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With the rapid transformation and the global growth of 
clinical trials, controlling the cost and achieving more effective 
investment of the resources that small startups and biotech 
companies have has been a major reason for leveraging Latin 
America for clinical research. This strategy is a two-pronged 
approach:

1. Open new regions of the world that have diversity and an 
ample number of diseased patients in their populations.

2. Use of technologies to evaluate research initiatives and to 
design trials in the most efficient manner.

The focus of this discussion is on the initiative of creating 
opportunities for clinical research in regions that have had a very 
minimal participation in these projects in the past. We focus on 
Latin America as the most important region for new access for 
patients because of its large population and relatively naïve clinical 
trial population. At the end of 2018, the total population was 
measured at 652,000,000 inhabitants. Latin America traditionally 
hasn’t been that involved in clinical research, given the number of 
studies per region in the world in 2018. According to the latest data, 
the US had 109,000 active studies, Europe had 75,000 studies, and 
China had 28,000 studies. In contrast, Latin America conducted 
only 3000 in Mexico, 2600 in Central America and 8800 in South 
America. This translates to the region participating in less than 
8% of the clinical studies worldwide, almost the same number as  
Africa. 

In addition to the number of subjects in the region, the 
ethnic diversity shows one of the most heterogeneous societies 
in the world; for example: Mexico has 14% indigenous subjects, 
50% European descendants, 70% Mestizos (European and native 
descent) and 0.5% African immigrants. Colombia also shows this 
kind of diversity in their population, which is comprised of 1.8% 
natives, 20% Europeans, 53% Mestizos and 25% Africans. Finally, 
Brazil has 0.4% indigenous, 53% Europeans, and 45% Africans.

Another key variable in moving forward the development and 
growth of clinical research in the region is the advances that each 
country has had with regard to their overall progress in economics, 
education, infrastructure development, and healthcare delivery 
models. For example, on average, in the top four countries of 
the region (Argentina, Brazil, Colombia and Mexico) 5% to 6% of 
the population speaks English as a first or second language. The 
movement of their population to large urban cities or metropolitan 
areas has been expanding over the last 70 years. Places like Mexico 
City have 25 million inhabitants in the Metropolitan Area, Sao 
Paulo, Brazil has 22 million, Buenos Aires, Argentina has 16 million 
and Bogota, Colombia, 11 million. The growth of per capita income 
in the region has been significant throughout these regions, with 
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some countries overachieving like Chile, Argentina and Mexico. 
The increase of healthcare expenditure has been a priority in 
these countries improving the healthcare delivery systems, and 
the identification and treatment of different pathologies, with an 
epidemic growth of chronic degenerative diseases and malignancy. 

Latin America has been closely following the track of first-world 
societies by adopting as their own the lifestyles, eating habits and 
medical resources of the so-called developed countries. By doing 
so, Latin American regions have developed the same diseases and 
longer life expectancies. Major problems like obesity, diabetes 
mellitus, cardiovascular diseases and respiratory diseases play a 
major role in the health problem that this region has. Malignancies 
as a group are established as a second cause of death in the largest 
countries of the region. 

A key element in developing a solid platform for clinical 
research has been the transformation of the standard of care in the 
region. Since the 1990s, these countries have implemented a series 
of health sector reforms to increase equity, effectiveness, quality, 
efficiency, sustainability and social participation. Access to care 
has been one of the main topics addressed – giving the population 
opportunities to receive proper treatment and prevention of the 
conditions they are suffering. There has been a great effort to reach 
universal health coverage by 28 and currently Mexico and Costa 
Rica have one of the best national healthcare insurance systems in 
Latin America.

All this amounts to great strides in the progress of clinical 
research in Latin America, and this transformation has also attracted 
healthcare leaders to the region, as well as clinical scientists. Many 
of the physician scientists that conduct trials in Latin America have 
been trained in the United States as well as Europe and Canada. 
These researchers have launched initiatives for innovation and 
research by looking for better ways to address the healthcare 
problems that they have to deal with every day, and also to look 
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for options to change paradigms of the standard of care. In doing 
so, they generate savings in the healthcare costs. These physician 
scientists have created top institutions like the national institutes 
of health, many top academic universities and teaching hospitals or 
academic health science centres to develop the platforms where the 
research can thrive in their countries. 

What has been implemented in recent years has been the 
training of individuals and healthcare teams that have the 
competency to conduct clinical trials. This was followed by 
organising resources, evaluating procedures, and implementing 
quality assurance to conduct clinical research under international 
guidelines (ICH) GCP, harmonisation, standards, and requirements 
of regulatory agencies such as the FDA and the European 
Regulatory Agency. This has resulted in the creation of IRBs and 
ethics for research committees in different healthcare institutions 
and independent bodies, and the adoption of regulatory agencies to 
establish the appropriate and lawful operation of clinical research 
in Latin America. With all these changes, there is an openness 
and readiness for mandatory audit processes for the local and 

national regulatory agencies, as well as international. For example, 
a report by the FDA for the period of January 2008 to February 
2018 showed that the standards of no action, voluntary action and 
official action indicated are essentially the same as the worldwide  
standard. 

Another big advantage to consider is that US companies have 
the largest production of trials that require global evaluation. By 
working basically in the same time zone as the US, this benefits 
the communication while running a trial. This gives Latin America 
an advantage when compared with the barriers and difficulties of 
working in time zones of Asia or Australia. The other major benefit 
is the cost-effectiveness of the clinical trials, as the currency and 
costs of the region are significantly lower when converted to global 
currencies (GBP, EUR, USD). Another thing to take into account is 
that standard of care cost is lower, and this benefit is then passed 
along in the clinical trial cost. 

One key advantage of the region is the large number of naive 
patients that are available to participate in trials. The lack of trial 
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availability makes a more rapid and efficient recruitment process 
due to the patients’ need for medical care. When we compare 
the recruitment average of United States sites compared to Latin 
American sites, the LATAM sites almost double the number of 
participants enrolled in a study: United States average seven 
participants and Latin America 12 participants per site. These rates 
are also higher because of the close patient-physician relationship 
that is an integral part of Latin American culture.

For all these reasons, the growth in the number of clinical sites, 
CRO and sponsor interest in Latin America has been exponential. 
Currently, new sites and research centres are opening at a rate of 
1500 per year. The growth in the number of centres for Colombia 
has been 200%, Brazil 100%, Mexico 97%, Chile 94%, Argentina 90% 
and Peru 83%. One of the important benefits that the clinical leaders 
have identified for the institutions or clinical sites is that having the 
processes required for clinical research embedded in their culture 
improves the overall care of all the patients. Applying good clinical 
practices (GCP), standardising care, and enforcing quality measures 
and processes transforms the healthcare delivery for all the patients 
that an institution serves. 

This movement has influenced the authorities in charge of the 
regulatory processes in these countries. Some journals, like The 
Economist (Spanish version) have documented the progress and 
positive results that some of these national regulatory agencies have 
attained. One great example is the transformation that COFEPRIS 
(FDA equivalent in Mexico) has seen over the last eight years. They 
have decentralised the process — by now having regional offices 
for submission and review of new clinical trial protocols. This has 
decreased timelines significantly, from six to eight months average 
to approval to four months through their regional office. Argentina 
has adopted a similar pathway and also has a four-month timeline, 
and Brazil’s approval process is around six months (does not include 
biological molecules). Colombia and Peru are also in the four-month 
timeline. This reformation of the regulatory process in LATAM has 
increased the opportunities for industry to work in these countries, 
enabling the science and medicine to advance exponentially.

In summary, Latin America offers a great opportunity to 
support clinical research worldwide with high patient participation 
and state-of-the-art research centres. The region offers a diverse 
and broad pool of patients, combined with a large number of sites 
through the whole region. In both rural and urban areas, these 
research facilities operate with guidelines that are fully compliant 
with FDA and international regulatory agencies. These efforts 
have advanced the standard of care, and cost-effectiveness in 
the region, which have provided efficiency, speed, and quality as 
differential characteristics that make Latin America an important 
and exciting place to conduct clinical research in the years to  
come.
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