
In the last few years, Peru has become a very attractive market for foreign and domestic investment 
because of the improvement of economic and social circumstances.

The Peruvian Government plays an active role in the creation of investment promoting conditions. 
Therefore, as the conduction of research provides access to new information and technology and 
generates jobs and income, the Government has published a set of legal provisions to regulate 
clinical trials (CT) in Peru, under international standards for bioethics and good clinical practices.

Since 2002, the Law on Transparency and Access to Public Information1  requires public institutions 
to implement measures to guarantee transparency in the activities they perform, under the principle 
that all the information held or produced by the State is considered public. In Peru, information on 
CTs is available for any user through the National Health Institute (INS) web page2.

1 http://www.peru.gob.pe/normas/docs/LEY_27806.pdf
2 http://www.ins.gob.pe/gxpsites/hgxpp001.aspx?2,13,326,O,S,0,,

Why perform clinical trials in Peru?

PERU:
A country of opportunities for Clinical Research
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STATISTICS ON CLINICAL TRIALS

The governmental responsibility of regulating clinical trials has been delegated by the Ministry of Health to the National 
Health Institute, which evaluated the protocols and related documents submitted by the Sponsors or Contract Research 
Organizations (CRO), and articulates the development of investigations among, Research Centers and Ethics Committees. 
According to the current legislation, the authorization for a clinical trial is obtained in 40 days.

Our country offers political and economic stability as the result of an exceptional economic and social growth of more 
than 10 years.

Peru has around 29 million people, including large variety of population and ethnic groups where illnesses that affect 
developing countries coexist with pathologies typical of developed countries.

Since 2004, the Peruvian Medical Association has implemented the Certification and Recertification System for surgeons 
and specialized doctors3; to guarantee the quality of the doctors in charge of the clinical aspects of research.

3 http://www.cmp.org.pe/www3/index.php?option=com_content&view=article&id=116&Itemid=104
4 Politis Virk, K. Latin America's Trials Climate. Applied clinical trials [internet].  2009 Jun 1.[Quoted on March 31, 2010]. Available in: 
 http://appliedclinicaltrialsonline.findpharma.com/appliedclinicaltrials/CRO%2FSponsor/Latin-Americas-Trials-Climate/ArticleStandard/Article/detail/602046 
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Peru is one of the countries in Latin America with the highest growth rate in the area of clinical research4. Between the 
years 1995-1999 and 2005-2009, evaluated clinical trials increased sevenfold (793%). Graph 1 shows a strong increase 
among each five-year period. From 1995 to March 2010, 1194 applications for clinical trials were evaluated. 

Reflecting international trends in research, clinical trials belong, mainly, to the following specialties: oncology, 
endocrinology, infectology, cardiology and pneumology. See Graph 2.

Graph Nº 2
Clinical Trials by Specialty Peru 2004-2010

Most transnational pharmaceutical companies promoting and developing biomedical research have performed or are 
currently performing clinical trials in our country: Merck Sharp & Dohme/Schering-Plough, GlaxoSmithKline, Novartis, 
Pfizer/Wyeth, F. Hoffmann-La Roche, Takeda Pharmaceutical, Bristol-Myers Squibb, Sanofi-Aventis, AstraZeneca, Bayer 
and Eli Lilly and others. (See Graph 3).
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Graph Nº 3
Clinical Trials by Sponsor. Peru 2004-2010
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The 15 years of national experience developing CTs 
have made it possible to achieve a select group of 
specialists and researchers, doctors trained in bioethics 
and good clinical practices, who work professionally 
within a hospital infrastructure in constant expansion 
and modernization.

For all these reasons, Peru is one of the best markets for 
conducting clinical research.

Graph Nº 4
Clinical Trial by Phase. Peru 2004-2010

Not only pharmaceutical companies, but also academic and governmental institutions have developed and/or sponsored 
research in our country. Among them we can mention the Eastern Cooperative Oncology Group, the International 
Breast Cancer Study Group, the New York School of Medicine, the US National Institutes of Health - NIH, the UK  
School of Hygiene and Tropical Medicine and the Pan American Health Organization.

Showing that we are organizationally and technically ready to conduct research, we perform studies in all Phases (see 
Graph 4). Peru has a solid regulatory framework, certified ethics committees, Research Centers trained in good clinical 
practices and research institutions with the adequate infrastructure.



According to the current legislation, the only institution responsible for regulating CTs in Peru is 
the National Health Institute.

In 2006, the first Clinical Trials Regulations was made official in Peru and in 2007 the regulations 
were updated6 and the Procedures Manual was published7.

* Sponsor or CRO has 30 days to complete the record
+ DIGEMID assesses records in an undetermined period depending on the demand

Evaluation process for authorization of clinical trials applications

The legislation establishes, with 
great precision, the requirements for 
authorizing and conducting CTs in 
Peru. 

To ensure that CTs are conducted under 
the highest quality standards, the INS 
Inspects ethics committees, Research 
Centers and CRO. These inspections 
increased fivefold (583%) between 
2004 and 2009, going from 30 to 175. 
(See Graph 8)

The increase of authorized CTs and other 
related processes was possible because 

Graph Nº 5
Participants in CT per year. Peru 2004 - 2009

Not only the number but the complexity of investigations has 
increased. Therefore the number of people enrolled in clinical 
trials has had an exponential growth, exceeding 10,000 a year 
during 2008 and 2009. (See Graph 5).

In spite of the growth of investigations and thanks to INS 
organized work, Peru is the country with the best time for 
CT approval in Latin America5, according to the international 
CRO Pharmaceutical Product Development, Inc. (See Graph 
6).

Until March 2010, there are 389 Research Centers (see Graph 
7), including public and private institutions, 26 Institutional 
Ethics for Research Committees and 24 Contract Research 
Organizations registered nationwide.
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5 http://www.ppdi.com/locations/pdf/conducting_clinical_trials_in_latin_america.pdf
6 http://www.ins.gob.pe/gxpsites/agxppdwn.aspx?2,13,331,O,S,0,1846%3bS%3b1%3b137,
7 http://www.ins.gob.pe/registroCT/MANUAL_DE_PROCEDIMIENTOS.pdf

Graph Nº 8
Inspections conducted. INS 2004-2009

Graph Nº 9
Personnel responsible for regulating CT. INS 2004-2009

Graph Nº 6
Time for CT Authorization in Latin America

Department Amount Percentage
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Graph Nº 7
Research Centers per Department. Peru, 2009

the INS increased the number of professionals devoted to evaluating research. This number increased fourfold between 
2004 and 2009. (See Graph 9).

Another element that promoted the growth of research has been thee development and increase of ethics committees. 
This has enabled the review and approval of a larger amount of investigations, one of the most critical previous phases 
for CT authorization.

Peru has achieved enough capacity to carry out research 
throughout the country, and not only in the capital city. There 
are ethics committees and Research Centers in the main cities, 
which opens more possibilities for research.
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 Sustained Growth

 Peru has had an excellent economic performance since 2002. During 2008, the Peruvian GDP increased in 9.8%, one 
of the highest rates in the world. In spite of the current international crisis, the good economic expectations for Peru 
are based, mainly, in the prospective investments, both public and private, and in the high perspective of the domestic 
consumption. As a consequence, Peru is anticipated to have at least 10 consecutive years of accelerated growth.

 Investment Grade

 Peru has been able to Access the Investment Grade of the three main credit risk rating agencies in the world:

 Moody´s Investors Service (2009) raised Peru credit rating to Investment Grade by increasing the rating from Ba1 to 
Baa3. This reflects the country’s resistance 
to external economic shocks and the lower 
credit risk associated with the dollarization 
of its financial system, and the smaller 
participation of the foreign currency in its 
public debt

 Standard & Poor’s (2008) assigned BBB, 
Stable Outlook, joining México, Chile and 
Brazil in Latin America. 

 Fitch Ratings (2008) assigned BBB, neutral 
outlook. 

ECONOMIC INFORMATION ABOUT PERU10

 INS web site8 contains a web page on clinical trials addressed to the sponsor, the researcher and the community.

 Through this web page we can access the information system on the clinical trials developed in Peru in the last 15 years 
and find the investigations, current statistics and also the condition of CT authorization processes. In 2008, this system 
was considered, by NGO Ciudadanos al Día9, as Good Governmental Practice in the category of transparency and access 
to information (e-health).   

 In this web page the sponsor and the researcher will find:

 Technical standards and guidelines on clinical trials: On-line queries.
 An electronic form to register applications for authorizations on line.
 The status of the application for authorization and the validity of the authorizations issued.
 Detailed information on all administrative procedures performed, current fees, forms and instructions: File Status

 Through this web site, the following institutions can register on line:

 Research Centers.
 Contract Research Organizations.
 Institutional Ethics for Research Committees.

 Statistical information on clinical trials since 1995 up to date. 

 Peru is among the economies that grew most in the last decade
Cumulative economic growth 2002-2009 

(Percent)

Fuente: FMI-WEO Octubre 09

CLINICAL TRIALS ON-LINE INFORMATION



8 http://www.ins.gob.pe/
9 http://www.ciudadanosaldia.org/repositorio/docs/BPG%202008_colgar.pdf
10 http://www.proinversion.gob.pe/

 Growing Participation in the Global Market

 Peru has entered into Free Trade Agreements with USA, the European Union, China, Canada 
and Singapore. 

 The country is a member of the Latin American Integration Association, (ALADI), whose 
main objective is to establish a Latin American common market with Argentina, Brazil, Chile, 
Cuba, Mexico, Paraguay and Uruguay.

 Peru is a member of the Andean Community of Nations (CAN) that establishes commercial 
agreements with Bolivia, Colombia, Ecuador and Venezuela.

 Modern and Stable Legal Framework for Investment

 With the purpose of capturing financial and technological resources needed to exploit the 
vast natural resources and develop the various productive potentials in the country, Peru has 
established a stable and attractive legal framework for private investment, both domestic and 
foreign.

 Legal standards regulate and protect foreign investments, granting them a non discriminatory 
treatment before domestic investments.

 Additionally, Peru has prepared a tax incentive package for investment in certain geographical 
areas and production sectors of national interest.

System of Record of Clinical Tests and follow up of on line step

Esta es una página web en la cual encontrará información relacionada a ensayos clínicos. También encontrará una relación de aquellos 
ensayos registrados en el país.

El objetivo es informar al respecto a la ciudadanía, participantes de los ensayos clínicos, profesionales de salud, investigadores, instituciones 
y centros de investigación y patrocinadores de ensayos clínicos.

También se persigue motivar al público acerca de la importancia del desarrollo de investigaciones en nuestro país, así como el derecho y 
transparencia en el manejo de la información la vigilancia ciudadana de los procesos.

El Instituto Nacional de Salud tiene la función de revisar, registrar y autorizar los ensayos clínicos, regular la investigación en el Perú y 
garantizar la aplicación de las normas de éticas internacionales y las Buenas Prácticas Clínicas en la realización de los ensayos clínicos en el 
Perú. El objetivo es velar por los derechos, bienestar e integridad de los participantes en investigaciones, fomentando las prácticas éticas y 
la calidad de los procesos y difundiendo los resultados derivados de ellas. 

Mayor información sobre ensayos clínicos

•	 Aprendiendo	más	acerca	de	los	Ensayos	Clínicos

•		 Antecedentes	de	la	normatividad	de	los	Ensayos	Clínicos

•		 Ensayos	Clínicos	en	ejecución

Información para el público en 
general

Información para los investigadores

Registro de Centros Investigación,
OIC, Comités de Ética

Estadísticas de los Ensayos Clínicos

Consideraciones a tomar en cuenta

Preguntas Frecuentes

Consultas, informes y sugerencias

BIENVENIDO A LA PÁGINA DE ENSAYOS CLÍNICOS DEL INSTITUTO NACIONAL DE
SALUD

Reglamento de Ensayos
Clínicos

Manual de Procedimientos de
Ensayos Clínicos

Contador	de	visitas
Total	de	vistas	diarias	237

Total	de	visitas	mensuales	5050

Instituto Nacional de Salud (INS) Capac Yupanqui 1400  - Jesus Maria Lima Peru - 471-9920  467-4499
Horario de Atención al Público: Lunes a Viernes de 8.00 a 17:00 hrs.

ACERCANDO LA CIENCIA A LAS PERSONAS

INS - Oficina General de Información y Sistemas, Lima Perú - 2010

para los procedimientos en los EC

Registro de Ensayos ClínicosMinisterio de Salud Instituto Nacional de
Salud



 Sectors with high growth potential 

 Of the 128,5 million hectares of the Peruvian territory, 
8 million hectares have potential for agriculture, 18 
million hectares for pasture and 49 million hectares for 
sustainable forest activities (besides 54 million hectares 
of protection land). With regard to the extension of its 
natural forests, Peru is the ninth country in the world 
and the second in South America.

 Peru is one of the leading fishing countries in the world 
due to the great ictiological richness of the Peruvian 
Sea.

 The Andean Mountain Range offers Peru not only is 
its mining resources, but as the birthplace of the Inca 
empire and with its wonderful landscape, also the 
position of a world tourist attraction. Machu Picchu and 
Cuzco are the best-known destinations.

 The Peruvian jungle shelters a great variety of flora and 
fauna species, navigable rivers, as well as oil and gas; 
all this provides an enormous potential for tourism and 
production.

 Vast natural resources and climate 
diversity

 Almost all the climates in the planet can be found in the 
Peruvian territory, which also has important natural, 
mining and energy resources.

 Because of these natural advantages and the work of its 
people, Peru is:

 The first world exporter of asparagus and paprika.
 The first producer of fish meal and oil.

 The first producer of alpaca and vicuna fibers.
 The first world producer of silver.
 The first net exporter of hydrocarbons.

And in Latin America, Peru is:

 The first producer of gold, zinc, tin and lead, and 
the second producer of copper, besides being a 
leader in other metals.

 One of the main exporters of textiles (with high 
value garments).

 The country with the largest biological richness and 
variety.

 The third largest country in South America.
 The second country with the largest area of natural 

forests.

 Strategic Location in the South American 
Pacific 

 Peru is a leader in the South American Pacific. With 
an extension of 1’285,216 km2, it is the third largest 
country in South America.

 Peru’s vast and mega diverse territory is strategically 
located in the central area of South America by the 
largest ocean in the world. Its geographical position 
projects it through the Amazon River and Brazil to the 
Atlantic Ocean. The Andes Mountains that cross Peru 
link it with Ecuador, Colombia, Bolivia, Venezuela, Chile 
and Argentina. The Pacific Ocean connects Peru with 
APEC countries, the most important, and rich market 
in the world, showing the fastest growth rate, of which 
Peru is a member.

 

National Health Institute (INS) 
Research and Technological Transfer General Office  (OGITT): Cápac Yupanqui 1400 - Jesús María. Lima, Peru   T. (511) 617 6296

www.ins.gob.pe/investigacionensalud
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