, Ministries of Health must work closely with 
other ministries to formulate and/or revise national patent legislation to ensure 
that it takes public health needs into account.” (emphasis added). 

Section 3(d) of the Patents Act, 1970 

“3. What are not inventions. -The following are 
not inventions within the meaning of this Act,… 
(d) the mere discovery of a new form of a known 
substance which does not result in the 
enhancement of the known efficacy of that 
substance or the mere discovery of any new 
property or new use for a known substance or of 
the mere use of a known process, machine or 
apparatus unless such known process results in 
a new product or employs at least one new 
reactant.  
Explanation. - For the purposes of this clause, 
salts, esters, ethers, polymorphs, metabolites, 
pure form, particle size, isomers, mixtures of 
isomers, complexes, combinations and other 
derivatives of known substance shall be 
considered to be the same substance, unless 
they differ significantly in properties with regard 
to efficacy;” 
 

https://apps.who.int/iris/bitstream/handle/10665/66723/WHO_EDM_2001.2.pdf;jsessionid=1FA3117993FE73D7798E7C609107CEBD?sequence=1
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Section 3(d) was aimed at guarding 
against this common pharmaceutical 
industry practice of ‘evergreening’ 
referred to by the WHO – i.e. filing 
successive, multiple, overlapping patent 
applications on new forms or new uses 
of existing molecules. The patent 
thickets or clusters created around the 
molecules through this process of 
evergreening provides exclusive control 
for far longer than the original 20-year 
period and makes it difficult for 
competitors to navigate around patent 
claims to produce their own versions. 
Section 3(d) restricts patents on new 
forms of known substances unless a 
significant increase in efficacy can be 
demonstrated. The explanation to Section 3(d) provides a list of the new forms that 
the provision seeks to restrict. In addition, the provision also imposes a complete bar 
on patents for new uses of known substances (for instance discovering that a cancer 
drug can be used in the treatment of HIV as well).  
 
The outcome of an intense negotiation process, Section 3(d) was almost immediately 
put to the test. In September 2005, the Cancer Patients Aid Association (CPAA) filed 
a patent opposition challenging Swiss MNC Novartis’ patent application on a b-
crystalline form of imatinib mesylate. Sold under the brand name Glivec by Novartis, 
the medicine treats chronic myloid leukemia (CML). While Novartis’ global price for 
the drug was approximately INR 1.2 lakhs per person per month, Indian generic 
companies sold their versions for around INR 10,000 a month. CPAA was able to 
procure it at far lower prices. The patent office’s rejection of Novartis’ patent 
application in 2006 set off a series of appeals by the company challenging not only 
the rejection but Section 3(d) itself.  
 
This included a Constitutional challenge to Section 3(d) in the Madras High Court, 
which in 2007, upheld the provision stating,  “[W]e have borne in mind the object 
which the Amending Act wanted to achieve namely, to prevent evergreening; to 
provide easy access to the citizens of this country to life saving drugs and to 
discharge their Constitutional obligation of providing good health care to it's 
citizens”. The appeal on merits was then heard by the Intellectual Property Appellate 
Board (IPAB), which in 2009 also found against Novartis’ patent application on the 
grounds that it failed the test of Section 3(d). Eventually the case reached the 
Supreme Court, which saw recusals by two Supreme Court judges before months of 

“Section 3(d) of the Act has been used several 
times by the Indian patent office to deny 
patents for other trivial inventions, especially 
in the case of HIV/AIDS medicines. If Novartis’ 
appeal was upheld applicability of section 
3(d) would have been seriously 
compromised…It could also have opened the 
door for a flood of applications, many of 
which were not filed by companies because 
of the existence of Section 3(d). The Novartis 
judgment, thus, has implications for access to 
medicines not just for leukemia patients but 
for a whole range of patients — located not 
just in India but in over a hundred countries in 
Asia, Latin America and Africa — who are 
today able to access cheaper drugs made by 
Indian companies. 
 – Amit Sengupta, Jan Swasthya Abhiyan 
 

https://www.youtube.com/watch?v=G9CGZFFI1ww&ab_channel=ITPCGlobal
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/fact_sheet_2.pdf
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/fact_sheet_2.pdf
https://delhiscienceforum.net/supreme-court-judgment-on-novartis-case-vindication-of-lefts-principled-position-in-2005/
https://drive.google.com/file/d/1jdLmEhIj7U0h-isvrDxlgV_GUicotYJY/view?usp=sharing
https://indiankanoon.org/doc/994049/
https://indiankanoon.org/doc/266062/
https://www.casemine.com/judgement/in/5b2c81414a93261f9d353597
https://timesofindia.indiatimes.com/india/novartis-case-how-two-sc-judges-had-recused-themselves-from-the-case/articleshow/19334224.cms
https://delhiscienceforum.net/supreme-court-judgment-on-novartis-case-vindication-of-lefts-principled-position-in-2005/
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intense hearings took place in 2012. In its Special Leave Petition (SLP) in the Supreme 
Court, Novartis challenged the interpretation of Section 3(d) rather than the provision 
itself as it had done before the Madras High Court. The Supreme Court upheld the 
strict interpretation and application of Section 3(d) in its judgment delivered on 1 
April 2013. In its decision the court examined the history of the provision noting the 
Parliamentary debates as well as the letters written by UN agencies to the 
government expressing their concern of the impact India’s new product patent 
regime would have on global access to affordable medicines. The Supreme Court 
held that, “efficacy” in Section 3(d) meant “therapeutic efficacy” which must be 
interpreted strictly and narrowly and that Novartis’ patent application did not meet 
the test of the provision. 
 

 

TIMELINE OF THE NOVARTIS CASE 

1992:    First patent application covering imatinib and its salts filed in Switzerland; subsequently 
filed in US and EU. Application pre-dates WTO establishment. 

1998: Novartis files patent application on new form (b-crystalline form of imatinib mesylate) in 
India’s mailbox (Patent Application No.: 1602/MAS/1998) 

2001: Marketing approval for imatinib granted in India (and Australia)   

2003: Novartis granted Exclusive Marketing Rights (EMR) in India on imatinib 
2004: Novartis sues multiple generic companies under the EMR: Madras HC issues injunction; 

Bombay HC refuses injunction. Cancer Patients Aid Association challenges the EMR 
granted to Novartis in the Supreme Court.  

2005:  Patent Amendments Act 2005 passed. Mailbox opened and patent office starts 
examining Novartis patent application 

2006: Cancer Patients Aid Association files pre-grant opposition challenging Novartis’ patent 
application; patent office rejects patent application.  

2006: Novartis challenges patent application rejection in Madras High Court; also challenges 
constitutionality of Section 3(d) 

2007: Madras High Court upholds constitutionality of Section 3(d); appeal on merits moved to 
the Intellectual Property Appellate Board (IPAB)  

2009: Novartis loses appeal against patent application rejection at Intellectual Property 
Appellate Board; files Special Leave Petition (SLP) in the Supreme Court; challenges 
interpretation of Section 3(d) 

2013: Supreme Court dismisses Novartis’s appeal; upholds strict interpretation of  
Section 3(d)  

The Supreme Court’s decision in the Novartis case reaffirmed the importance of 
Section 3(d) as an integral part of the health safeguards introduced by Parliament in 

https://indiankanoon.org/doc/165776436/
https://worldwide.espacenet.com/publicationDetails/inpadocPatentFamily?CC=US&NR=5521184A&KC=A&FT=D&ND=3&date=19960528&DB=worldwide.espacenet.com&locale=en_EP
https://patentscope.wipo.int/search/en/detail.jsf?docId=WO1999003854&tab=PCTBIBLIO
http://www.pharmabiz.com/NewsDetails.aspx?aid=2139&sid=2
https://www.financialexpress.com/archive/emr-for-glivec-a-trips-dictated-cure/48648/
https://indiankanoon.org/doc/1454766/
https://indiankanoon.org/doc/50284/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC514198/
https://i-base.info/htb/7415#:~:text=18%20April%202005.,agrochem%20inventions%20for%201995%2D2005.
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2005. Despite this, its use by the patent office has been mixed according to two 
studies released in 2017. Between 2009 and 2016, of the 1,723 pharmaceutical 
patent applications rejected by the patent office, Section 3(d) was among the grounds 
in 771 cases. The use of the provision was particularly noticeable in the two years 
following the Novartis judgment. Indeed, as discussed in the next section, patients 
and public health groups have successfully used Section 3(d) and patent oppositions 
to prevent evergreening patents on key medicines. During the same time period 
however, 2,293 pharmaceutical patents were granted by the Indian Patent Office of 
which an estimated 72% were secondary patents for marginal improvements over 
previously known drugs including formulations, salts, esters, ethers, prodrugs, new 
uses, isomers, etc. This raises serious concerns that the implementation and 
application of Section 3(d) is undermining the purpose of the provision i.e. to 
safeguard against the practice of evergreening. 

2.  Patent Oppositions 
 

As noted above, India’s TRIPS compliance obligations arose in 2005. During the ten-
year transition period from the establishment of the WTO in 1995 to India’s deadline 
to comply with TRIPS, the country was required to establish a ‘mailbox’ facility for 
the filing of patent applications which would be processed in 2005. The mailbox 
ended up with nearly 10,000 patent applications on pharmaceuticals alone, 
highlighting the importance of the patent opposition provisions in the law. Patent 

Photo 1: Protests against Novartis' challenge to Section 3(d) in Delhi in January 2007. 
Photo Courtesy: Delhi Network of Positive People (DNP+).  
Note: Novartis’ challenge to Section 3(d) was reminiscent for many health groups of the case filed by multinational 
pharmaceutical companies against South Africa. A ‘Drop the Case’ campaign against the Novartis case quickly took hold in India 
and across the globe with health groups noting that the challenge to Section 3(d) would impact not just this particular case but 
patent applications on all medicines and on affordable access across the world.   
 

https://accessibsa.org/media/2017/12/Rejected-in-India.pdf
https://accessibsa.org/media/2018/04/Pharmaceutical-Patent-Grants-in-India.pdf
https://www.wto.org/english/tratop_e/dispu_e/cases_e/ds50_e.htm
https://www.researchgate.net/publication/282503229_Five_Years_into_the_Product_Patent_Regime_India's_Response
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challenges feature in the patent laws of most countries albeit in different forms. 
Patent oppositions allow third parties to challenge patent applications and/or 
granted patents before the patent office usually on the grounds that the application 
or patent does not meet patentability criteria. Patent laws can specify other grounds 
for challenge as well. Given the load of patent applications, oppositions can bring 
critical information and literature to the notice of overburdened patent offices and 
patent examiners and contribute towards improving the quality of patents granted.  
 
The 2005 amendments significantly expanded the grounds and standing in the patent 
opposition provisions of the law (Section 25). Any person can file a pre-grant patent 
opposition at any time before the grant of a patent. Post-grant oppositions are limited 
to “interested” persons and must be filed within a year of the grant. The patent law 
also has provisions for the revocation of patents by the government (including on 
grounds of public interest – Section 66) apart from revocation proceedings before the 
Intellectual Property Appellate Board (IPAB) or in court or as a counter-claim during 
infringement proceedings (Section 64).  
 
Pre-grant patent oppositions have been used extensively, and quite successfully, by 
health groups including people living with HIV, cancer groups and people with TB 
(See Table 1). Being open to any person, even groups from Brazil have filed pre-grant 
oppositions in India. Post-grant opposition proceedings, being more complicated and 
expensive have not been used as extensively. Post-grant oppositions are also more 
limited in that they can only be filed by a person “interested.” Whether patients and 
public interest groups are persons “interested” came up before the IPAB in a case 
involving a patent granted on a treatment for hepatitis C – pegylated interferon. A 
post-grant opposition filed by an NGO working with drug users was challenged by 
the patent holder, Swiss MNC Roche as lacking locus standi. The IPAB however found 
that, “…public interest is a persistent presence in intellectual property law and will 
not melt into thin air, nor dissolve. We therefore hold that the appellant who 
works for a community which needs the medicine is definitely a ‘person interested.’ 

 
Photo 2: People living with HIV and their allies rally after filing a patent opposition on the ARV tenofovir in May 2006.  
Photo courtesy: Delhi Network of Positive People (DNP+) 

https://www.wipo.int/scp/en/revocation_mechanisms/
https://www.patentoppositions.org/en/drugs/tenofovir-disoproxil-fumarate/patent_oppositions/4ffec286405b4e0002000005
https://www.casemine.com/judgement/in/574990d4add7b016e0f04b1b
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Patent opposition proceedings, at least in the initial years also saw oppositions being 
enthusiastically filed by Indian generic companies. But this trend has changed 
considerably in recent years with the entrenchment of the voluntary licensing model 
in India. Early indications of the use of voluntary licenses as a way for patent 
applicants to thwart or head off patent oppositions came in the case of the HIV 
medicine, tenofovir. In 2006, patent oppositions were filed in India by networks of 
people living with HIV (PLHIV) and generic companies against patent applications 
filed by US MNC Gilead Sciences on tenofovir. Gilead then offered voluntary licences 
to several generic companies for the supply of tenofovir in a limited number of 
developing countries. Several generic companies took these licences even though 
Gilead had no product patents on tenofovir as yet. A specific condition of the license 
was that they would support the issuing, maintenance and enforcement of Gilead’s 
patents, raising concerns that this would effectively prevent the generic companies 
filing patent challenges. Ultimately one generic company persisted with its patent 
opposition. In 2014, the situation repeated with the hepatitis C treatment sofosbuvir 
with Gilead issuing licenses to a select set of generic companies. Natco Pharma 
Limited did not get the license and filed patent oppositions on sofosbuvir. Natco was 
then included as a licensee and withdrew its patent opposition.  
 
Over the past decade, an international agency called the Medicines Patent Pool (MPP) 
has been facilitating voluntary licenses between patent holders and generic 
companies. While licenses from the MPP are published and do not contain no-
challenge provisions, they have been critiqued for, among other things, allowing 
patent holders to restrict the geographic coverage of licenses excluding several 
middle income countries from generic access; undermining or even preventing the use 
of TRIPS flexibilities including by preventing parallel imports and adding 
conditionalities on licensees for supply under compulsory licenses; and more broadly 
for entrenching the status quo of a flawed patent system. Regrettably, in its tenth 
year of operations in 2020 the MPP decided not to publish in full one of its licenses, 
giving up on one of its main positive features – 
transparency. As voluntary licenses continue to 
be issued by the MPP or are agreed bilaterally 
between companies, fewer and fewer patent 
challenges on key medicines are being filed by 
generic companies. This has left the burden of 
challenging questionable pharmaceutical 
patents largely on the shoulders of health 
groups.  
 
The importance of the patent opposition mechanism was highlighted in an empirical 
study of pre-grant oppositions filed between 2007-2014. The study found that 101 

"We opposed the patent application 
on nevirapine hemihydrate (syrup) 
to ensure that it remains available 
for our children and to make sure 
that the government doesn’t say it is 
too expensive to provide,"  
- P Kousalya, president of PWN 
 

https://i-base.info/htb/3145
https://i-base.info/htb/3145
https://i-base.info/htb/2923
https://www.keionline.org/20730
https://www.keionline.org/20730
https://economictimes.indiatimes.com/industry/healthcare/biotech/pharmaceuticals/cipla-lends-support-to-anti-patent-drive/articleshow/1614624.cms?from=mdr
https://www.thehindu.com/business/Industry/natco-moves-to-oppose-gilead-hepatitis-c-drug-patent/article5905958.ece
https://www.business-standard.com/article/companies/ipa-natco-withdraw-opposition-to-gilead-s-drug-115091300385_1.html
http://lists.healthnet.org/archive/html/e-drug/2011-10/msg00016.html
https://donttradeourlivesaway.wordpress.com/2011/07/22/open-letter-from-thai-civil-society-one-step-forward-two-steps-back-the-agreement-between-the-medicine-patent-pool-and-gilead-sciences-inc/
https://www.twn.my/title2/intellectual_property/info.service/2011/ipr.info.110701.htm
http://www.i-mak.org/wp-content/uploads/2017/10/ITPCI-MAK-TheBroaderImplicationsoftheMPPandGileadLicensesonAccess-FINAL25-7-2011.pdf
http://infojustice.org/archives/42830
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2755189
https://timesofindia.indiatimes.com/business/india-business/India-rejects-Boehringers-AIDS-drug-patent-plea/articleshow/3146786.cms
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of 155 patent opposition decisions resulted in rejection, withdrawal or abandonment 
of the patent application i.e. a success rate of 65.16%. And as the table below 
demonstrates, many of the rejections relate to life-saving medicines.  
 
Unfortunately, as with the concerns on the application of Section 3(d) by the patent 
office, recent years have also seen questionable decisions in patent opposition 
proceedings, most notably in the case of the crucial hepatitis C drug, sofosbuvir. 
Health groups and some generic companies filed patent oppositions to a key patent 
application filed by Gilead on sofosbuvir. In 2015, the patent office announced the 
rejection of the patent application. Gilead challenged the rejection on the ground that 
the hearing before the patent office was under the provision for a hearing requested 
by the patent applicant when the examination report is adverse (Section 14, Patents 
Act 1970) and not under the provision related to patent oppositions (Section 25, 
Patents Act 1970). Gilead claimed it did not have the opportunity to respond to the 
grounds raised in the patent oppositions that appeared to have been incorporated in 
the rejection order. Notably, Gilead admitted that it had received the patent 
oppositions. The Delhi High Court, observing that issuing notice to Gilead under both 
Sections 14 and 25 would have been the better course of action to avoid allegations 
of bias, asked the patent office to re-examine the patent application. For the second 
patent examination, the case not go back to the same patent examiner, the patent 
oppositions were unsuccessful and the patent was granted. While an appeal is 
pending in the matter, an investigative story in the media quoted patent office officials 
saying that the first patent examiner received a dressing down from higher officials 
as his rejection came just weeks before a high profile visit by the US President. 
 

TABLE 1: EXAMPLES OF SUCCESSFUL PATENT OPPOSITIONS BY NETWORKS OF 
PEOPLE LIVING WITH HIV AND HEALTH GROUPS 

Medicine Who has 
applied for 
the patent 
and where 

Who has opposed the Patent 
Application 

What is the status of 
the Patent 
Application 

Imatinib mesylate 
Cancer treatment 

Novartis 
Chennai 

Cancer Patients Aid Association  Patent Application 
Rejected  

Zidovudine/ 
lamivudine 
First-line ARV 

GSK 
Kolkata 

Manipur Network of People living 
with HIV/AIDS, Indian Network for 
People living with HIV/AIDS  

Patent Application 
Withdrawn 

Nevaripine 
Hemihydrate (syrup) 

Boehringer 
Ingelheim  

Positive Womens Network and 
Indian Network for People living 

Patent Application 
Rejected  

https://www.patentoppositions.org/en/drugs/sofosbuvir/patent_office_decisions/58f750adfb1640496000003c
https://indiankanoon.org/doc/153209321/
https://www.patentoppositions.org/en/drugs/sofosbuvir/patent_office_decisions/58f75342fb16404960000048
https://caravanmagazine.in/vantage/indian-official-rejected-gilead-patent-forced-out
https://www.patentoppositions.org/en/home
https://www.patentoppositions.org/en/drugs/imatinib/patent_office_decisions/50063e5e8521a20002000008
https://www.patentoppositions.org/en/drugs/zidovudine-slash-lamivudine/patent_office_decisions/4fb9849b04a7f96c1300000e
https://www.patentoppositions.org/en/drugs/nevirapine/patent_office_decisions/4fb98fb804a7f96c13000014
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First-line ARV  Delhi with HIV/AIDS 

Tenofovir Disoproxil 
Fumarate or TDF 
Preferred first -line 
ARV 

Gilead 
Sciences  
Delhi 

Delhi Network of Positive People 
and Indian Network for People living 
with HIV/AIDS; Brazilian 
Interdisciplinary AIDS Association 
(ABIA) and Sahara (Centre for 
Residential Care and Rehabilitation)  

Patent Application 
Rejected  

Amprenavir 
Second-line ARV 

GSK 
Delhi 

Uttar Pradesh Network of Positive 
People and Indian Network for 
People living with HIV/AIDS 

Patent Application 
Deemed Abandoned 

Atazanavir 
Second-line ARV 

Novartis  
Chennai 

Karnataka Network for People Living 
with HIV and AIDS and Indian 
Network for People living with 
HIV/AIDS  

Patent Application 
Deemed 
Abandoned; Patent 
Application on 
Bisulphate Rejected  

Abacavir 
Second-line ARV  

GSK 
Kolkata 

Indian Network for People living 
with HIV/AIDS 

Patent Application 
Withdrawn  

Lopinavir 
Second-line ARV 

Abbott  
Mumbai 

Delhi Network of Positive People, 
Network of Maharashtra by People 
living with HIV and AIDS and Indian 
Network for People living with 
HIV/AIDS  

Patent Application 
Rejected  

Lopinavir/Ritonavir 
(Soft Gel) 
Second-line ARV 

Abbott  
Mumbai 

Delhi Network of Positive People, 
and Indian Network for People living 
with HIV/AIDS 

Patent Application 
Deemed Abandoned 

Lopinavir/Ritonavir 
(Tablet) 
Second line ARV 

Abbott  
Mumbai 

I-MAK Patent Application 
Rejected  

Ritonavir 
Second-line ARV 

Abbott  
Mumbai 

Delhi Network of Positive People, 
and Indian Network for People living 
with HIV/AIDS 

Patent Application 
Deemed Abandoned 

Valgancyclovir 
(post-grant) 
Opportunistic 
Infection medicine  

F 
Hoffmann-
La Roche  
Chennai 

Delhi Network of Positive People,  
Tamil Nadu Network of Positive 
People and Indian Network for 
People living with HIV/AIDS 

Patent: Product 
claims  Revoked 

Pegylated Interferon 
alpha 2b (post-
grant) Hepatitis C 
treatment 

F 
Hoffmann-
La Roche  
Chennai 

Sankalp Rehabilitation Trust  Patent Revoked  
 
 
 

https://www.patentoppositions.org/en/drugs/tenofovir-disoproxil-fumarate/patent_office_decisions/4ffec3e1405b4e0002000009
https://www.patentoppositions.org/en/drugs/amprenavir/patent_office_decisions/4fc78fb204a7f9689a000003
https://www.patentoppositions.org/en/drugs/atazanavir/patent_office_decisions/4fb9739404a7f96c13000005
https://www.patentoppositions.org/en/drugs/atazanavir/patent_office_decisions/4fb9739404a7f96c13000005
https://www.patentoppositions.org/en/drugs/atazanavir/patent_office_decisions/4fb9739404a7f96c13000005
https://www.patentoppositions.org/en/drugs/abacavir/patent_office_decisions/50096335ec3d8a0002000005
https://www.patentoppositions.org/en/drugs/lopinavir/patent_office_decisions/4fb50fc104a7f913cf00000a
https://www.patentoppositions.org/en/drugs/lopinavir-slash-ritonavir/patent_office_decisions/4fa900bb04a7f928bf000018
https://www.patentoppositions.org/en/drugs/lopinavir-slash-ritonavir/patent_office_decisions/4fa8c58504a7f928bf000001
https://www.patentoppositions.org/en/drugs/ritonavir/patent_office_decisions/4fb3b10b04a7f95c9f000003
https://www.patentoppositions.org/en/drugs/valganciclovir/patent_office_decisions/4fd3d33804a7f973b2000015
https://www.casemine.com/judgement/in/574990d4add7b016e0f04b1b
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3.  Compulsory Licenses 
 
A compulsory licence (CL), as the name suggests, is a license issued by the 
government without the consent of the patent holder to allow another company to 
manufacture, import, sell, offer to sell or use a patented product or process. There are 
several ways a compulsory licence may be issued. A manufacturer interested in 
making a patented medicine must wait three years after a patent has been granted 
and can then apply for a compulsory licence on various grounds, including that the 
patented medicine is not available or is not reasonably priced. This application 
requires prior negotiations with the patent holder (Section 84, Patents Act 1970). A 
compulsory licence can be issued in circumstances of national emergency, extreme 
urgency or for public non-commercial use. This specifically includes public health 
crises related to HIV, TB, malaria and other epidemics. There is no requirement for 
prior negotiations with patent holders (Section 92, Patents Act 1970). A compulsory 
license predominantly for export can be issued if a country with limited manufacturing 
capability issues a compulsory licence, or in any other way allows the import of 
medicines patented in India (Section 92A, Patents Act 1970). And finally, the law 
authorises the government to use a patented medicine for the purposes of the 
government (Section 100, Patents Act 1970). There are several conditions, including 
the payment of royalty, that are attached to compulsory licences.  
 
The first attempt to use the compulsory licensing provisions of India’s patent law 
came within two years of the 2005 amendments. In 2007 a compulsory license 
application for  export of a generic version of a patented cancer medicine, erlotinib, 
to Nepal was filed with the patent office. Compulsory licenses predominantly for 
exports became part of the TRIPS Agreement as a response to the Doha 
Declaration’s direction to the TRIPS Council to establish a method by which countries 
with little or no manufacturing capacity could access patented medicines from 
exporting countries. Prior to this TRIPS required that compulsory licenses be granted 
predominantly for the domestic market. The resulting TRIPS Council Decision that 
put in place a mechanism to allow for compulsory licenses for export has been 
critiqued as being overly cumbersome and procedural. The decision is often referred 
to as the August 30th Decision and after the approval of two-thirds of the WTO 
membership, in 2017, it became the first amendment to the TRIPS Agreement as 
Article 31 bis. Section 92A of India’s Patents Act is considered to be one of the most 
straightforward provisions incorporating the August 30th Decision. Yet, the 
proceedings before the patent office for a compulsory license to export erlotinib to 
Nepal got bogged down in multiple hearings just on the question of whether the 
patent holder had a right to be heard. An order solely on this question was passed in 
July 2008, 10 months after the application was filed. The application was eventually 
withdrawn. 

https://apps.who.int/iris/bitstream/handle/10665/272977/Country-experiences-TRIPS-Part1.pdf?sequence=1&isAllowed=y
https://www.rediff.com/money/2008/jan/16drug.htm
https://www.rediff.com/money/2008/jan/16drug.htm
https://www.who.int/medicines/areas/policy/tripshealth.pdf?ua=1
https://www.who.int/medicines/areas/policy/tripshealth.pdf?ua=1
https://msfaccess.org/neither-expeditious-nor-solution-wto-august-30th-decision-unworkable
https://www.ip-watch.org/2017/01/23/official-trips-health-amendment-effect-first-ever-wto-agreement/
https://www.wto.org/english/docs_e/legal_e/31bis_trips_04c_e.htm#5
https://www.ip-watch.org/2008/03/14/tussle-over-participation-in-india-compulsory-licence-hearing/
https://www.ip-watch.org/2008/03/14/tussle-over-participation-in-india-compulsory-licence-hearing/
https://www.livemint.com/Companies/ptTTNsQ4InCP8Y8avJ305J/Natco-withdraws-plea-on-making-patented-cancer-drugs.html
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It was only in March 2012 that the Indian Patent 
Office issued India’s first, and so far, only 
compulsory licence. The CL was issued on a 
patent on sorefanib tosylate, a drug used in the 
treatment of kidney and liver cancer. The 
multinational German company, Bayer 
Corporation filed a patent application for the 
drug in 1999 in the US; in India it was granted 
the patent in 2008. It also received marketing 
approval for India in 2008 though the drug had 
been launched internationally in 2005. Bayer 
imported the medicine and was selling it at INR 
2,88,000 per person per month. The 
compulsory license was granted to the 
applicant Natco Pharma Ltd with a 6% royalty 
rate. Natco committed to selling the drug at INR 8,800, providing it free of cost to 
600 patients per year and undertook not to export it. An interesting aspect of this 
case was that another generic company, Cipla had already launched its version of 
this drug (a so-called ‘at-risk’ launch) and was being sued by Bayer for infringement. 
Cipla was charging INR 30,000 per person per month and then announced a new 
price of INR 6840 per person per month to compete with Natco’s price under the CL. 
Interestingly, even though Bayer was suing Cipla for infringement, in the CL 
proceedings it attempted to use the supply of sorefanib tosylate by Cipla to counter 
arguments that there were problems in supply and pricing. The Patent Controller 
however noted that this was irrelevant to the proceedings. 
 
Bayer unsuccessfully appealed the CL decision all the way to the Supreme Court. Yet, 
there are two noteworthy aspects of the Patent Controller’s decision and the appeals. 
The first relates to the royalty rate, which compared to compulsory licenses issued by 
other countries is quite high at 6%. It was even higher than the royalty rates in most 
voluntary licenses. On appeal, this rate was further revised upwards to 7% by the 
IPAB. This despite Bayer refusing to reveal how much it actually spent in research 
and development (R&D) on this drug although they were asked this in every forum – 
by the Patent Controller, the IPAB and the Bombay High Court. It is interesting to 
note that the voluntary license issued by Gilead to generic companies on sofosbuvir 
shortly after these developments on the CL specified a royalty rate of 7%.  
 
The second interesting aspect related to one of the grounds quoted by the Patent 
Controller in the CL decision – on the local working of the patent. The Patent 
Controller noted that under Indian law, a patent must contribute to the promotion of 
technology and transfer of technology. Bayer argued that import was sufficient for 
local working and that economies of scale were not available for it to manufacture 

“From its very nature a right cannot 
be absolute. Whenever conferred 
upon a patentee, the right also 
carries accompanying obligations 
towards the public at large. These 
rights and obligations, if religiously 
enjoyed and discharged, will 
balance out each other. A sight 
imbalance may fetch highly 
undesirable results. It is this fine 
balance of rights and obligations 
that is in question in this case.”  
– From Patent Controller’s Decision 
granting the compulsory license for 
sorefanib in 2012  
 

http://www.gnaipr.com/CaseLaws/Controller%20Order%20-%2012032012.pdf
https://www.dnaindia.com/business/report-cipla-takes-a-risk-rolls-out-bayer-s-cancer-drug-1369109
https://m.economictimes.com/industry/healthcare/biotech/pharmaceuticals/bayer-drags-cipla-to-court-over-patent/articleshow/5720613.cms
https://www.reuters.com/article/cipla-cuts-generic-nexavar-price-idINDEE84208Z20120503
https://www.reuters.com/article/cipla-cuts-generic-nexavar-price-idINDEE84208Z20120503
https://www.livemint.com/Companies/L0sMOCyuJL21M9vNGLhFkM/Supreme-Court-dismisses-Bayers-special-leave-petition-again.html
https://apps.who.int/iris/bitstream/handle/10665/272977/Country-experiences-TRIPS-Part1.pdf?sequence=1&isAllowed=y
http://www.gnaipr.com/CaseLaws/Controller%20Order%20-%2012032012.pdf
http://www.gnaipr.com/CaseLaws/OA352012PTMUM.pdf
https://indiankanoon.org/doc/28519340/
https://www.gilead.com/-/media/files/pdfs/other/form-ar-hcv-license-agmt-gild-11202017.pdf?la=en&hash=EA13A53F28CE66946255B7369B57EEFE
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the drug locally. The Patent Controller on the other hand noted that local manufacture 
could have also been achieved through a license to a local company and included this 
as a ground for issuing the CL was issued. On appeal, this issue was addressed in 
detail by the Bombay High Court. While the Indian government argued that local 
manufacture was necessary to meet the objectives of local working, the Bombay High 
Court held that this may not always be the case though the onus would be on the 
patent holder to establish why local manufacture is not feasible and if there is a 
satisfactory explanation then the requirement of local working could be met through 
imports.  

 
The sorefanib compulsory license decision led to announcements of price cuts of 
other patented medicines. Predictably, it drew the wrath of the patent holder, the 
MNC pharmaceutical industry and developed countries. Bayer’s CEO was quoted 
saying, “we did not develop this product for the Indian market, let’s be honest. I 
mean, you know, we developed this product for Western patients who can afford 

 

NATCO Pharma Ltd v. Bayer Corporation,  
Compulsory License Application No. 1 of 2011 

Snapshot of claims and counter-claims in the CL proceedings 
 
Reasonable Requirements of the Public 
• NATCO contended that the need for sorefanib tosylate was for 24,000 patients or 70,000 

boxes.  
• Bayer estimated that the number of patients in need were 8842 or 27,000 boxes.  
• As of 2011, Bayer, had imported and sold only 539 boxes of the treatment.  
• Decision: The Patent Controller noted that the patient need could be anywhere between 

8842 to 24,000 patients. With patients requiring 3 boxes each, going by their own 
estimates, Bayer’s imports covered a little over 2% of patients in need. The Patent 
Controller found that the Patentee’s conduct of not supplying the drug as per the 
requirements of the public “is not at all justifiable.” 

 
Reasonably Affordable Price  
• Bayer argued that “reasonable” pricing must be with reference to the public AND patent 

holder; the price was high because of cost of research and development and in 2010 Bayer 
spent USD 1.8 billion or 16% of net sales in R&D; and that the high price is required to 
fund future research 

• NATCO showed that Bayer got tax credits in the US for developing the drug and that in 
2006, Bayer had earned USD 165 million dollars (equal to all R&D outlay from 1994 to 
2004); overall it had earned a total of 1.2 billion dollars within 3 years of marketing 
approval.   

• Decision: The Patent Controller held that reasonably affordable had to be ascertained 
predominantly in reference to the public and that the previous four years sales showed 
that at the price of Rs. 2,88,000 Bayer was able to sell only a fraction of the treatment 
needed by the public showing that the price is not affordable. 

 

https://indiankanoon.org/doc/28519340/
https://www.livemint.com/Companies/biLIvDFsDo7YVmXzElUBzJ/Compulsory-licensing-sets-off-a-wave-of-price-cuts-in-cancer.html
https://www.keionline.org/22414
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this product, quite honestly.” While Indian government officials took public positions 
to strongly defend the compulsory license, in 2016, an industry body claimed that it 
had been privately assured by the government that compulsory licenses for 
commercial purposes would not be issued. These reports led to a notice from the 
National Human Rights Commission (NHRC) which noted that, "If the Government, 
… grants compulsory license to manufacture a particular drug, it would increase 
access to more affordable generic versions of the same bringing much needed 
solace to the thousands of the people. Providing an affordable healthcare system 
is a basic bounden duty of any Government. It is a matter of concern that two 
applications for grant of compulsory license to manufacture generic medicines for 
treatment of diabetes and cancer were rejected last year." The rejected 
applications mentioned by the NHRC were filed by generic companies on dasatinib 
and diabetes medicine saxagliptin. The government rushed to clarify that no such 
assurance had been given.  
 
Attempts were also made by the Ministry of Health and Family Welfare (MoHFW) to 
utilize compulsory licensing. In 2013, MoHFW recommended to the Ministry of 
Commerce and Industry that compulsory licenses be issued on three drugs: 
trastuzumab and ixabepilone (both used in the treatment of breast cancer) and 
dasatinib (used for the treatment for CML, particularly when imatinib stops working). 
At the time trastuzmab’s discounted price was around INR 1,00,000 per vial while 
dasatinib was sold at around INR 1,65,000 per month. Subsequently, following an 
application for the revocation of the patent in public interest by the CPAA, Swiss 
MNC Roche did not renew its patent on trastuzumab while ixabepilone was 
considered unsafe. The recommendation for a CL on dasatinib, however, continued 
but two years of back-and-forth between the ministries did not seem to go anywhere.  
 
In 2018, health groups wrote to the Indian government asking for a compulsory 
license to be issued on bedaquiline, a treatment for multi-drug resistant tuberculosis 
(MDR-TB). Patented by Johnson & Johnson, the best discount available to some 
countries at present is USD 272 for a 6-month course of treatment while estimates 
suggest that even with a profit, generic prices could be as low as USD 48 for 6 
months. It is unclear if this call for a CL has been considered or discussed within 
government. In 2020, a public interest litigation was filed before the Bombay High 
Court asking for compulsory licenses to be issued for bedaquiline as well as another 
MDR-TB drug delamanid patented by Otsuka Pharmaceuticals.  
 

4.  Concerning Trends 
 

During the Parliamentary debates on the 2005 amendments, the then Minister of 
Commerce and Industry asserted that prices of medicines would not increase and 

https://thewire.in/health/india-assures-the-us-it-will-not-issue-compulsory-licences-on-medicines
https://nhrc.nic.in/press-release/nhrc-takes-serious-view-india-restraining-production-cheaper-versions-generic
https://ipindia.gov.in/writereaddata/Portal/News/355_1_Order_30October2013.pdf
https://ipindia.gov.in/writereaddata/Portal/News/33_1_2-compulsory-license-application-20jan2016.pdf
https://www.reuters.com/article/us-india-patents-usa-idUSKCN0WP0T4
https://dipp.gov.in/sites/default/files/lu4384.pdf
https://timesofindia.indiatimes.com/business/india-business/cancer-drug-may-lose-patent-shield/articleshow/29965162.cms
https://lawyerscollective.org/lawyers-collective-in-solidarity-with-tobeka-daki/
https://thewire.in/health/patient-groups-worldwide-press-india-to-issue-compulsory-licenses-for-tb-drugs
https://thewire.in/health/patient-groups-worldwide-press-india-to-issue-compulsory-licenses-for-tb-drugs
http://www.stoptb.org/gdf/drugsupply/bedaquiline.asp
https://academic.oup.com/jac/article/72/4/1243/2884272?login=true
https://www.theleaflet.in/bombay-hc-directs-centre-to-decide-representation-seeking-compulsory-licenses-to-two-patented-anti-tb-drugs/
https://www.theleaflet.in/bombay-hc-directs-centre-to-decide-representation-seeking-compulsory-licenses-to-two-patented-anti-tb-drugs/
https://www.tribuneindia.com/2005/20050324/main4.htm
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that the Bill would not “make anything happen tomorrow.” Fifteen years later, that is 
certainly not the case; prices of patented medicines are exorbitant as this table from 
a 2018 study demonstrates. 

 
The reluctance of the government to strictly implement Section 3(d) and to issue 
compulsory licenses is of great concern. As of 2019, patented medicines in India are 
also exempt from price control for a period of five years. Whether the cost of patented 
medicines will be borne by government programmes like Ayushman Bharat is also 
unclear. This leaves patients and their families to their own devices to deal with high 
priced patented medicines. Crowdfunding appeals for drugs priced in crores for 
patients with rare diseases in particular are becoming increasingly common. This is a 
distressing position for the pharmacy of the developing world to find itself in.  

TABLE 2: PRICES OF MONOPOLY MOLECULES 

MOLECULE UNIT FOR PRICE MAXIMUM 
PRICE, RS 

THERAPEUTIC GROUP  SALES, 2015-16, 
RS MILLION 

Cabazitaxel 60 Mg Injection 1 Ml 3,30,000.00  Anti-Neoplastics  81.58 

Trabectedin 1 Mg Injection 1,21,485.68 Anti-Neoplastics 2.62 

Cetuximab 500 Mg Infusion 50 Ml 1,01,110.00 Anti-Neoplastics 15.88 

Ixabepilone 45 Mg Injection 71,175.00 Anti-Neoplastics 1.59 

Nimotuzumab 50 Mg Injection 10 Ml 51,241.92 Anti-Neoplastics 82.23 

Alteplase 50 Mg Injection 1 49,899.00 Blood related 435.36 

Bevacizumab 100 Mg Injection 41,250.00 Anti-Neoplastics 509.75 

Tocilizumab 400 Mg Injection  40,600.00 Anti-Neoplastics 0.55 

Botulism Sera 500 IU Injection 1 31,500.00 Vaccines 3.37 

Abatacept 250 Mg Injection  30,000.00 Pain/Analgesics 5.38 

Poractant Alfa 240 Mg Injection  19,396.55 Respiratory 6.20 

Posaconazole 40 Mg Oral 
Suspension 105 Ml 

17,440.00 Anti-Infectives 61.59 

Rasburicase 1.4 Mg Injection 14,423.07 Anti-Neoplastics 
(Detoxifying agents) 

5.07 

Cladribine 10 Mg Injection 13,400.00 Anti-Neoplastics 22.95 

Source: Sudip Chaudhari, Impact of Product Patents on Pharmaceutical Market Structure and Prices in India, Indian 
Institute of Management Calcutta, WPS No. 813/September 2018. 

https://www.nytimes.com/2005/03/24/world/asia/india-alters-law-on-drug-patents.html
https://www.iimcal.ac.in/sites/all/files/pdfs/wps_813.pdf
https://pharmaceuticals.gov.in/sites/default/files/Gazette%20Notification_DPCO.pdf
https://www.thehindu.com/news/national/karnataka/16-crore-drug-is-the-hope-for-sma-patients/article33815217.ece
https://drive.google.com/file/d/1fvlTkvtC1ijdDW-USs2u7lKWIXNTgmwe/view?usp=sharing
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PART 1: Health Safeguards in India’s Patent Law 
 

Access to Medicines: 15 Years of India’s Patent Amendments Act 2005 
Part 2: TRIPS-plus measures: Litigation, lobbying, trade agreements 

Over the past 15 years, the safeguards in the Indian law have faced significant 
pressure from the MNC pharmaceutical industry and developed countries 
practically since they came into effect in 2005. While the Novartis case took aim 
at Section 3(d) and thanks to a high profile global campaign is quite well-known, 
this was not the only litigation filed by MNC pharma to increase the levels of 
patent protection on medicines in India. Developed countries like the US and EU 
have consistently applied bilateral pressure; in the case of the US, its annual 301 
report places India on its watchlist every year for the safeguards in the patent 
law. This bilateral pressure takes more concrete form in trade agreement 
negotiations. India’s negotiations with Japan, the European Union, the European 
Free Trade Association and as part of the Regional Comprehensive Economic 
Partnership have all featured TRIPS-plus demands like patent term extensions, 
data exclusivity and TRIPS-plus intellectual property enforcement. The slow 
creep of TRIPS-plus provisions in India over the past 15 years is discussed in 
greater detail in Part 2 of this Issue Brief to be published in July 2021.  

 
 

Access to Medicines: 15 Years of India’s Patent Amendments Act 2005 
Part 3: TRIPS-minus: the COVID-19 Conundrum 

This brings us to 2020 – the year when the COVID-19 pandemic swept the 
globe. Not since the AIDS epidemic has global attention been so focussed on 
the impact of intellectual property protections on access not just to medicines 
but all sorts of health technologies; personal protective equipment, diagnostics, 
vaccines and medical equipment. As crucial as health safeguards and TRIPS 
flexibilities have proven over the past few decades in ensuring access to 
treatment, the COVID-19 pandemic has highlighted their deficiencies as well. 
Safeguards like the ones discussed in this Part 1 of this Issue Brief work on a 
drug by drug, patent-by-patent basis. With a swift moving, infectious disease, 
this approach would bear fruit far too late. India, jointly with South Africa, has 
therefore petitioned the WTO’s TRIPS Council for a waiver of all intellectual 
property protection on COVID-19 health technologies. Why is this waiver 
crucial? And what barriers have IP protections already created in relation to 
COVID-19? These issues will be discussed in Part 3 of this Issue Brief to be 
published in August 2021. 



 
 

 

 

 

 


