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“So, here I am. A brand new drug molecule, thoroughly researched 
and developed, for more than 10 years. Many monetary expenses 
and time investment have been put together to push me forward. 
I have been thoroughly clinical-trialled and proven to be safe and 
effective and a bunch of clinical-related data has been generated 
in the process. I have been named ‘the innovator’.”

“Naturally, now is the time to market me, in order to reach the 
target patient population that I was developed for, and so, help 
to improve people’s health. But hang-on: before this happens, I 
need to go through strict sanitary regulatory approvals, qualify for 
intellectual property protection, and somehow secure the clinical 
data generated.” 

“Only that one thing concerns me. I’ve heard that at some point, 
others will try to supersede my identity with the aim of also 
improving people’s health, but at a lower cost than mine. And 
that maybe, for being approved, they will be authorised to use my 
clinical data. I know they call themselves ‘generics’.”

“What is then out there that will secure IP and sanitary protection 
for me, while guarding my clinical data for the longest possible 
time before the entry of these generics?”

This stream of consciousness, pondered by a new and innovative 
drug molecule—if indeed this was possible—probably depicts the 
fears that all innovative pharmaceutical companies have. So, how 
do jurisdictions protect both an innovator’s IP rights and clinical 
data, and maintain a sanitary regulation intelligibly linked with 
these, while still providing affordable and high-quality medications 
for the population? 

This is not an easy question to answer and the approaches can 
be diverse. The regulatory frameworks needed for intertwining 
IP rights, clinical data protection, sanitary regulatory affairs and 
access to medicines, do not exist everywhere in the world.

Mexico has achieved much in this respect, although some areas of 
opportunity are still to be covered. IP rights protection, enabled by 

the Mexican Institute of Industrial Property (Instituto Mexicano de 
la Propiedad Industrial, IMPI), is linked to the sanitary regulatory 
affairs of the Federal Commission for Protection against Sanitary 
Risk (Comisión Federal para la Protección contra Riesgos 
Sanitarios, COFEPRIS), via the so-called Linkage Gazette: a 
biannual publication from IMPI in which patents in-force covering 
allopathic medicines, second-medical uses, and formulations 
thereof, are disclosed.

Seeking IP protection for a new molecule via patenting is standard 
in Mexico, as long as the patentability requirements set out by 
IMPI are met. Via this procedure, the innovator will benefit from 
20 years of protection for the active ingredient, during which, no 
other party can exploit the same molecule for any given purpose, 
being this a second medical use, a pharmaceutical composition, 
or a process.

Simultaneously (but not always), the innovator may apply for a 
marketing authorisation for its drug, through the local sanitary 
authority. In Mexico, if the application is successful, a renewable 
five-year marketing authorisation for the drug will be issued.

In this context, under the current Mexican legislation, a generic 
company may apply to COFEPRIS for a marketing authorisation 
for a product that falls within the scope of a patent listed in IMPI’s 
Linkage Gazette, within three years (for allopathic drugs and up to 
eight years for biocomparables) prior to the expiration date of the 
corresponding Mexican patent, according to the Bolar exception. It 
is worth noting that the marketing authorisation will not be issued 
by COFEPRIS until the Mexican patent in question expires.

Curiously enough, the timeframes for both procedures do 
not always match. The timeframe for obtaining a marketing 
authorisation normally lasts between three to six months and 
up to one year, whereas a patent application will normally take 
longer, approximately four years, on average. Therefore, there is 
a mismatch between the time that the innovator can benefit from 
having an active ingredient monopoly and the time during which it 
can generate revenue from the monopoly.

There are evident loopholes in Mexican legislation regarding IP rights 
and clinical data protection framed in the scope of sanitary regulatory 
affairs. Soledad Betanzos-Lara of Goodrich, Riquelme y Asociados reports
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So far, so good. However, since 2008, the Mexican regulation was 
amended to include a requirement for the approval of generic drugs 
before COFEPRIS on the sole basis of interchangeability tests. 
That is, generic companies may obtain marketing authorisation 
for a generic product by merely providing dissolution profiles or 
bioavailability studies. 

As the reader might infer, this intrinsically means that a generic 
product applicant indirectly benefits from the safety and efficacy 
studies already carried out by the innovator, which, in part, might 
explain why generic products are almost always cheaper than their 
innovator counterparts.

These facts uncover a clear disconnect between IP rights, sanitary 
regulatory affairs, and clinical data protection, not in the sense that 
there is a breakage in the confidentiality of clinical data, but in the 
lack of observance to international related treaties to which Mexico 
is bound.

Considering that the Mexican Constitution positions a hierarchy 
of international treaties approved by the Mexican Senate over 
Federal Laws, clinical data protection in Mexico should in theory 
be strictly subject to either of the following two legal international 
dispositions: the North American Free Trade Agreement (NAFTA) 
and Trade-Related Aspects of IP Rights (TRIPS) Agreement. 
Indeed, these are back by further local legislation, including the 
Mexican IP Law, Mexican Health Law, Mexican Health Products 
Regulations, and the Mexican General Health Law Regulations for 
Health Researching. 

On the one hand, while the Mexican IP Law establishes that 
undisclosed information in an application for marketing authorisation 
shall be regarded as a trade secret, it also states that information 
submitted in order to obtain an authorisation to produce or market 
chemical products shall be protected according to the international 
treaties to which Mexico is a signatory.

On the other hand, as part of these two treaties, a minimum five-
year term of indirect reliance on data protection/exclusivity would 
be expected to circumvent prejudicial commercial use of the 
confidential information made available by the innovator to the 
local sanitary regulatory authority, COFEPRIS.

However, there are no provisions in any of the local Mexican 
regulations containing a ‘non-reliance’ period as established in 
international treaties such as NAFTA and TRIPS. This means that 
during a data exclusivity period, the innovator’s pre-clinical and 
clinical trials data should not be referenced in the regulatory filings 

of another company (typically a generic company) for the same 
drug substance.

This period, according to Article 1711 of NAFTA, shall begin from 
the date on which the marketing authorisation is granted to the 
requesting party. NAFTA’s wording is subject to interpretation 
as regards to a reliance on the product safety and efficacy data 
contained in the dossier, because Section 6 of Article 1711 reads:

“Each party shall provide that for data subject to Paragraph 5 that 
are submitted to the party after the date of entry into force of this 
agreement, no person other than the person that submitted them 
may, without the latter’s permission, rely on such data in support 
of an application for product approval during a reasonable period 
of time after their submission. 

For this purpose, a reasonable period shall normally mean no less 
than five years from the date on which the party granted approval 
to the person that produced the data for approval to market its 
product, taking account of the nature of the data and the person’s 
efforts and expenditures in producing them. Subject to this 
provision, there shall be no limitation on any party to implement 
abbreviated approval procedures for such products on the basis of 
bioequivalence and bioavailability studies.”

In an attempt to provide for this missing link, in 2012, COFEPRIS 
published on its website a memorandum providing guidelines 
for observing the absent regulatory data package exclusivity 
agreement. These guidelines were drafted with the intention to be 
in line with the minimum time term set by NAFTA and advise that 
a marketing authorisation holder will have a five-year exclusive 
right, during which its clinical-related information cannot benefit 
or be used to support a third-party application for registration of 
a generic drug. Nevertheless, generic companies are invited to 
provide their own standard clinical trials to obtain the corresponding 
marketing authorisation if they so wish.

Theoretically, this sounds very promising. Practically, not 
much has been achieved: not a single relevant case in Mexico 
entreating international data protection treaties has been filed 
as of today.

Mexico has accomplished enormous advances in this respect, 
although there are still some evident loopholes in the Mexican 
legislation regarding IP rights and clinical data protection framed in 
the scope of sanitary regulatory affairs. Considering the imminent 
global tendency towards stronger and harmonised IP protection, 
Mexico will have to make its legislation fit. IPPro
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“ These guidelines were drafted with the 
intention to be in line with the minimum time term set 
by NAFTA and advise that a marketing authorisation 
holder will have a five-year exclusive right
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