GaBl
Second Colombian Scientific Meeting on Quality Assessment

Sclentific ¢ BIOSIMILARS/SIMILAR BIOTHERAPEUTIC PRODUCTS
Meetings

15 August 2017, Hiilton Bogotd, Colombia

Johanna Andrea Garcia Cortes, MSc, Colombia

* Professional Specialist, Medicamentos y
Productos Biologicos, Instituto Nacional de
Vigilancia de Medicamentos y Alimentos
(INVIMA), Colombia



GaBl
Second Colombian Scientific Meeting on Quality Assessment

Sclentific ¢ BIOSIMILARS/SIMILAR BIOTHERAPEUTIC PRODUCTS
Meetings

15 August 2017, Hiilton Bogotd, Colombia

Biosimilars regulations in Colombia

Johanna Andrea Garcia Cortes, MSc
15 August 2017






CONTENTS

~ Current Regulation (Before
Implementation)

Changes in the Study Process
due to Implementation

é& @ Comparability Approach
Abbreviated Comparability
Approach




INSTITUTIONAL CHART

Medicines
and
Biological
Products
Direction

Dr Javier Guzman

4

Dr Francisco Sierra




MARKETING AUTHORIZATION PROCESS TODAY

1

H Y

Legal and
Pharmacological Quality and Laboratory test
Evaluation process ( Batch Release)
Assessment




Decree
’ 1782

18 Sep, 2014

2010 pnin) 2011 2012 2013 2014 2015 2017

Decree preparation and drafting:

MOH - Invima I : = 2010-24Jan, 2012

Debate and consultation (First round) I 24 Jan 2012 - 13 Feb 2012

Debate and consultation (second round) . 14 Feb 2012 - 23 May 2012

Debate and consultation (third round) - 24 May 2012 - 21 Feb 2013

Debate and consultation(fourth round) - 22 Feb 2013 - 25 Jun 2013

Debate and consultation (fifth round) _ 26 Jun 2013 - 25 Jun 2014

Inmunogenicity guideline Sep 2014 - Mar 2017

Stability guideline Sep 2014 - Aug 2016

GMP guideline B o sep2014- 17 Dec 2015
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COMPLETE DOSSIER APPROACH

Designed in Biologicals for:
1. New Molecules, New
Developments

e Administrative

e Summary

e Quality

¢ Non Clinical

Module 4

e Clinical full dossier

ICH Topic M 4 Q Common Technical
Document for the Registration of
Pharmaceuticals for Human Use



Comparability Approach

Designed in Biologicals for:
1. Patent-expired molecules

2. Molecules that are compared
against a reference product

e ADMINISTRATIVE

e Summary

* Quality + Comparability
e Full

e Non Clinical + Comparability
Module 4

e Clinical Reduce +
Comparability
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I specific circumstances, a confirmatory clinical trial may not be necessary. This requires that similar
efficacy and safety can clearly be deduced from the simifarity of physicochemical characteristics,
biological activity/potency, and PK and/or PD profiles of the biosimilar and the reference product, In
addition, it requires that the impurity profile and the nature of excipients of the biosimilar itself o not
give rise to concern,

EMA CHMP/437/04 Rev



Which Products Can Choose the Abbreviate
Comparability Approach

Products Containing Active Pharmaceutical Ingredients
Which are:

Sufficiently Characterized

- Those Which have a Safety and Efficacy Well-defined
Profile and are Well-documented

- Those Which have Strong Clinical Experience

- Those Which have Strong Pharmacovigilance
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