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However, by an initiative of the United States Government, it 

was necessary to renegotiate the terms of the NAFTA, 

resulting in the renamed United States, Mexico and Canada 

Agreement (USMCA) in which commitments were signed in 

the area of intellectual property, which, among others, have 

the objective of encouraging innovation, the transfer and 

dissemination of technology.5 This was established in the 

chapter on intellectual property rights  

 Article 20.A.2 Objectives 

The protection and enforcement of intellectual property 

rights should contribute to the promotion of technological 

innovation and the transfer and diffusion of technology, for 

the reciprocal benefit of producers and users of 

technological knowledge and in a way that favors social and 

economic well-being, and the balance of rights and 

obligations. 

This article will focus on the commitments made in the 

USMCA in relation to intellectual property, specifically in 

relation to chemical and pharmaceutical products, in an 

attempt to predict the impact that these changes will bring to 

the Mexican pharmaceutical domestic industry, mostly 

composed of laboratories manufacturing generic products.6 

Proposals are also presented that could balance this impact 

between the protection and incentive of innovation and 

access to low-cost medicines, such as generics. 

 

 

 

 

 

 

5 United States of America, Mexico and Canada Agreement 

[hereinafter USMCA] <https://ustr.gov/trade-agreements/free-

trade-agreements/united-states-mexico-canada-

agreement/agreement-between> accessed 2 June 2019. 

6 Pierre MoÔse and Elizabeth Docteur (2007) ‘Pharmaceutical 

Pricing and Reimbursement Policies in Mexico’ Organisation for 

Economic Co-operation and Development, Health Working Papers, 

DELSA/HEA/WD/HWP(2007)1 

2. USMCA COMMITMENTS - PATENTABLE MATTER  

A. INVENTIVE STEP 

The USMCA establishes the principle of non-discrimination, 

that is, the possibility of granting patents in all fields of 

technology, as long as the invention is new, involves an 

inventive activity and is susceptible of industrial application. 

It also confirms that patents will be available for inventions 

derived from natural plants 

In the final text of the treaty regarding inventive step, or non-

obviousness, each country shall consider whether the claimed 

invention would have been obvious to a person skilled in the 

art, or having ordinary skill in the art, having knowledge of the 

prior art.
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C. EVERGREENING 

There are countries where patents that do not offer 

significant advancement to the technique, or that are 
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Notwithstanding the foregoing, pharmaceutical companies 

maintain that any improvement in medicines implies costly 

investment in additional research and development efforts 

that deserve patent protection.16 In fact, protecting 

innovation is the main objective of the patent system. It is 

important to understand that, although secondary patents 

are certainly related to issues such as health care and the 

blocking access to generic drugs in the market, they are not 

the only important factors. Matters of economic competition, 
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institutions. It is also important that the legal framework 

regulating the sector maintain a balance between the parties 

involved. 

3. USMCA COMMITMENTS - PATENT TERM EXTENSION 

A. ADJUSTMENT OF THE DURATION OF THE PATENT BY 

UNREASONABLE DELAYS BY THE GRANTING AUTHORITY 

In the current Mexican legislation, patents are granted for a 

non-extendable period of 20 years from the date of the 

application.25 However, with the commitments under the 

new treaty USMCA, this will have to change. Patents may now 

enjoy an extraordinary period of term extension. 

It has been established in the USMCA, if there are 

unreasonable delays in granting the patent, the patent holder 

can request compensation on the term of the patent to be 

adjusted for such delays. An unreasonable delay includes a 

delay in the granting of a patent for more than five years from 
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It is a reality that obtaining a patent and not using it can be 

considered as inequitable conduct or unfair behaviour 

because it violates the very essence of industrial property law 

and economic competition law. 

A limit, such as the one described above, would establish a 

balance between protection afforded to innovative 

companies through both patents and marketing approval, 

and avoid clinical data protection from becoming an 

instrument for blocking trade and the entry of generic 

pharmaceuticals products into the market. 

5. USMCA COMMITMENT - LINKAGE 

The linkage is the relationship between the marketing 
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authority having heard arguments from any party that could 

obviously benefit or be affected from that decision. As a 

consequence, an applicant cannot obtain the marketing 

approval, even if the product does not infringe the patent, 

specially a product related to processes or drug formulation, 

pharmaceutical compositions, polymorphs, Markush type, 

doses, metabolites, etc (mentioned before) whose 

infringement mainly is based on the interpretation of claims.  

A process where concerned parties are not involved and 

where there is no legal certainty as to how the IMPI and 

COFEPRIS interpret whether an application infringes a patent 

or not, is considered very biased and without a balanced legal 

basis. 

B. FINDING BALANCE 

In the current system, the concerned parties in the marketing 

approval process are not heard by neither IMPI nor COFEPRIS. 

Therefore, the only existing beneficiary of the linkage system 

is the patent holder, because once his patent is entered in the 

gazette, no one can obtain a marketing approval for a 

pharmaceutical product related to that patent. 

Moreover, until now, there is no opposition system in Mexico 

before the granting patent authority, whereby the 

patentability of an invention can be questioned. Hence, the 
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Products with Therapeutic Equivalent Evaluation’, also known 

as the ‘Orange Book.’40 

However, the FDA, for the marketing approval of a drug, does 

not analyze whether the patent is valid or not, nor does it 

interpret claims or consult with the United States Patent and 

Trademarks Office (USPTO). It is constrained to be an 

administrative authority in the assessment of the safety and 

efficacy of medicines. 

Unlike the current Mexican system, in the US, there is no 

interpretation by authorities without intervention from the 

parties, leaving it in the hands of patent holders to act or not 

on a potential patent infringement of their pharmaceutical 

product. 

The Hatch-Waxman Amendment establishes four possibilities 

when requesting a marketing approval. One of them, known 

as ´certification under paragraph IV’ or also as ANDA IV,41 the 

applicant must notify the owner of the patent involved so that 

he can oppose the request for such marketing approval, and 

if after 45 days, a patent infringement trial has not been 

initiated, the marketing approval will be granted. 

On the other hand, if there is opposition to the marketing 

approval, the potential granting of the generic authorization 

process will freeze for 30 months or the duration of the trial 

(whichever is shorter). With this system, a marketing approval 








