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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

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?

8. How is compliance with regulation monitored I
and evaluated? Is the regulatory regime

comparable with the U.S. Food and Drug
Administration or the European Medicines Agency
expectations and requirements?

9. What is the potential range of penalties for
noncompliance?

10. Is there a national healthcare system? If so, how
is it administered and funded?

4. What are the approximate fees for each
authorization?

11. How does the government (or public) healthcare
system function with private sector healthcare?

5. For how long are marketing
authorizations/registrations valid? How
are marketing authorizations/registrations
renewed?

6. How does the authorization process
differ between brand-name products and
generic products? Are there differences for
local manufacturers versus foreign-owned
manufacturers?

7. How are combination products (drug +
drug, drug + biologic, drug + device, biologic

12. Are prices of drugs and devices regulated and, if
so, how?

13. How are drugs and devices used by patients paid
for? What roles do public and private payers play?

14. Who dispenses drugs and devices to patients
and how are those dispensers compensated?

15. What are the professional and legal
responsibilities of those who dispense drugs and
devices? What role do they play in providing
patient care, information, and safety?

I + device, drug + biologic + device) regulated?

|
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REGULATORY, PRICING, AND
REIMBURSEMENT OVERVIEW

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

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.

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

The regulatory framework for the authorization of drugs, biologicals and
medical 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, med-
ical 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 mar-
keted 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 I1) The class of products do not form a homo-
geneous group, with at least three or more references of the product.

3. What are the steps to
obtaining authorization to
develop, test, and market a
product?

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

3.A. STEPS TO OBTAINING MARKETING AUTHORIZATION OF NEW DRUG
PRODUCTS:

Usually, the marketing authorization for a new medicinal product may
take from between 9 months to 12 or 20 months depending on the product
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

supporting information. In practice, INVIMA takes more time than the legal-

ly established limits.

APPLICATION FOR MA:
Pharmacological evaluation
Pharmaceutical Evaluation

Legal documentatio

Form
Incomplete
documentation:
REJECTED +— ANALYSIS =\
APPLICATION
* INVIMA:
COMPLETE DOCUMENTATION: > 10 working days
LEGAL EVALUATION approximately Each
new requirement
* Interrupts evaluation
Requirement terms by INVIMA
for additional
information and/
or documentation +— ANALYSIS ~/
(Interested Party:
60 working days to
comply) *
Ratification (confirmation) =\

TACIT WITHDRAWAL:
Should the interested
party fail to comply
with one or more
requirements, the
process will be
acknowledged as
dismissed
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of Application by the
Interested Party

* INVIMA:
> 3 months
approximately

ANALYSIS

MA
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

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

\

Incomplete

d tation:
TR < anavss

APPLICATION

\J

COMPLETE DOCUMENTATION:

LEGAL EVALUATION

v

Requirement
for additional
information and/
or documentation ~@———— ANALYSIS
(Interested Party:
60 working days

to comply) *

Ratification (confirmation)
of Application by the
Interested Party

v

ANALYSIS

TACIT WITHDRAWAL:
Should the interested
party fail to comply
with one or more
requirements, the
process will be
acknowledged as
dismissed
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INVIMA:

20 working days
approximately Each
new requirement
Interrupts evaluation
terms by INVIMA

INVIMA:
3 months after all the
required documents are
submitted
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