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Public Citizen submits the following comments in response to the request by the Office of the 

United States Trade Representative (USTR) for “written submissions from the public concerning 

foreign countries’ acts, policies, or practices that are relevant to the decision whether a 

particular trading partner should be identified under Section 182 of the Trade Act.”  

 

Public Citizen is a national, 501(c)3 nonprofit consumer advocacy organization founded in 1971 

to represent consumer interests in Congress, the executive branch and the courts. We have 

400,000 members and supporters. Public Citizen’s Global Access to Medicines Program works 

with partners worldwide to improve health outcomes through use of pharmaceutical cost-

lowering measures including generic competition.  

 

The following comments are drawn from our experience providing technical assistance to public 

agencies, particularly in developing countries, with regard to patent and other intellectual 

property (IP) rules, to protect access to medicines. We begin with principles that we believe 

should inform any 301 review. We describe several relevant provisions of the World Trade 

Organization’s (WTO) Agreement on Trade-Related Aspects of Intellectual Property (TRIPS), 

including flexibilities we believe are sometimes overlooked. Then we proceed to discuss several 

countries’ use of TRIPS-compliant flexibilities to advance public interests.  

Principles 

Public Citizen takes note of commitments articulated in past Special 301 Reports that “the 

United States respects a trading partner’s right to protect public health and, in particular, to 

promote access to medicines for all,” and “the United States respects its trading partners’ rights 

to grant compulsory licenses in a manner consistent with the provisions of the TRIPS 

Agreement.”1 We support these commitments, which echo the WTO’s unanimous 2001 Doha 

                                                
1
 See pages 25 of the 2014 Special 301 Report.  

 



 

Declaration on the TRIPS Agreement and Public Health. 

Nevertheless, past Special 301 Reports have frequently cited countries for exercising public 

health rights and other flexibilities enshrined in the TRIPS Agreement and Doha Declaration.  

For example, past Special 301 Reports have frequently criticized countries for issuing TRIPS-

compliant pharmaceutical compulsory licenses. In some cases the criticism is direct. In others, 

the references are oblique or come in the form of pledges to monitor the situation. In each case, 

the mere reference is important—it is a form of sanction and an inappropriate warning against 

countries exercising established rights to promote public health. It is inconsistent with the 

Special 301 Report’s stated commitments and with United States commitments under WTO 

rules.  

The Trade Act does not require any exercise akin to the Special 301 Report. Too frequently, the 

Special 301 Report is used to inappropriately assert U.S. political influence, at the behest of 

private interests, to undermine public health measures in developing countries. For these 

reasons, we believe the Special 301 Report should be discontinued in its entirety. Nevertheless, 

the balance of our comments addresses specific Special 301 Report practices that can and 

should be improved.  

General commitments to principles asserted by the United States in the Special 301 Report are 

not necessarily meaningful unless borne out by the Report’s review of specific country practices. 

Public Citizen invites the USTR and all agencies engaged in the Special 301 Report process to 

make meaningful U.S. commitments to protecting public health, by omitting expressed or 

implied references to countries’ public interest practices that comply with international treaty 

obligations.  

We suggest the following principles to support this modest reform:  

 

The Special 301 Report should omit any reference, whether expressed or implied, to any 

country’s TRIPS-compliant policies that advance a public interest. USTR should not 

sanction such policies directly, nor should it sanction such policies indirectly, for example, 

through imprecise references to failings in transparency or intellectual property protection or 

through otherwise unwarranted elevation in a country’s watch list status. 

 

The Special 301 Report should not list countries for not adopting U.S. policy preferences 

if those countries have no bilateral or international obligation to adopt the same. Even if 

the Special 301 Report continues to cite countries for TRIPS-compliant policies, Special 301 

should not list a country for the absence of a policy that the country is not bound to uphold. For 

example, a country should not be criticized for declining to adopt a policy analogous to data 

exclusivity or patent linkage if that country does not have an agreement with the United States 

expressly and specifically requiring the same.  

 

The Special 301 Report should not criticize countries for a lack of transparency or due 

process, unless such criticism clearly articulates the alleged violation of a TRIPS 



 

standard. The TRIPS Agreement provides not only substantive standards, but also standards 

for transparency and due process. It is clearly inappropriate to list (and thereby sanction) a 

country for an allegedly non-transparent practice, if the criteria for the listing is itself non-

transparent and not articulated.  

 

The Special 301 Report should not address ancillary policies such as pharmaceutical 

pricing unless those policies are specifically alleged to be discriminatory. The Trade Act 

covers non-intellectual property policies only if they “deny fair and equitable market access to 

United States persons that rely upon intellectual property protection.” As pointed out by Sean 

Flynn at American University,2 if such a policy does not discriminate against American firms or 

violate an international agreement, it is not appropriate to mention it in the 301 Report.  

 

The Special 301 Report should treat public policy disagreement as a matter of clearly 

lower priority than criminal activity. If, in spite of the principles above, the Special 301 Report 

nevertheless cites countries for their TRIPS-compliant public policies, such country choices are 

clearly less objectionable than the prevalence of criminal activity, such as alleged trade secret 

theft. The 301 Report should clearly reflect this ordering of priorities. Pharmaceutical or other 

public policy disagreements should never land a country on the Priority Watch List. The 

301 Report should not conflate policy disagreement and allegedly criminal activity.  

 

At a bare minimum, even if the Special 301 Report subjects wealthy countries to criticism 

for TRIPS-compliant public interest policies, developing countries should be given 

greater leeway.  

 

Criticism in the Special 301 Report should be accompanied by express and clearly 

articulated criteria. If a critique is too vague to be disproven, as we would argue has been the 

case in past Special 301 Reports, then it is manifestly unfair.  

 

We apply these principles to our analysis regarding intellectual property issues in the several 

countries noted below.  

  

Antecedents: The TRIPS Agreement 

 

The WTO’s TRIPS agreement reserves to signatory nations certain sovereign rights and 

flexibilities. TRIPS allows for diversity in the methods of implementing its provisions. Members 

are not obliged to adopt standards that are more extensive or onerous than the ones articulated 

in the TRIPS Agreement. TRIPS leaves countries room to adopt national policies that favor 

public interests, competition, encouragement of foreign direct investment (FDI), technology 

transfer, and stimulation of local innovation. 

 

The ‘objectives’ introduced by TRIPS Article 7 as well as the “principles” within Article 8 
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 See Sean Flynn, Special 301 Post-Hearing Submission, Responding to Questions from the Committee, available at 
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accommodate factors that are necessary for the interpretation and implementation of the rights 

and obligations under the Agreement. These provisions are as effective as the other provisions 

of the TRIPS Agreement which indicate its object and purpose. 

 

The objectives of Article 7 explicitly reference “the promotion of technological innovation and … 

the transfer and dissemination of technology, to the mutual advantage of producers and users of 

technological knowledge.” 

 

Article 8.1 notes that “Members may … adopt measures necessary to protect public health and 

nutrition, and to promote the public interest in sectors of vital importance to their socio-economic 

and technological development.”  

 

The principles enumerated in Article 8 must be borne in mind during the national law 

legitimization process. Article 8 facilitates specific actions taken by the members regarding 

policy issues such as protecting public health or adopting measures against abuse of IP. 

Therefore, it is regarded as a tool that can potentially provide a basis for broader exceptions 

than Article 7. 

 

At the 2001 WTO Doha Ministerial Conference, WTO Members, including the United States, 

unanimously agreed upon a Declaration on the TRIPS Agreement and Public Health.3 The 

Doha Declaration states: 

  

We agree that the TRIPS Agreement does not and should not prevent 

members from taking measures to protect public health. Accordingly, while 

reiterating our commitment to the TRIPS Agreement, we affirm that the 

Agreement 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.4 

 

The flexibilities in the TRIPS Agreement enable governments to mitigate—through the 

enactment of appropriate legislation and regulations—the negative impact that intellectual 

property rules may have on the realization of the right to health. 

 

Patent-Eligible Subject Matter and Patentability Criteria  

 

Article 27.1 of the TRIPS Agreement employs the substantive notion of “invention”:  

 

Subject to the provisions of paragraphs 2 and 3 [exclusions from patentability], patents shall be 

available for any inventions… 

 

TRIPS does not define the term "invention." One crucial TRIPS flexibility is the ability of a WTO 
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 Adopted November 14, 2001, and available at: 

http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm (emphasis added). 
4
 Doha Declaration, Paragraph 4. 
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Member to determine for itself what constitutes an “invention.” 

 

The United States excludes certain subject matter from its definition of invention. For example, 

the U.S. Supreme Court has ruled that isolated DNA is not an invention, and therefore not 

patent eligible subject matter.5  

 

If the subject matter of a patent claim does not constitute an invention, i.e., not patent-eligible, 

then, by definition, it may not be patented, even if the subject matter claimed otherwise satisfies 

the criteria of novelty, inventive step, and capacity for industrially application. The subject matter 

eligibility analysis is separate from, and precedes, the analysis of whether a claimed invention 

satisfies these patentability criteria.  

 

According to Article 1.1, WTO Members may determine substantive requirements in accordance 

with their own local systems and practices. Article 27.1 does not provide definitions for “novelty,” 

“inventive step,” or “capable of industrial application.” WTO members are free to define these 

three patentability criteria. The article clarifies in a footnote that the term “industrial application” 

is meant to be synonymous with “useful.” However countries are still free to determine what 

either term means.  Nothing prevents WTO members from applying rigorous patentability 

criteria to ensure high-quality patents. 

 

Compulsory Licenses  

  

The Doha Declaration states: 

  

Each member has the right to grant compulsory licenses and the freedom to determine 

the grounds upon which such licenses are granted.6 

 

Procedurally, countries are not obligated to engage in prior negotiation with patent 

holders if licenses are designated for public non-commercial use (also known as 

government use).  

  

Data Protection  

 

TRIPS Article 39 covers the “protection of undisclosed information”, which relates broadly to 

what are sometimes called trade secrets. It does not require “data exclusivity,” which prevents 

regulators from relying on a pharmaceutical company’s data to evaluate competing products. 

Instead, Article 39.3 only requires "protection of undisclosed test data on new chemical entities, 

(the collection of which involved considerable effort) against disclosure unless steps are taken 

to ensure that the data is protected against “unfair commercial use.” In other words, it is a 

protection against data disclosure, not against data use, and is not designed to confer 

government-protected monopoly marketing periods.  
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 Ass'n for Molecular Pathology v. Myriad Genetics, Inc., 133 S. Ct. 2107 (U.S. 2013). 

6
 Doha Declaration, Paragraph 5(b).  



 

The North American Free Trade Agreement (NAFTA) includes a similar passage, but also a 

paragraph specifically preventing regulators from relying on an originator’s data for a reasonable 

period. The U.S. sought the inclusion of a provision in TRIPS based on this NAFTA paragraph. 

This proposed provision was excised from the TRIPS Dunkel Draft in 1991 and never restored 

to the Final TRIPS Act of 1994. 

 

The refusal of TRIPS drafters to adopt the NAFTA provision is one of several factors 

demonstrating their intention to provide for data protection, not data exclusivity, in TRIPS.  

 

Country Recommendations 

 

ARGENTINA 

Argentina was placed on the 2016 Special 301 Priority Watch List. The USTR “remains 

concerned that Argentina does not appear to be providing adequate protection against the 

unfair commercial use, as well as the unauthorized disclosure, of undisclosed test or other data 

generated to obtain marketing approval for pharmaceutical products.”  

The USTR also says: “To be patentable, Argentina requires that processes for the manufacture 

of active compounds disclosed in a specification be reproducible and applicable on an industrial 

scale. Industry also asserts that Resolution 283/2015, introduced in September 2015, limits the 

ability to patent biotechnological innovations based on living matter and natural substances, 

including biologics (aka vaccines). These measures limit the ability of companies investing in 

Argentina to protect their IP rights and appear inconsistent with international practice.”   

Data Protection  

Argentina is not part of any regional or bilateral treaty that requires exclusivity over clinical trial 

data. Argentina is obligated only to protect undisclosed clinical trial data against unfair 

commercial use and disclosure under Article 39.3 of the TRIPS Agreement. Protection of clinical 

test data is available under Argentina’s “Confidentiality Law” (Decree 24,766). 

According to Section 4 of the Confidentiality Law, information proving the efficacy and safety of 

the product submitted to the local regulatory authority is protected against any dishonest 

commercial use, provided that the requirements of Section 1 and Article 39.2 of the TRIPS 

Agreement are met (i.e., secrecy, commercial value because of the secrecy, and the adoption of 

reasonable steps to keep the information secret). Generic competitors do not have access to 

the confidential information submitted by the applicant.  

In the event that third parties gain access to the information in a manner that is contrary to 

honest commercial practices, the information holder has the right to request preliminary 

proceedings to prevent the disclosure of such information or to prevent it from being acquired or 

used by any third party, and to claim compensation for the damages caused (Sections 11 and 

12).  



 

In 2000, the U.S. requested WTO consultations with Argentina concerning Argentina’s legal 

rules on data protection in Law 24,766 and Regulation 440/98. The dispute was settled by 

mutual consent without any change in Argentine legislation.7   

The Special 301 Report should not cite Argentina for its TRIPS-compliant protection of 

undisclosed test data.  

 

Patent Examination Guidelines  

In 2012, Argentina adopted guidelines for examining patent applications relating to 

pharmaceutical products and processes (Joint Regulation Nos. 118/2012, 546/2012, and 

107/2012, issued on May 2, 2012 by the Argentine Patent Office together with the Ministries of 

Industry and of Health; published in the Official Gazette on May 8, 2012), that advise patent 

examiners in assessing the patentability requirements of applications relating to pharmaceutical 

products and processes, as well as the use of pharmaceutical products. Pharmaceutical patent 

applications for polymorphs, salts, and formulations—the so-called evergreening patents—do 

not contribute to innovation, and they restrict access to affordable medicines. A proper and 

TRIPS-compliant application of patentability standards would prevent the grant of the “poor 

quality” evergreening patents, and it would promote the objectives introduced by TRIPS Article 

7, as well as the principles within Article 8. 

Argentinian guidelines do not intend to modify the standards of patentability established by the 

Argentinian patent law (Law No. 24,481 modified by Law No. 24,572, Decree 260/96), or to 

introduce additional standards. Instead, they aim to ensure the correct application of those 

standards in view of the specific nature of the claimed subject matter and the public health 

relevance of the decisions: “Patents are granted or denied on the basis of the consideration for 

each application of the conditions for patentability contained in patent legislation: novelty, 

inventive step and industrial applicability, as well as the rules pertaining to what are considered 

to be inventions and which inventions are excluded from patentability in accordance with that 

legislation.8” 

Patent examination guidelines are key to ensuring thorough implementation of patentability 

criteria. International Centre for Trade and Sustainable Development (ICTSD), World Health 

Organization (WHO) and United Nations Conference on Trade and Development (UNCTAD) 

published draft guidelines to contribute to the improvement of examination of pharmaceutical 

inventions, particularly in developing countries.  

 

The Special 301 Report should not cite Argentina for its TRIPS-compliant patent examination 

guidelines.  
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 Arias Eduardo, PPT on “Guidelines for the examination of patentability of chemical-pharmaceutical 

inventions,” INPI, Argentina, 2014 



 

 

BRAZIL 

Brazil remained on the 2016 Special 301 Watch List. The USTR expressed concerns about the 

National Sanitary Regulatory Agency’s (ANVISA) review of pharmaceutical patent applications 

and claimed that it “still lacks transparency, exacerbates delays of patent registrations for 

innovative medicines, and has prevented patent examination by the National Institute of 

Intellectual Property (INPI).” The USTR also claimed that, “while Brazilian law and regulations 

provide for protection against unfair commercial use of undisclosed test and other data 

generated to obtain marketing approval for veterinary and agricultural chemical products, similar 

protection is not provided for pharmaceutical products.”   

Transparency  

Article 1.1 of the TRIPS Agreement provides that “[m]embers shall be free to determine the 

appropriate method of implementing the provisions of this Agreement within their own legal 

system and practice.” Members of the WTO are allowed to use principles and rules of their 

domestic legal systems for implementing their TRIPS obligations. This option has also been 

made available in several other provisions such as Article 16.1, Article 41.4, and Article 44.2. 

The members can introduce practices and change existing ones, provided that the new 

practices comply with the principles and provisions of the Agreement.  Brazil created new 

practices aiming at implementing its TRIPS obligations to examine pharmaceutical patents.9  

 

Patent applications that are filed for pharmaceutical products or processes are forwarded, after 

a request for examination is filed, from the INPI directly to ANVISA for examination based on 

public health issues. 

 

On May 13, 2013, ANVISA published an internal Orientation Guide detailing how 

pharmaceutical product and process patent applications are screened by its examiners. 

According to the Orientation Guide, a patent application falling within any of the therapeutic 

categories in Ordinance 1284/2010 will be subject to substantive examination on the merits by 

an ANVISA patent examiner.  

ANVISA may deny “prior consent” for patent applications that are contrary to public health.  

ANVISA, prior to the Patent Office, analyzes patent applications involving 

pharmaceutical/chemical (i) products that have previously been rejected by the Agency, and 

thus present health risks, and (ii) compounds that are of interest to support Brazil's National 

Health System’s access to medicines policy or a pharmaceutical care program, and that may 

not meet the patentability requirements set forth by the Patent Act (see Article 3, amending 

Patent Act Art. 229-C, and Article 5, amending Article 7 of Law no. 9782 of 26 January 1999). If 

a pharmaceutical product comprises or if a pharmaceutical process results in a substance 

prohibited for use in Brazil, then the application will be deemed to present a health risk. 
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 Nuno Pires de Carvalho, The TRIPS Regime of Trademarks and Designs, Kluwer Law International, pp. 

79-81 



 

If the INPI unreasonably delays the examination of a patent application for more than a period of 

10 years, the term of the patent is 10 years from its grant. 

ANVISA is in possession of the necessary expertise to pronounce itself on the patentability 

standards for pharmaceuticals inventions.  ANVISA’s approval ensures a more expeditious 

approval of pharmaceutical patents and is allowed by TRIPS Articles 1.1, 7, and 8.   

The Special 301 Report should not cite Brazil for its TRIPS-compliant practices to implement its 

TRIPS obligations.  

 

Data Protection 

Brazil is not part of any regional or bilateral treaty that requires exclusivity over clinical trial data. 

Brazil is obligated only to protect undisclosed clinical trial data against unfair commercial use 

and disclosure under Article 39.3 of the TRIPS Agreement. Protection of clinical test data is 

available under Brazilian law.  

The protection of undisclosed pharmaceutical test data in Brazil prevents unfair commercial use 

and unauthorized disclosure, but permits “use, by government bodies of test results or other 

undisclosed data, for market approval of products equivalent to the product for which they were 

initially presented,” as allowed by TRIPS Article 39.3.  

The use of undisclosed data by ANVISA is in accordance with the social functions of property 

(art. 5°, XXIII, CF/88) which impose limits on the procedures with which the owner can exercise 

his right of property. Accordingly, ANVISA can analyze the undisclosed data in order to ensure 

the sanitary security, efficacy, and quality of products. Unless it is necessary to protect the 

public, ANVISA keeps the data submitted by the originator company confidential and protects it 

against unfair competition (Article 195, § 2°, Law 9.279/96).  

 

CANADA 

Canada remained on the 2016 Special 301 Watch List. The USTR expressed concerns about 

“the lack of clarity and the impact of the heightened utility requirements for patents that have 

been imposed by Canadian courts.” The USTR urged Canada to engage meaningfully with 

affected stakeholders and the U.S. on patent utility issues. 

The USTR also says: “With respect to pharmaceuticals, the United States continues to have 

serious concerns about the availability of rights of appeal in Canada’s administrative process for 

reviewing regulatory approval of pharmaceutical products.” However, absent an allegation of 

discrimination or violation of an international agreement, the Special 301 Report should address 

only intellectual property, not ancillary public policies. The administrative process for reviewing 

regulatory approval of pharmaceutical products is not an intellectual property issue and is 

therefore outside of the scope of the Special 301 review.   



 

 

Utility Requirement 

NAFTA, in parallel with TRIPS,10 requires that patents be granted when prototypical standards 

for patentability, novelty, inventive step, and industrial applicability, are satisfied. NAFTA and 

TRIPS do not specify how these criteria should be defined and applied. Given the latitude of 

NAFTA and TRIPS provisions in not providing any definitions, parties can determine when an 

invention is deemed to be capable of industrial application or useful.  Parties have sovereign 

rights not only to adopt varying patentability standards but to change and reinterpret them. This 

view has long standing support; the same terms in TRIPS are viewed as being ones that parties 

can self-define, and policy makers and scholars have in fact recommended that parties do so.11 

Canada is well within its rights under NAFTA and TRIPS to set its own industrial applicability 

and disclosure requirements. Under Section 2 of Canada’s Patent Act, a patent is considered 

invalid if it has no utility “either in the sense that it will not operate at all or, more broadly, that it 

will not do what the specification promises that it will do.” Canada requires utility to be 

demonstrated or soundly predicted at the time of the patent application. In the instance where 

the patent specification demonstrates utility, a mere scintilla of utility will suffice. However, 

where the patent specification instead makes a mere “promise” of future utility, then the utility 

will be measured against that promise and the evidence disclosed to support it.   

The Supreme Court of Canada established the “sound prediction” test in Apotex Inc. v. 

Wellcome Foundation Ltd., 2002 SCC 77. The “sound prediction” test recognizes likely utility 

when there is not enough evidence to prove it directly. The test creates a guide that increases 

efficiency in drafting patent applications and reduces litigation over ambiguity. In the meantime, 

it aims to balance the public interest in early disclosures of new and useful inventions even 

before the utility has been fully verified by tests. However, since the patent applicant is not able 

to prove immediate utility directly, the applicant has a heightened obligation to disclose 

underlying facts and his or her line of reasoning in support of the prediction of utility. 

 

For example, in 2010 and 2011, the Federal Court of Canada invalidated Eli Lilly’s Strattera 

(olanzapine) and Zyprexa (atomoxetine) patents for lack of utility. In each case, the court held 
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 Although NAFTA was signed in 1992, three years before TRIPS, NAFTA Article 1709 (1) on patentability standards 
is based on the Article 27 of the “Dunkel Draft” from the GATT Secretariat which was presented in Geneva in 
December 1991. The text then became the Final Act of the TRIPS Agreement. Margaret Smith, Patent Protection for 
Pharmaceutical Products In Canada - Chronology Of Significant Events, Law and Government Division (March 30, 
2000), available at http://publications.gc.ca/Collection-R/LoPBdP/BP/prb9946-e.htm 
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 E.g. Declaration on Patent Protection: Regulatory Sovereignty Under TRIPS, available at 
https://www.mpg.de/8132986/Patent-Declaration.pdf; UNCTAD-ICSTSD Capacity Building Project on IPRs, Resource 
Book on TRIPS and Development: An Authoritative and Practical Guide to the TRIPS Agreement (2005); Carlos 
Correa, Guidelines for the Examination of Pharmaceutical Patents: Developing a Public Health Perspective, WHO-
UNCTAD-ICTSD (2007);World Health Org. et al., Promoting Access To Medical Technologies And Innovation: 
Intersections Between Public Health, Intellectual Property And Trade 57 (2012); Chan Park et al., Using Law to 
Accelerate Treatment Access in South Africa: An Analysis of Patent, Competition and Medicines Law 41–46 (U.N. 
Development Programme 2013);  Carlos M. Correa, Patent Rights, in Intellectual Property and International Trade: 
The TRIPS Agreement 189, 198–200 (2d ed. 1998); Straus, Implications of the TRIPS Agreement in the Field of 
Patent Law, From GATT to TRIPS – The Agreement on TRIPS 187  (Beier & Schricker eds., 1996).   
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that there was no sufficient evidence at the time of filing to demonstrate or soundly predict the 

promise of the patent. For instance, in the olanzapine case, the issue was purely factual: 

whether the compound possessed the advantages claimed in the patent specification at the 

time of filing. The court ruled that it did not: “one could not reasonably infer from the available 

evidence that olanzapine would treat schizophrenia patients in the clinic in a markedly superior 

way. Its antipsychotic effect was, at best, comparable to that of conventional antipsychotics.”  

The question is whether, at the time of the filing, the patent specification provided sufficient 

evidence to soundly predict that it would deliver the utility promised. Unfortunately, “a hope that 

these statements might someday turn out to be true” is not enough to secure another 20 years 

of exclusivity. The patent system is not designed to grant monopolies on the basis of hunches, 

guesses, or hopes.  It is also not designed to allow actual verification of the alleged invention 

after the fact; data obtained and submitted to the patent office after filing cannot cure the 

application’s defect.  

The rationale behind this rule includes discouraging races to the patent office based on 

inadequate data. After all, patent filing and successful applications may halt competing research 

efforts that might otherwise have yielded better results. Canada’s patent system instead 

requires a sound prediction of utility based on data at the time of filing.  

Patent law is both statutory and judge-made. Neither TRIPS nor NAFTA prohibits patent law 

from changing over time; evolution in the law is an inevitable feature of any legal system. Courts 

routinely interpret and reinterpret patent rules. For example, in the U.S., the judiciary took the 

initiative in allowing the patenting of living organisms, and the legislature followed the judiciary’s 

lead. Since the Supreme Court decision, the Canadian judiciary has held a patent invalid if a 

skilled reader, looking at the specification as a whole, would find that the patent does not live up 

to the promise that was claimed on the filing date.   

Nothing in TRIPS or NAFTA should be interpreted as an intention to incorporate, by reference 

or implication, a single harmonized patentability standard. The inclusion of two alternatives—

industrial applicability and utility—proves that the drafters of TRIPS and NAFTA deliberately left 

the definitions and interpretation of utility to the discretion of its member countries. 

The notion of a patent’s promise is particularly relevant for secondary patenting. In the case of 

“new use” and “selection patent,” a promised utility is the only consideration that the public 

receives in exchange for 20 years of exclusivity.    

A promise of a patent is not a recent standard applied by Canadian courts.  It has been a well-

established rule in Canadian jurisprudence and legal literature for at least sixty years that if a 

patent promises a certain utility, such utility must be attainable by the claimed invention. The 

notion of a patent’s promise has deep historical roots going back to British law.  It is not uniquely 

Canadian, either. It shares common elements with the laws of the U.S., Australia, New Zealand, 

and Europe. It has sound policy objectives, including the prevention of pharmaceutical patent 

evergreening.   



 

The Special 301 Report should not cite Canada for its TRIPS-compliant interpretation of utility 

standards. 

CHILE 

Chile remained on the 2016 Special 301 Priority Watch List. The USTR urged Chile “to provide 

adequate protection against unfair commercial use, as well as unauthorized disclosure, of 

undisclosed test or other data generated to obtain marketing approval for pharmaceutical 

products” and “to implement an effective system for addressing patent issues expeditiously in 

connection with applications to market pharmaceutical products.”   

Data Exclusivity 

The U.S.-Chile Free Trade Agreement (FTA) provides at least five years of exclusive protection 

to undisclosed data concerning the safety and efficacy of a pharmaceutical product that utilizes 

a new chemical entity.12  

Chile enacted Law number 19.996, which modified Chile’s Industrial Property Law13, and 

Decree number 107 from the Ministry of Health14 in order to implement the obligations 

established in the U.S.-Chile FTA.  

Article 89 of the Industrial Property Law goes beyond the obligations of the U.S-Chile FTA by 

protecting not only data related to the efficacy or safety of the pharmaceutical product from 

clinical and preclinical trials, but also any other data that is “required” by the authority.15  The 

FTA requires exclusivity only for “undisclosed” data. The Chilean law goes beyond the FTA 

obligations by extending protection to disclosed data if it “has been the object of reasonable 

measures to keep it” undisclosed.16  

Article 90 of Law 19.039 defines “a new chemical entity” broadly to cover any active ingredient 

that has not been previously included in health registrations or authorizations, or that which has 

not been marketed in the national territory prior to the health registration or authorization 

application. Once again, going beyond its FTA obligations, the Chilean law provides data 

exclusivity for biologics as well, even though biologics are recognized to be distinct from new 

chemical entities and thus not subject to the same FTA obligations.   

Footnote 25 of the U.S.-Chile FTA allows parties to maintain their respective systems for 

protection of test data in cases of new uses or indications. Chile does not provide data 
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 Adopted December 18 2008, and available at 
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 “La naturaleza de no divulgada se entiende satisfecha si los datos han sido objeto de medidas razonables para 
mantenerlos en tal condición y no son generalmente conocidos ni fácilmente accesibles por personas pertenecientes 
a los círculos en que normalmente se utiliza el tipo de información en cuestión”. 
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exclusivity in such cases. 

Chile is in compliance with the terms of its U.S. free-trade agreement. It is unclear from the 

language of the 2016 Special 301 Report what further protection the U.S. government perceives 

Chile is obligated to apply.  The Special 301 Report should not cite Chile for its U.S.- Chile FTA-

compliant interpretation of data exclusivity standards. 

Patent Linkage  

The U.S.-Chile FTA requires parties to make the identities of registration applicants available to 

patent holders. Parties shall not grant marketing approval prior to expiration of the patent term, 

unless by “consent or acquiescence” of the patent holder (Article 17.10.2(b,c)). Black’s Law 

Dictionary defines “acquiescence” as “tacit or passive acceptance; implied consent to an act … 

failure to make any objections … binding legal effect is given to silence and inaction.”  

Under the Chilean regulation, patent holders have the opportunity to pursue injunctions and 

block generic marketing approval after receiving information from the Institute of Public Health 

regarding “similar” registration applications (which includes the identities of applicants).17 

Logically, if a patent holder does not make use of this opportunity, he or she can be said to have 

acquiesced to marketing approval.  

Nothing in the FTA prevents Chile from assessing the merits of a patent holder’s claim in court. 

This merit analysis is important to prevent abuse; for example, to determine, at least as a matter 

of first impression, whether the claimed patent is indeed relevant to the generic seeking 

marketing approval.  

Suggesting that Chile is obligated to implement a system with the same characteristics as the 

American patent linkage system is not consistent with the requirements of the FTA provisions, in 

particular Article 17.11.1.18 

An automatic injunction system would also be inconsistent with Chile’s continental law tradition. 

The Chilean legal system requires that for an injunction to be decreed, there must exist a 

“periculum in mora” (danger in delay), “fumus boni iuris” (some indication that there is a basis 

for what is claimed) and “periculum in damni” (danger of damages). It would constitute arbitrary 

discrimination to grant pharmaceutical patent holders the right to claim automatic injunctions 

while requiring other industries to present evidence. This kind of arbitrary discrimination is 

explicitly prohibited under Article 19.2 of the Chilean constitution. 

Chile’s laws with regard to data exclusivity and pharmaceutical product marketing approval in 

relation to patents comply with the terms of the U.S.-Chile FTA.   

                                                
17

 Article 273 of the Chilean Civil Procedural Code and Article 106 of the Industrial Application Law allow for the 
pursuit of injunctions. 
18

 “Each Party shall ensure that procedures and remedies set forth in this Article for enforcement of intellectual 
property rights are established in accordance with its domestic law. Such administrative and judicial procedures and 
remedies, both civil and criminal, shall be made available to the holders of such rights in accordance with the 
principles of due process that each Party recognizes as well as with the foundations of its own legal system”. 
Emphasis added. 



 

The Special 301 Report should not cite Chile for its U.S.-Chile-compliant interpretation of patent 

linkage standards. 

COLOMBIA  
 
Colombia remained on the 2016 Special 301 Watch List. 
 
 
Compulsory Licenses and pricing 

 

On June 15, 2016, the Colombian Minister of Health announced that he would proceed with a 

public interest declaration to lower the price of Glivec (imatinib), a lifesaving leukemia drug 

marketed by Swiss company Novartis. Glivec was priced in Colombia at nearly double the 

country’s GDP per capita, and Novartis persistently rejected the Colombian government’s offer 

to negotiate a price reduction for the treatment. The public interest declaration was a step 

toward a compulsory license on the patent held by Novartis, facilitating generic competition and 

reducing prices. 

The U.S. Ambassador to Colombia Kevin Whittaker publicly stated soon after that granting a 

compulsory license is something that Colombia should discuss with the U.S. first. The drug has 

generated more than $47 billion in global sales for Novartis and already faces generic 

competition in the U.S. 

 

In fact, Colombia’s Ministry of Foreign Relations and its Ministry of Health each received letters 

in late April from their Washington, D.C., embassy describing pressure from U.S. Senate 

Finance Committee staff and USTR. The leaked letters expressed concern that Colombian 

interests in the U.S. might be at risk if the country issues the compulsory license for imatinib, 

including U.S. support for Paz Colombia, the Obama administration’s signature $450 million aid 

initiative to support the Colombian peace process. 

 

On December 20, 2016, the Colombian government announced that it will reduce the price of 

Glivec, but stopped short of issuing a compulsory license.  

 

More than 50 years of war in Colombia has claimed the lives of more than 220,000 people. 

Since 2000, more than 8 million victims have registered with the Colombian government’s 

National Unit for the Integral Attention and Reparation of Victims (Unidad para la Atención y 

Reparación Integral a las Víctimas). Violent conflict within the country has internally displaced 

more than 6 million Colombians and has resulted in the forced disappearance of more than 

25,000 Colombians since 1985.  

 

Colombia should have not been put in a position to choose between support for peace and its 

people’s health. The U.S. government should not criticize Colombia for domestic drug pricing 

policies or for considering compulsory licenses, both of which are consistent with their 

international obligations. Nor does Colombia have an obligation to consult with the U.S. 

government regarding either policy option. Notably, Novartis is not even an American company, 



 

which on its own would seem to vitiate grounds for a 301 review of the pricing decision under 

the terms of the Trade Act.  

 

ECUADOR  

Ecuador was moved from the Priority Watch List to the Watch List in 2016. Nevertheless, the 

U.S. still encouraged “Ecuador to provide clarification on its processes related to the compulsory 

licensing of pharmaceuticals.”  

Compulsory Licenses  

Globally, competition has consistently proven the most effective method to reduce medicine 

prices and ensure prices continue to fall over time. By issuing a compulsory license, a 

government can authorize generic competition with patented products. Compulsory licenses do 

not “eliminate” or “override” patents. Instead, they authorize the use of patented technology 

under enumerated conditions. Countries’ right to issue compulsory licenses “on grounds of their 

choosing” is enshrined in the WTO’s unanimous Doha Declaration on the TRIPS and Public 

Health (2001).  

Ecuador issued its first compulsory license, on ritonavir/lopinavir, in 2009. In 2012, Ecuador 

issued the country’s second compulsory license, for Glaxo’s patented abacavir/lamivudine 

(ABC+3TC), and authorized domestic producer Acromax to import and locally produce the 

combination.  

In determining the royalty rate, Ecuador used the 2005 WHO/UNDP Tiered Royalty Method 

(TRM), which was calculated as 11.7 cents per capsule.  

In addition to licenses for the antiretroviral  (ARV) drugs ritonavir and abacavir + lamivudine, 

additional compulsory licenses have been granted for indications including arthritis (etoricoxib), 

kidney transplants (mycofenolate sodium), cancer treatment (sutinib), and rheumatoid arthritis 

(certolizumab) in 2014. 

Public Citizen, and our prior access to medicines project at Essential Action, have analyzed 

Ecuador’s compulsory licensing protocol for USTR and other U.S. government agencies many 

times since 2009, in writing, at prior Special 301 hearings, and in meetings with U.S. 

government officials. We have attached some of those analyses to these comments. We are 

disappointed to see that the U.S. government continues to list Ecuador for TRIPS-compliant 

licensing policies. 

 The leaked cables revealed that the U.S. government met with patent-holding pharmaceutical 

companies and opposition ministers within the government of Ecuador to prevent the licensing 

policy from taking root. [Annex 3 ] This inappropriate interference in the health affairs of other 

nations must end. 

There would be no defensible rationale for USTR citing Ecuador’s TRIPS-compliant compulsory 

licensing protocol in its Special 301 Report. Rather, citing the protocol would represent an 



 

inappropriate effort by the U.S. to influence another WTO member’s use of rights preserved by 

the TRIPS Agreement, with potentially serious consequences for public health. 

 

INDIA 

India remained on the Priority Watch List of 2016. The U.S. “continues to monitor India’s 

application of its compulsory license law” and “requests clarity from the Government of India 

regarding the compulsory license decision-making process as it affects U.S. stakeholders.”  

The U.S. expressed concerns that Section 3(d) of India’s Patent Act may “have the effect of 

limiting the patentability of potentially beneficial innovations” as “the unpredictable application of 

Section 3(d) creates considerable uncertainty for patent applicants and patent holders.”  

The U.S. encourages India “to adopt policies that both address domestic challenges and 

support the cutting-edge innovation that can be critical to meeting legitimate domestic policy 

goals.”  

Compulsory Licensing 

In 2012 India granted a compulsory license for sorafenib, a cancer medicine patented by Bayer 

(and marketed as Nexavar). India has since deferred multiple compulsory license requests.  

The TRIPS Agreement allows countries to grant compulsory licenses on grounds of their 

choosing. Section 84 of India’s patent law is narrower, providing three separate grounds for 

compulsory licensing, any one of which suffices to support a license. The sorafenib license 

makes use of each of the three grounds. Some observers have raised concerns about the 

availability of a working failure grounds (or local manufacturing provisions) in the Indian rules. 

However, as a threshold matter, if working failure were objectionable as a matter of policy or 

law, India’s other grounds—price and the reasonable requirements of the public, including 

health requirements—are clearly TRIPS-compliant and, indeed, are precisely the point of the 

WTO’s Doha Declaration and compulsory licensing in the public interest. The sorafenib license 

is valid and TRIPS-compliant on one of several theories, leaving little room for criticism.  

Working Failure is a Permitted Grounds for Licensing Under TRIPS 

Does the availability of working failure as grounds for a compulsory license in Indian law 

nevertheless merit criticism? No. During the TRIPS negotiations, U.S.-proposed language to 

prohibit local working requirements was soundly rejected by the other negotiating countries. 

Article 31 provides no limits on grounds for compulsory licensing—except with particular regard 

to semiconductors. If the drafters listed a specific limit on grounds for semiconductors, they 

could have also prohibited working failure grounds. They did not. Expresio unius est exclusion 

alterius: express inclusion of one thing (the semiconductor limit) implies exclusion of others (no 

prohibition of local working grounds). This is a standard canon of statutory interpretation.  

Working failure integrates human rights considerations into the patent law discourse. It 

prioritizes availability of patented technologies as a sensible requisite of exclusivity. Access to 



 

medicines in many middle and low-income communities can be assisted by this consideration.  

For instance, some life-saving drugs are patented but not marketed in India. This is evident  in 

the case of delamanid (sold under the brand name Deltyba), a life-saving anti-tuberculosis drug. 

The patent for delamanid—its intermediate, formulation and combination—is held by Otsuka.  

Yet no regulatory submission has been filed for the drug, even thoughit was first patented in 

2010. This long regulatory submission lag time poses a hurdle to people living with MDR and 

XDR-TB in accessing this drug, which is often viewed as salvage therapy in the worst cases. 

(Please see the attached letter sent by the drug-resistant TB (DR-TB) survivors, networks of 

people living with HIV, and public health organizations to the Indian Ministry of Health about 

delamanid). This is one of the many examples of how failure to work a patent can contribute to 

the loss of lives by denying them the access to life-saving treatments.  

Compulsory Licensing Does Not Diminish Patent Rights 

Article 27 of TRIPS provides that “patents shall be available and patent rights enjoyable without 

discrimination as to the place of invention ... and whether products are imported or locally 

produced.” It is important to note, however, that a compulsory license does not diminish patent 

rights. Local working is not a requirement for obtaining, or even maintaining, a patent in India, 

but rather failure to work a patent is grounds for government authorization of others to use the 

patented technology in exchange for payments of royalties to the patent holder.  

Governments grant patents and, similarly, retain the sovereign authority to determine under 

what circumstances a patent should be licensed or publicly used to promote public interests. 

The right of the state to license third parties or make use of a patented invention is reserved in 

the grant of the patent—it is part and parcel of the patent right. Patent holders are not 

guaranteed that the state will not make use of a patent or otherwise license it. Rather, the rights 

of patent holders in case of compulsory license include procedural protections (right of appeal 

and in some cases prior negotiation) and adequate remuneration (except where a license 

remedies anti-competitive practices). Notably, the sorafenib license affords a 7 percent royalty 

(revised up from an initial 6 percent royalty) to Bayer, which is high by industry averages. 

Licenses are issued with enumerated conditions, and the patent holder retains the patent and its 

rights. The Special 301 Report should not cite India for its TRIPS-compliant compulsory 

licensing practices.  

Patent-Eligible Subject Matter 

Recent criticisms of Indian patent rules tend to take Article 3(d) as an impermissible fourth 

patentability criterion. This is not how the Indian law is structured. 3(d) falls under Chapter II of 

the Act, “Inventions Not Patentable,” and Article 3, “What Are Not Inventions.” Before 

patentability criteria are applied, India asks whether the subject matter of a patent qualifies as 

an invention, per its Article 27 right to define the term (see “Antecedents,” above).19  
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3(d) could permissibly prohibit any new form of a known substance. Instead, India allows new 

forms to be patent-eligible where they “result in the enhancement of the known efficacy of that 

[known] substance.”20 Patent applicants have an opportunity to overcome this presumption.  

The Supreme Court of India utilized the patent eligibility test under Section 3(d) in its recent 

decision about the anti-cancer drug Glivec. Novartis’ claim was required to demonstrate 

improvement over the known efficacy of imatinib mesylate in order to pass the subject matter 

eligibility threshold.21 Both the Patent Office and the Supreme Court found that Novartis failed to 

fulfill its burden of proof in this respect.22 

A thorough examination of Section 3(d) should consider all of the principles clarified in the 

Supreme Court of India's ruling in this case. The Court upheld the refusal of a patent claim filed 

by Novartis on a crystalline form of imatinib mesylate on the grounds that imatinib mesylate was 

anticipated by U.S. Patent No. 5,521,184 and led to a non-inventive finding. The argument of 

pharmaceutical corporations that Indian patent offices are rejecting patent claims merely on the 

basis of Section 3(d) is misleading and deliberately intended to ignore the fact that the 

amendment was introduced to prevent the grant of poor-quality evergreening patents, as a 

result of weak application of inventive step/obviousness standards by patent offices around the 

world.   

Moreover, it should be noted that Article 1.1 of TRIPS provides that “[m]embers shall be free to 

determine the appropriate method of implementing the provisions of this Agreement within their 

own legal system and practice.” TRIPS established several rules that were new to many WTO 

members. The WTO members can adopt practical options or solutions in view of the lack of 

explicit rules in TRIPS. The definition of “invention” under national law is recognized as a 

practice.23 The definition of invention under Section 3 complies with TRIPS.  

The Special 301 Report should not cite India for its TRIPS-compliant interpretation of patent-

eligible subject matter. 

Pharmaceutical pricing 

Some recent complaints have focused on Indian pharmaceutical pricing policies. We note that 

these are not intellectual property complaints, and unless they allege discrimination, they should 

be outside the scope of the Special 301 Report.  

Nevertheless, it should be noted that the National Pharmaceutical Pricing Authority, which 

enforces the Drug Price Control Order, covers only off-patent branded generic medicines.  This 
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is in line with public policy of making drugs affordable for people in India where 40 million people 

are forced into debt every year due to out-of-pocket expenses on healthcare, 80 percent of 

which are for payments to procure medicines.  

INDONESIA 

 

Indonesia remained on the 2016 Special 301 Priority Watch List. The USTR “continues to 

encourage Indonesia to provide an effective system for protecting against the unfair commercial 

use, as well as unauthorized disclosure, of undisclosed test or other data generated to obtain 

marketing approval for pharmaceutical and agricultural chemical products.” The USTR “also 

remains concerned about market access barriers in Indonesia, including measures that appear 

to condition permissions to import medicines on at least partial local manufacturing or 

technology transfer requirements.” Finally, the USTR “remains concerned about the lack of 

clarity surrounding legal procedures under the Indonesian patent law in connection with the 

grant of compulsory licenses.” Accordingly, the USTR “encourages Indonesia to provide for 

judicial or other independent review of any compulsory license authorizations.”  

 

Data Protection 

 

Indonesia is not part of any regional or bilateral treaty requiring exclusivity over clinical trial data. 

Indonesia is only obligated to protect undisclosed clinical trial data against unfair commercial 

use and disclosure under Article 39.3 of the TRIPS Agreement. Protection of clinical test data is 

available under Indonesia’s “Law Concerning Prohibition of Monopolistic Practices and Unfair 

Business Competition.”24 

 

Therefore, since the Indonesian law on data protection is consistent with its existing 

international obligations and the TRIPS Agreement allows for Indonesia to exercise flexibility in 

providing data protection, the Special 301 Report should not cite Indonesia for its TRIPS-

compliant protection of undisclosed test data.  

 

Compulsory Licenses  

 

In 2012, Indonesian President Susilo Bambang Yudhoyono issued a presidential decree25 

authorizing government use of patents for seven HIV/AIDS and hepatitis B medicines in order to 

meet the urgent need for antiviral and antiretroviral treatments.26 

 

In accordance with Article 99 of Indonesian Patent Law No. 14/2001, in the case of a public 

interest need, the government has the right to make use of patents by Presidential Decree, after 

consulting with the Health Minister and the heads of the agencies in charge in the relevant 

fields.  

                                                
24

 Law n° 5 of 1999. UNCTAD “Development Dimensions of Intellectual Property in Indonesia: Access to Medicines, 

Transfer of Technology and Competition,” 2011, available at http://unctad.org/en/docs/diaepcb2011d6_en.pdf. 
25

 Presidential Decree Regarding Patent Exploitation of the Antiviral and Antiretroviral Drugs. 
26

 See Indonesia Licenses Patents for Seven HIV & Hepatitis B Medicines -- Precedent-Setting Government Order 

has Extraordinary Life Saving Potential. 



 

 

Government Regulation of the Republic of Indonesia Number 27, Year 200427 establishes a 

procedure for the government use of patents. According to this procedure, the Ministry of Health 

files a written proposal with the Ministry of Justice through the Directorate General of Intellectual 

Property Rights for the exploitation of patents. The Ministry of Justice then establishes a 

committee chaired by the Director General of Intellectual Property Rights to provide an opinion 

on the details of this license, including appropriate royalty rates for the patents the government 

will exploit. The committee provides an opinion to the Minister for each of the patents on its 

individual merits. The Minister submits the proposal to the President. The President may issue a 

Decree for government use licenses, as referred to in Article 5, paragraph 2 of the Constitution 

of the Republic of Indonesia of 1945, as amended by the Fourth Amendment of 1945. The 

patent holder is informed within seven days of the enactment of the Presidential Decree.  

 

This is a considerably more involved process than any that is required by TRIPS, under which 

any government minister could make government use of patents at any time on any grounds.  

 

If a patent holder has an objection to the royalty rate paid by the government, she may file a 

lawsuit in the Commercial Court within a period of three months after the enactment of the 

Presidential Decree.28 The patent holder also has the right to apply to the Constitutional Court 

for the judicial review of the Presidential Decree.  

 

Indonesia followed this procedure in making government use of patents on vital HIV/AIDS 

medicines. The process took more than a year and complied with TRIPS and Indonesian 

national rules. Patent holders have the ability to challenge royalty rates and license 

authorizations. Special 301 should include no references to Indonesia’s government use of 

patents to advance AIDS treatment, because Indonesia is clearly fully within its national and 

international legal rights to do so.  

 

On July 28, 2016, Indonesia passed the new patent law29, which replaced Law No. 14 of 2001 

on Patents and came into effect at the end of August 2016. The new Patent Law provides more 

clarity on compulsory licenses, including reasons for the state to grant a compulsory license, the 

recordation of compulsory licenses, and the implementation of compulsory licenses.30  

 

The 2016 Special 301 Report should not cite Indonesia for its TRIPS-compliant compulsory 

licensing practices.  

 

PERU  

 

Peru remained on the Special 301 2016 Watch List. The U.S. continues to request that Peru 
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clarify its protections for biotechnologically derived pharmaceutical products.  

 

Data Exclusivity 

 

The U.S.-Peru Trade Promotion Agreement (U.S.-Peru TPA) provides exclusivity to a product 

that utilizes a new chemical entity. Small molecule drugs are referred to as new chemical 

entities (NCEs). Large molecule drugs that are derived from living cells or organisms, such as 

animal or human blood, are called biologics or biopharmaceuticals. The General Directorate of 

Medicines, Inputs, and Drugs (DIGEMID) differentiates between new chemical entities and 

biologics. Peru does not provide exclusivity to biologics, and it does not have any obligation to 

do so, since biologics are treated differently from chemically synthesized pharmaceutical 

products both in relevant U.S. statutory and regulatory language and in regulatory pathway.”31  

 

Moreover, in the European Union-Peru/Colombia Trade Agreement, Article 231 specifically 

provides for biologics data exclusivity. Yet Peru is expressly exempted from this provision in 

footnote 72. The European Union and Peru, at least, seem to have a clear understanding that 

Peru is not obligated to provide data exclusivity for biologics.32 

 

Peru provides data exclusivity for NCEs, and thereby complies with its FTA obligations.  

 

The Special 301 Report should not cite Peru for its TRIPS and U.S.-Peru FTA-compliant 

interpretation of data exclusivity. 

 

TURKEY 

 

Turkey remained on the Special 301 2016 Watch List. The U.S. encourages “Turkey to clarify 

how it protects against the unfair commercial use, as well as unauthorized disclosure of test and 

other data generated to obtain marketing approval for pharmaceutical products.”  

 

Data Exclusivity  

 

Turkey fulfills its obligations under Article 39.3 of the TRIPS Agreement to provide protection 

against unfair commercial use of clinical trial data and takes necessary steps not to disclose the 

contents of these submissions to unauthorized third parties. In addition to protection against 

unfair commercial use, the Turkish system provides data exclusivity over clinical trial data for six 

years.  

 

Medical products are defined as any natural and/or synthetic active substances or combination 

of substances. The definition also includes biological drugs and biosimilar drugs administered to 

a human for the purpose of treating and/or preventing disease, making a diagnosis, or 
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correcting or modifying a physiological function. 

 

The originator’s data submitted to the licensing authority is protected for six years starting from 

the date of first registration of the product in the European Union–Turkey Customs Union (sub-

paragraph of Article 9 of the Regulation on Licensing of Human Medicinal Products dated 

January 19, 2005 numbered 25705 (Regulation)). During the exclusivity period, the 

manufacturers of similar products are prevented from using/referring to the data in their license 

applications.  

 

Applications for new doses, formulations, and presentations of chemical entities do not include 

any new indications other than their known therapeutic indications, and thus the test data 

associated with them are considered part of the initial authorization and are not granted an 

additional period of data exclusivity. However, a new medicinal product that contains known 

constituents that do not individually have medical uses established with reasonable efficacy and 

acceptable safety but, in its combined form, offers therapeutic uses different from the known 

therapeutic uses of each of its constituents benefits from six years of data exclusivity protection.  

 

It is important to recognize that Turkey provides six years of exclusivity for pharmaceutical 

products including biologics. Turkey is not part of any regional or bilateral U.S. treaty requiring 

exclusivity over clinical trial data. Turkey is obligated only to protect undisclosed clinical trial 

data against unfair commercial use and disclosure under Article 39.3 of the TRIPS Agreement. 

Six years’ data exclusivity is a regulatory policy that instructs the Ministry of Health not to 

approve generic drugs. It is widely used by brand-name pharmaceutical companies to bypass 

the balances and limitations of patent law. Thus, it should not outlast patent protection. In order 

to prevent longer monopoly protection for originator companies, Turkey ends the exclusivity 

period when the patent term ends.  

Turkey has sovereign rights to adopt various standards on patents and pharmaceuticals while 

nonetheless maintaining baseline compliance with the imprecise, but minimum standards set 

forth in the TRIPS Agreement and EU-Turkey Custom Union Agreement.  

The Special 301 Report should not cite Turkey for its its TRIPS-compliant interpretation—which 

even goes beyond TRIPS specifications—interpretation of protection of undisclosed test data. 

Pharmaceutical pricing 

 

Some recent complaints have focused on Turkish pharmaceutical pricing policies. We note that 

these are not intellectual property complaints, and unless they allege discrimination, they should 

be outside the scope of the Special 301 Report.  

 

 

 

 



 

VIETNAM 

 

Vietnam was placed on the Special 301 2016 Watch List. The U.S. continues to request that 

Vietnam clarify “[its] system for protecting against the unfair commercial use, as well as 

unauthorized disclosure, of undisclosed test or other data generated to obtain marketing 

approval for pharmaceutical products.”  

 

Data exclusivity  

 

Consistent with the TRIPS Agreement, Vietnamese law allows health authorities to rely on 

disclosed data to register generic medicines. The TRIPS Agreement provides protection for 

undisclosed test data submitted to drug regulatory authorities for the purposes of obtaining 

marketing approval against unfair commercial use. Data exclusivity, on the other hand, provides 

an exclusive right over test data to the originator company and prevents regulatory authorities 

from relying on test data for approval of generic medicines. 

 

Vietnamese law protects the undisclosed data and trade secrets that are products of 

“remarkable investments.” The regulatory agency is obligated to take necessary measures in 

order to ensure that submitted data is neither used for unfair commercial purposes nor 

disclosed, except where the disclosure is necessary to protect the public.33 Neither Vietnamese 

law nor the U.S.-Vietnam Bilateral Trade Agreement (U.S.-Vietnam BTA)34 provides exclusive 

control over disclosed data. 

 

Within five years from the date that market approval is granted on the basis of undisclosed data 

submitted in an application, a regulatory agency cannot grant market approval regarding any 

subsequent applications in which the same secret data are used without consent of the data 

submitter, unless the data are proved to be independently created before the end of a five-year 

term.35 It is clear that Vietnamese IP law is compliant with the TRIPS Agreement and the U.S.-

Vietnam BTA. Vietnamese law protects against the unfair commercial use and authorized 

disclosure of undisclosed test data, but it does not protect disclosed data, for the purposes of 

obtaining marketing approval for pharmaceutical products.  

 

The Special 301 Report should not cite Vietnam for its TRIPS-compliant interpretation of 

protection of undisclosed test data.  
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Conclusion  

 

We appreciate this opportunity to comment. Public Citizen invites USTR and all agencies 

engaged in the Special 301 Report process to make meaningful U.S. commitments, including 

commitments to protect public health, by omitting express or implied references to countries’ 

public interest policies that comply with international obligations.  
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1. Letter from Colombian Ministry to Civil Society Clarifying that Compulsory Licenses Do 

Not Constitute Expropriation under Colombian Law 

2. Letter from 56 Non-profit Organizations and Academic Experts to Secretary Kerry 

Regarding State Department Pressure Against Access to Medicines Efforts 

3. Leaked Cables Show U.S. Tried, Failed to Organize Against Ecuador Compulsory 

Licensing 

4. India’s Patent System Plays by WTO Rules and Supports Global Health, Public Citizen, 

June 27, 2013. 
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ANNEX 3: 

 

Leaked Cables Show U.S. Tried, Failed to Organize 
Against Ecuador Compulsory Licensing 

May 10, 2011 

 

View document as pdf.  

 

In October 2009, Ecuador's President Rafael Correa issued Decree 118 to improve access to medicines and support 

public health programs through a protocol that would reduce drug costs. 

 

The protocol established procedures for the compulsory licensing of pharmaceutical patents. Compulsory licensing 

authorizes generic competition with patented, monopoly protected drugs. Generic competition reduces costs and 

enables public agencies to scale-up treatment and other services. 

 

Ecuador's protocol limits compulsory licensing to medical conditions that are priorities for public health, requiring 

interagency cooperation to grant licenses on a case-by-case basis and pay royalties to patent holders. 

 

Nevertheless, cables from U.S. Embassy personnel in Ecuador to the U.S. Department of State, released by 

Wikileaks, show the United States, multinational pharmaceutical companies, and three Ministers within the 

government shared information and worked to undermine Ecuador's emerging policy. 

 

According to the cables, shortly before President Correa issued Decree 118, the U.S. mission in Quito explored 

organizing wealthy countries with patent-based pharmaceutical industries against Ecuador’s policy. This effort 

apparently met with relatively little interest. 

 

The U.S. Ambassador warned officials in Ecuador's Ministry of Foreign Affairs of the "IPR eligibility requirements" of 

trade benefit programs including the Andean Trade Promotion and Drug Eradication Act, implying that compulsory 

licensing could jeopardize Ecuador's eligibility But Ecuador's compulsory licensing protocol complies fully with the 

World Trade Organization’s TRIPS Agreement on intellectual property. And even the Office of the United States 

Trade Representative has bound itself to “respect[] its trading partners’ rights to grant compulsory licenses, in a 

manner consistent with the provisions of the TRIPS Agreement." 

 

U.S. Embassy officials met repeatedly with multinational pharmaceutical companies, and separately met some of the 

companies’ “well-placed contacts” in “potentially sympathetic ministries.”  The companies, their government contacts, 

and Embassy officials shared strategies to prevent or limit Ecuador’s use of compulsory licensing.   

 

One of these well-placed contacts, Ecuador's former Minister of Health – who has since been replaced – reportedly 

assured multinational pharmaceutical companies that her office was investigating the business dealings of local 

medicine suppliers, with the explicit objective of "gain[ing] some leverage."   

 

The Ministry also reportedly raised a criticism that generics sold under compulsory license might not contain active 

http://www.citizen.org/documents/leaked-cables-show-US-tried-failed-to-organize-against-ecuador-compulsory-licensing.pdf


 

ingredients. But this confuses patent licensing with the separate and independent drug regulatory approval 

process.  Compulsory licensing of patents does not, on its own, authorize the sale of any medicine – only the use of 

the patents.  Typically, and in Ecuador, a separate agency regulates medicines and determines which are safe for 

consumers.   A product benefiting from a compulsory license must, like other medicines, still obtain the approval of 

INH, Ecuador’s regulatory agency. 

 

The cables betray a strong U.S. Embassy bias against compulsory licensing, and damage the credibility of 

assurances offered elsewhere that the United States supports the use of TRIPS flexibilities to promote public health.  

 

In spite of efforts to undermine Ecuador’s access protocol, Ecuador issued its first compulsory license in April 2010, 

enabling generic imports of the HIV/AIDS drug ritonavir.  IFI, the association of multinational pharmaceutical 

companies operating in Ecuador, issued a statement “democratically accepting” President Correa’s decision.  The 

United States has refrained from public criticism.  

 

Ecuador's access to medicines and compulsory licensing protocol remains in place.   

 

The complete leaked cables follow.  The cables are dated October 13 and 21 of 2009 and February 10 of 2010, and 

were recently published in Ecuador’s El Universo newspaper.  (I have also included a relevant excerpt from a cable 

sent October 29, 2009.)  

 

The cables include some misinterpretations of law, precedent, and Ecuador’s licensing protocol, and should not be 

considered source documents for technical analysis of these subjects.   Source documents are available on the 

website of Ecuador’s intellectual property office, IEPI, or by following the links at: 

http://www.citizenorg/pressroom/pressroomredirect.cfm?ID=3116. 

 

Public Citizen’s Global Access to Medicines Program (formerly with Essential Action) has provided technical 

assistance to the government of Ecuador since 2007.   

  

http://www.citizen.org/pressroom/pressroomredirect.cfm?ID=3116
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