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Colombian health authorities

It implements policies formulated by

the Ministry of Health and Social

Protection regarding health

surveillance and quality control of

medical devices.

Ministry of Health and Social

Protection: Governing body

responsible for formulating policies and

issuing regulations for medical devices
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Scope of Application

o Includes personalized 

medical devices

o Excludes custom-made 

medical devices

o Requirements based on a 

risk-based approach

o Incorporates safety and 

performance principles

o Recognition of ISO 13485 

(GMP) 

REGULATORY FRAMEWORK UPDATE



IMDRF/RPS WG/N19 

FINAL:2016

Common Data Elements for 

Medical Device Identification

IMDRF/GRRPWG/N47FINA

L:2018) Essential Principles 

of Safety and Performance
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FINAL:2018 Definitions 

for Personalized 
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Implementation of Good Regulatory 
Practices



New Risk Classification for Medical Devices (MD) 

and In Vitro Diagnostic Medical Devices (IVD)

Very
High

High

Moderate

Low

Adoption of European Union 
Regulations (EU) 2017/745 and (EU) 

2017/746

Expedited 

Review Process

Comprehensive 

Evaluation

Sanitary 

Notification

Marketing Permit

Marketing 

Authorization

Marketing 

Authorization



PARTICIPATION IN IMDRF WORKING GROUPS



Thank You!


	Slide 1
	Slide 2: MEDICAL DEVICES REGULATION IN COLOMBIA
	Slide 3
	Slide 4
	Slide 5
	Slide 6: New Risk Classification for Medical Devices (MD) and In Vitro Diagnostic Medical Devices (IVD)
	Slide 7: PARTICIPATION IN IMDRF WORKING GROUPS
	Slide 8

