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01 REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW

Jurisdiction over drugs, biologicals and medical devices is centralized at the 
Colombian National Food & Drug Surveillance Institute, better known as 
INVIMA. This is a decentralized agency of the Ministry of Health, created in 
1993. More information available at invima.gov.co.

The regulatory framework for the authorization of drugs, biologicals and med-
ical devices is framed through Decree 677/95 (chemical synthesis), Decree 
1484/12 (biologicals) and Decree 4725/05 (medical devices). Each field has 
additional regulations:

2.A. Law 1751/2015, regulated by Decree 780/2016, provides the general 
national framework on health rights and duties in Colombia;

2.B. Resolution 3951/2016, establishes the reimbursement procedure at the 
Fund of Solidarity and Assurance (FOSYGA) for supplying medicines, medical 
services and health benefits not included in the Health Benefits Plan;

2.C. Price control over drugs and medical devices is determined under the 
National Commission of Medicines and Medical Devices’ scope (CNPMD) 
according to Law 1438/2011, Decree 1071/2012 and Decree 705/2016. The 
CNPMD annually assign a reference price for all medicinal products market-
ed in the country. This price is considered a regulatory tool to establish the 
price for each commercial presentation of the medicinal product. A product 
will enter on a direct control system (price control fixed) if: i) It presents a 
retail price higher than the reference price of the corresponding homogeneous 
group and/or ii) The class of products do not form a homogeneous group, with 
at least three or more references of the product.

It is mandatory to obtain a marketing authorization (MA) or health registra-
tion to manufacture, sell, import or export a drug product. Requirements and 
procedures depend on the product, its background, indications of use and 
risks.

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?

2.  What is the regulatory 
framework for the authorization, 
pricing, and reimbursement of 
drugs, biologicals, and medical 
devices?

3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?
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3.B. STEPS TO OBTAINING A MARKETING AUTHORIZATION FOR PRODUCTS INCLUDED IN OFFICIAL 

PHARMACOLOGICAL REGULATIONS 

Usually, the marketing authorization for drug products included in Official Pharmacological Regulations 
may take from 4 months to 9 or 12 months depending on the product supporting information. In practice 
INVIMA takes more time than the legally established limits.

APPLICATION FOR HEALTH REGISTRATION:
Pharmaceutical Evaluation

Legal documentation
Form

INVIMA:
20 working days 

approximately Each 
new requirement 

Interrupts evaluation 
terms by INVIMA

INVIMA:
3 months after all the 

required documents are 
submitted

Incomplete 
documentation:

REJECTED 
APPLICATION

Requirement 
for additional 

information and/
or documentation 
(Interested Party: 
60 working days 

to comply)

ANALYSIS

ANALYSIS

ANALYSIS

COMPLETE DOCUMENTATION:
LEGAL EVALUATION

TACIT WITHDRAWAL:
Should the interested 
party fail to comply 
with one or more 
requirements, the 

process will be 
acknowledged as 

dismissed

MA MA
DENIED

Ratification (confirmation) 
of Application by the 

Interested Party
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04TRADITIONAL MEDICINES AND 
OVER-THE-COUNTER PRODUCTS

Traditional medicines are ruled through Decree 2266/04 which establishes 
regulatory requirements for phytotherapeutics. These are some of their main 
requirements:

Pharmaceutical forms: tisanes or any accepted pharmaceutical forms except 
sterile pharmaceutical forms (injectable and ophthalmic).

The medicinal plants used for the production should be included in the 
Colombian Vademecum of Medicinal Plants. In the event of not being in the 
Colombian Vademecum of Medicinal Plants, it will be in the Specialized Room 
of Natural Products or whoever takes charge of approving and including them.

Its claim of use is not related to the identification of one or more active 
ingredients, but to the qualitative definition of ingredients and markers.

It will not contain in its formulation substances with narcotic or psycho-
tropic activity.

It will not combine the material of the medicinal plant with active substanc-
es isolated and chemically defined.

The active ingredients coming from material of the medicinal plant that has 
been processed and obtained in pure form, will not be classified as a traditional 
phytotherapeutic product.

Yes. If these medicines can be sold without prescription, they can be advertised 
directly to the public prior to authorization from INVIMA.

Advertising of homeopathic and phytotherapeutic medicines that do not need 
prescription follows the same rules as advertising of OTC medicines.

Regulatory requirements for OTC medications are the same as for prescription 
drugs, i.e. Decree 677/95.

44. What are the regulatory 
requirements for traditional, 
herbal, complementary, or 
alternative medicines and 
devices?

45. Can these traditional, herbal, 
complementary, or alternative 
products be advertised directly to 
the public?

46. What health, advertising, 
and marketing claims may be 
made for traditional, herbal, 
complementary, or alternative 
products?

47. What are the regulatory 
requirements for over-the-
counter (non-prescription) 
medications?
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PATENTS AND TRADEMARKS

PATENTS AND 
TRADEMARKS

Another way to revoke patent or trademark rights is by a direct consideration of 
the Patent and Trademark Office (PTO), provided that the right owner provides 
the PTO with explicit authorization to do so.

The principle of territoriality applies for patents and trademarks under a first 
to file system. Therefore, foreign rights are not recognized unless they are reg-
istered in the country. Of course, priority under Paris Convention rules is avail-
able, and Patent Cooperation Treaty (PCT) patent applications are welcome 
within 31 months following such priority. Moreover, Colombia is the only Latin 
American Patent Office that is a member of the Patent Prosecution Highway 
(PPH) Global agreement, allowing accelerated patent prosecution with other 
Patent Offices around the world.

As for trademarks, Andean registrations (trademarks granted in Colombia, 
Peru, Ecuador or Bolivia) or trademarks protected in any country member of 
the Washington Convention can be used as grounds on opposition procedures.

Test Data Protection is available for new chemical or biological entities, under-
stood as active principles not included under the Colombian Pharmacological 
Code. According to this protection, generics or biosimilars would have to pro-
vide their own safety and efficacy studies in order to obtain market approv-
al for new chemical entities which protection was requested and granted by 
INVIMA. Test Data Protection is regulated under Decree 2085 2000.

There are no restriction of medicines or devices that could be protected 
through patents or trademarks different than the ones already mentioned. 
moreover, trademarks cannot describe the product, or only consist in the 
active principle of the product.

License agreements do not require a government approval; however, it is 
mandatory to record these contracts before the local Patent and Trademark 
Office and the National Customs & Tax Authority in order to regularize roy-
alty payments.

62. Are foreign patents and 
trademarks recognized and, if so, 
under what circumstances?

63. Are there any non-
patent/trademark barriers to 
competition to protect medicines 
or devices?

64. Are there restrictions on the 
types of medicines or devices 
that can be granted patent and 
trademark protection?

65. Must a patent or trademark 
license agreement with a foreign 
licensor be approved or accepted 
by any government or regulatory 
body?




