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• Section 1:  ABSTRACT: Briefly describe your contribution: (limit 300 words) 
 

This contribution calls for radical reform of global and national intellectual property norms on 
medical technologies for all health needs. It focuses on progressive realization of the right of health 
and universal, equitable, and affordable access to needed health technologies.  This contribution must 
be considered in combination with other contributions dealing more explicitly with the need to 
provide adequate funding and effective incentive systems for innovation, for example, the R&D 
Agreement contribution put forward by MSF, KEI, and others.  Efforts to scale back IP rules must be 
complemented by alternative means to provide resources needed to develop and market products 
meeting essential health needs.  
 
The current system of global norms requiring strong patent, data, and copyright protections for health 
technologies results in exclusive rights that ordinarily preclude competition and grant supra-
competitive pricing power to right holders. Right holders seek high prices to provide resources for 
future research and development, marketing, infrastructure, and investor returns.  These high prices 
are unaffordable to the vast majority of the world’s population even in rich countries.  Moreover, this 
system fails to produce medicines for health needs where markets are not lucrative. 
 
This contribution calls for eventually exempting all health technologies for all health conditions from 
IP protections in international, regional, bilateral, and national law.  It calls for an explicit exemption 
of medical technologies from patent, copyright, and data protections in the WTO TRIPS Agreement, 
in trade agreements, and in national legislation.  It calls for unenforceability of investor rights 
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concerning health technologies.  It is designed to encourage robust competition at efficient 
economies-of-scale leading to lowest, possible sustainable pricing and reduced supply interruptions.  
Generic producers would be required to meet global good practice in manufacturing and distribution.  
Nonetheless, to be implementable, policy makers must also replace IP protections with other 
incentives to resource health-driven innovation. 
 

 
CALL FOR CONRIBUTIONS – SUBMISSION FORM 
 

• Section 2:  YOUR CONTRIBUTION (limit 3,000 words) 
 

Please ensure that your contribution takes into consideration the criteria as outlined in the Call for 
Contributions, including:  

- Impact on remedying policy incoherence 
- Impact on public health 
- Impact on human rights 
- Implementation 

 

Introduction – Statement of the Problem 
 
The global human rights regime contains an enforceable right to health, including the right of access 
to essential medicines and to the benefits of scientific advancement.  These rights are enforceable 
against one’s own State, but there are also international obligations imposed on other States, 
multilateral institutions, and private entities to respect and protect the right to health.  The current, 
overlapping regimes of intellectual property rights (IPRs) interfere with the progressive realization of 
the right to health and of access to health technologies, most commonly for poorer people, but 
increasingly for people everywhere, even in rich counties.  The current intellectual property (IP) 
system fails to deliver both optimal innovation and universal access to needed medical technologies.   
 
On the innovation side, IPRs are inefficient in several ways: (1) health R&D is driven by market 
returns from wealthy countries and wealthy patients, not health needs; (2) certain health condition 
and certain populations, including poor people, children, and marginalized populations, are 
neglected; (3) R&D is often focused on gaining market share and advantage rather than on patient 
needs; (4) R&D is conducted secretly and in silos producing duplication, waste, and tunnel vision; 
(5) too little research is focused on basic science and long-horizon research; (6) patenting of research 
tools and platforms retards downstream research; (7) patent thickets thwart incremental, follow-on, 
and break-through innovation; and (8) lax patent standards lead to the proliferation of R&D efforts 
focused on trivial, secondary patents that extend periods of exclusivity.  Contrary to the claims of 
right holders, governments, and industry-sponsored think tanks, enhanced IP protections do not 
contribute to development in most low- and middle-income countries and do not promote direct 
foreign investment, indigenous innovation, technological growth.  In fact, the vast majority of health 
technology patent claims are filed by large transnational firms (with the growing exception of China).   
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More problematically, global, regional, bilateral, and national IP regimes adversely affect universal, 
equitable, and affordable access to health technologies, which should be treated as a global public 
good. An IP-based system of exclusive rights gives medical technology right holders the power to 
exclude competition and to set prices at what the market will bear.  When the market impacts health, 
and indeed life itself, the monopoly right holder has an even stronger upper hand.  These right 
holders, driven by the goal of maximizing profits, usually set very high prices affordable only to 
those who are rich, who have medical insurance, or who have governments that can afford to procure 
the technology.  Disproportionately high – indeed exclusionary – prices (compared to per capita 
income), even when such prices are ‘tiered’, are particularly problematic in low- and middle-income 
countries with high degrees of income inequality, meaning that the vast number of people who are 
poor go without.   In economic terms, this is called dead-weight loss – in real world health terms, it 
can just mean death.  In the current system of IP maximalization, right holders decide what price they 
charge, where they market, and what quantities they will produce.  Pharmaceutical right holders also 
have strong incentives to engage in what is euphemistically called product “life-cycle” management, 
namely efforts to evergreen existing patent exclusivity with secondary patents on minor modification 
of the chemical/biologic entity, the formulation, and/or dosage; new uses, and new processes. Finally, 
the monopoly rents available on medical technologies encourages right holders to seek longer and 
stronger forms of IP protection nationally, regionally, and internationally through trade agreements 
and otherwise – the IP ratchet always spirals upward. 
 
Proposed IPR reform concerning medical technologies 
 
This contribution explicitly supports and is supplemental to the R&D Agreement contribution 
submitted by MSF, KEI, and others that focuses on rationalizing and strengthening incentives, and 
legal frameworks for R&D, that promote innovation and access to health technologies.  However, 
this contribution focuses primarily on access and calls for the dismantling of global, regional, 
bilateral, and national IP regimes that negatively impact the global community’s access needs.  It 
focuses on patents, the most obvious and important source of exclusivity for right holders, but also on 
data and regulatory market exclusivities and linkages, trade secret law, and trademark and copyright 
protections, which are increasingly embedded in operating systems of diagnostics and other health 
technologies.   
 
At present, the vast majority of countries are members of the World Trade Organization.  As 
members, they are subject to the minimum standards of IP protections set forth in the Agreement on 
Trade Related Aspects of Intellectual Property Rights (TRIPS).  Although there are transition periods 
that still apply to least developed country members, most WTO members are now subject to the 
whole panoply of IPRs and IP enforcement mechanisms set forth in TRIPS.  As such, for IP barriers 
to be dismantled on health technologies, it will be necessary to amend or otherwise supersede 
TRIPS’s application to those technologies.  The proposed non-application of TRIPS to medical 
technologies could be accomplished as follows: 
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Article 6bis:   
Exhaustion and Non-Application to Medical Technologies 

 
1.  For the purposes of dispute settlement under this Agreement, subject to the provisions in  
Articles 3 and 4 nothing in this Agreement shall be used to address the issue of exhaustion of 
intellectual property rights. 
2. Nothing in this Agreement shall apply to medical technologies as defined. 
 
Definition of medical technologies:  pharmaceutical and biologic products, vaccines, diagnostics, and 
related health technologies. 
 
Article 7bis 

Right to health and other objectives 
 

The protection and enforcement of intellectual property rights should contribute to the promotion of 
technological innovation and to the transfer and dissemination of technology, to the mutual 
advantage of producers and users of technological knowledge and in a manner conducive to social 
and economic welfare and to the fulfillment of the human right to health, and to a balance of rights 
and obligations.  Members shall not implement the Agreement in a manner that weakens the 
promotion or protection of the right to health and of access to health technologies. 
 
Article 13 bis 

Exemptions, limitations and exceptions 
 

Members shall confine limitations and exceptions to exclusive rights to certain special cases which 
do not conflict with a normal exploitation of the work and do not unreasonably prejudice the interests 
of the right holder.  This section shall not apply to copyrights, trademarks and related rights1 
embedded in health technologies, including the systems of internet or other transmission of health-
related information from a health technology elsewhere. 
 
Article 27(1) bis 
 
Subject to the provisions of paragraph 2, 3, 6, and 7, patents shall be available, whether for products 
or processes, in all fields of technology, except health technologies, provided that they are new, 
involve an inventive step and are industrially applicable.   
 
Article 27(4) bis 
 
Members shall exclude health technologies. 
 

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
1	  The	  issue	  of	  falsification	  of	  source	  of	  medical	  technologies	  should	  be	  addressed	  by	  regulatory	  
authorities.	  
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Article 39.3bis 
 
3. Members, when requiring, as a condition of approving the marketing of pharmaceutical or of 
agricultural chemical products which utilize new chemical entities, the submission of undisclosed test 
or other data, the origination of which involves considerable effort, shall protect such data against 
unfair commercial use.  In addition, Members shall need not protect such data against disclosure, 
except where such disclosure is necessary to protect the public in the public interest, or unless steps 
are taken to ensure that the data are protected from unfair commercial use. 
 
In addition to amending the TRIPS Agreement, it will be necessary to formally amend multiple 
regional and bilateral trade and economic partnership agreements and investment treaties/provisions.  
Many regional and bilateral trade agreements contain IPR provisions similar to those in the TRIPS 
Agreement and/or provisions that are TRIPS-plus.  These agreements are binding on parties, so to 
achieve the desired IPR reform, such agreements need to be amended to remove IPR protections on 
health technologies.  There are far too many such agreements to list or discuss, but reform must be 
undertaken.  Similarly, it will be necessary to reform the WIPO Patent Cooperation Treaty to exempt 
health technologies from patent filings and to do the same with respect to the Harare Protocol 
(relating to the African Regional Intellectual Property Organization), the Bangui Agreement (relating 
to the African Intellectual Property Organization), the Eurasian Patent Convention (affecting the 
Eurasian Patent Organization), and any other relevant regional patent processing entities.   
 
Addressing agreements on IPRs is not enough unless investment agreements are also amended to 
remove investor protections on health technologies.  Just as there was a carve-out for Tobacco in the 
recently negotiated Trans-Pacific Partnership Agreement (however imperfect), there could be a new 
and stronger carve out for health technologies.  At present, more and more investment agreements 
directly cover IPRs and give foreign investor rights to bring private investor-state-dispute-settlement 
(ISDS) claims directly to private arbiters.  These new IPR enforcement rights are particularly 
dangerous as they give right holders powers to directly challenge government IP policy and decisions 
that adversely impact their expectation of unbridled profits, as is currently claimed in the US$500 
million Eli Lilly v. Canada ISDS case. 
 
To complete the reform process, it will be necessary to revise IP laws at the national level to 
incorporate the health technology exclusion.  This will be an enormous undertaking technically and 
politically, even more so where IP is constitutionally protected.  Even in these circumstances, if the 
interests of inventors and creators are adequately protected under a new R&D incentive system, then 
constitutional requirements may well be satisfied.  Similarly, protecting the interests of creators and 
sometimes inventors under international human rights regimes does not require resort to IPRs.  The 
economic and attributional interests of inventors and creators can be met through other means. 
 
The medical innovation system needs robust funding and effective incentive systems to reward 
researchers and product developers.  However, the removal of IP barriers is designed to create a 
global market for health technologies, not the fragmented markets that result from more modest IP 
reform efforts, e.g., opposition systems, compulsory licenses, and voluntary licenses. Moreover, a 
health technology terrain without IPRs encourages follow-on research, product optimization, and 
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technology adaptation.   Countries could phase out IP protections at the same time they scale up other 
measures – voluntary or mandatory that are coordinated globally – that seeks to reward innovation 
through other incentives.  An aggregated global market would promote competitive markets for 
producers who could manufacture at efficient economies-of-scale and simultaneously guarantee more 
redundant and secure sources of supply.  Public policy measures might be needed to ensure a healthy 
and sustainable market, including prices controls where competition is weak, emerging, or dying, and 
to prevent price collusion and other anticompetitive behaviors.  Procurement systems should be 
coordinated and calibrated to help guarantee the maintenance of sustainable and competitive markets, 
while allowing for the eventual obsolescence of particular health technologies.    
 
In addition, countries need to impose rigorous product registration standards and procedures and 
post-market surveillance to guarantee the safety, quality, and efficacy of health technologies.  
Although regional harmonization of regulatory standards and procedures might certainly be 
desirable, all countries should seek to ensure that health technologies are produced and distributed 
pursuant to globally accepted good practice standards. 
 
A potential side benefit of the removal of IP protections on health technologies is the accelerated 
development of health technology capacity in low- and middle-income countries.  Although the goal 
of total national or even regional health-technology capacity might be elusive, domestic 
manufacturers will have substantially more freedom to operate in an IPR-free zone.  These 
opportunities would certainly strengthen technological capacity in low- and middle-income countries. 
Countries could focus their R&D efforts on domestic needs and on optimization, adaptation, and 
repurposing of existing health technologies to local realities.   
 
Impact on Policy Coherence 
 
The current IP system creates pervasive global incoherence between the right to health and the 
monopoly interests of IP right holders, except to the extent that the patent system and related data 
protections and medical technology copyrights incentivize some R&D that focuses on market returns.  
Global health interests with respect to all medical conditions would be advanced if IP barriers did not 
preclude better-targeted R&D and greatly expanded access to much more affordable health 
technologies.  The resulting savings could not only be poured back into R&D incentive mechanisms 
that better target and reward innovation that responds to essential health needs, they would also allow 
government and individual investments in other priority areas, including health promotion and 
spending on other public, merit, and private goods. 
 
Impacts on Public Health 
 
The impacts on public health will be enormous.  If replaced by a robust R&D incentive system that 
does not rely upon market monopolies, the elimination of IPR barriers would not only provoke more 
therapeutically targeted research benefitting all people with respect to all health conditions, it would 
lead to a revolution in access to health-promoting and health-sustaining technologies.  For the first 
time, if health technologies were as affordable as possible, it would be possible to prevent and treat 
human illness and disease universally and equitably.  No longer would access be dependent solely on 
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place of birth, national income, or personal wealth.  Health spending on health technologies would in 
all probability decrease substantially allowing even more cross-subsidization of health promotion, 
prevention, treatment, and cure both internationally and domestically. Allocating funding to needs 
driven R&D, whether to basic research, push funding or pull incentives, would reward true 
innovation.  Instead of rationing health technologies, as currently being done for hepatitis C, 
countries would for the first time be able to consider true universal access.  Universal access is 
particularly important in overcoming the scourge of infectious diseases, where treatment for all 
provides herd immunity for diseases like HIV, tuberculosis, malaria, hepatitis, and now Zika.  No 
longer would neglected diseases like Ebola be neglected.  Research could be targeted not only on 
neglected diseases but neglected populations such as pregnant women and children, and the resulting 
health technologies could be more widely and equitably available.  Similarly, the painful global 
disregard of chronic non-infectious diseases in low- and middle-income countries could be addressed.  
Instead of newer cancer, arthritis, and orphan disease medicines, e.g., Kadcyla and Solaris, being 
priced at astronomical levels – unaffordable even in rich countries, these newer medicines could be 
offered more widely and more affordably.  
 
Impact on Human Rights 
 
Since the right to health and the right of access to well-adapted, affordable health technologies of 
assured quality are fundamental, the elimination of IPRs on health technologies will greatly enhance 
the ability of duty bearers to fulfill their human rights obligations.  Cash strapped payers across the 
globe, even rich ones, are struggling to keep pace with price escalation of health technologies.  
Poorer countries simply cannot do so without price concessions and even then only with donor 
assistance in purchasing health technologies.  But increasingly middle-income countries, where 70-
plus percent of the global poor live, cannot afford IP-based prices on essential health technologies.  
Excessive pricing leads to rejecting needed technologies, rationing, and/or diverting funds from other 
critical areas of public and private investment.  Under conditions of scarcity, exacerbated by high 
prices, equity is often sacrificed.  Not only are the poor and harder to reach rural populations often 
left behind, but also politically unpopular persons and groups are often excluded from health 
services.  Regrettably, in many contexts, women and children are left behind as their health needs are 
neglected. 
 
The elimination of IPRs on health technologies would greatly impact the actions of other States and 
private corporations that at this point are too often focused on increasing IP protections and 
extracting excess profits.  The temptation to negatively impact the right to health and the legal tools 
to do so are dismantled under this IP reform proposal.  In this new era, private companies succeed 
and are rewarded for R&D that serves the public interest, research that has added diagnostic, 
therapeutic, and preventative value.  Countries would no longer be subject to the relentless lobbying 
of IP-based health technology companies and can instead work more proactively towards to the 
global public good of best attainable health for all. 
 
Implementation 
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Politically, this is likely to be the most challenging and difficult contribution received by the High 
Level Panel.  In a nutshell, it will disrupt the business model of a very rich and powerful set of 
industries that survive and thrive on a steady and increasing rich diet of expansive IP protections.  
Moreover, many of these industries have succeeded in capturing the political leadership of their home 
countries to advance their IP hegemony both domestically and abroad.  However, there is a new 
recognition and a growing clamor that pharmaceutical prices are escalating out of control, as are 
medical costs more generally. There is increased inequality within and between countries, with clear 
impacts even in wealthy countries.  Even political elites are beginning to hear the public outcry and 
are responding to the excesses of monopoly pricing. The innovation reforms previously proposed, 
including for an R&D treaty, cannot succeed unless IP protections for health technologies are 
simultaneously dismantled.  Parenthetically, it may well be that this contribution would have greater 
chances of success if it were broadened to cover other global public goods including green/climate-
control technologies, educational and scientific resources, agricultural and food resources and 
technologies, and digital technologies. 
 
This contribution and its proposal for major IP reform – indeed IP dismantling – needs to be raised 
within the UN system.  It may be that there are more gradual reform possibilities along the way, for 
example, a moratorium on the enforcement of the TRIPS Agreement with respect to health 
technologies, preliminary exclusion of IP protections for essential medicines, compensation and 
liability schemes in place of exclusive rights, stronger research exceptions and compulsory licensing 
opportunities, etc.  What is clear is that the current push for TRIPS-plus IP protections is 
unsustainable.  As a starting point, there should clearly be a moratorium on TRIPS-plus demands in 
trade agreements.  Similarly, it is clear that all countries, rich and poor, should amend their IP 
regimes to take advantage of all TRIPS-permissible flexibilities.   Nonetheless, these incremental 
reforms do not go far enough to overcome policy incoherence that undermines innovation, the right 
to health, and public health more broadly.  The time for incrementally and eventually dismantling an 
ineffective, inequitable, and dangerously expensive IP regime on health technologies has come. 
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