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Before 1782 Decree

* Consecutive Process

e The assesment was
doing for three

groups
Pharmaco- Leggl and Laboratory . .
logycal OLELIRZEIL test (Batch ° Durlng th|S prOCESS
Evaluation process Release) d s . k
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Management Plan
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With 1782 Decree

e Assessment At the
same time

Legal and Quality

Pharmacologycal and process

Evaluation Assesment o The assessment for
four groups

wanagemen: | orey e * Risk Management
N Plan is including in to
the assessment

* From eight months to
one year
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Regulatory History

—

2016 2017

2018

e I

Inmunogenicity

Satbility
Comparability .
NAME LAW IMPLEMENTATION
Good manufacturing practices to biological products Decree 5402 2015 December 2016
Stability guideline for biological medicines Decree 3690 de 2016. |August 2018
Guideline on the evaluation of immunogenicity of biological medicines Decree 4490 del 2016 |September 2017

Guideline on comparability of biological medicines

In process
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Number of Medicines submitted by
1782 Decree

e 141 Dossier assessed
e 45 Renewal ( 32%)
* 94 New Products (68%)
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New Molecules submitted by
1782 Decree

e 94 New Product assessed
e 23 Biosimilar (24%)
e 71 Others (76%)
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Comparison of the number of
marketing authorization application

studied by EMA vs Colombia

EMA Biosimilar INVIMA
12 10 8 6 4 2 O 0 2 4 6 8 10 12
10_ Adalimumab 3
9_ Filgrastim 3
8_ Epoetina alfa 0]
q Rituximab 5

5_ Pegfilgrastim 0
4- Infliximab 1
4- Trastuzumab 6

2- Enoxaparina Sodica

2- Etanercept
2- Folitropina alfa

2- Insulina Lispro
2- Somatropina

2- Teriparatide
1. Bevacizumab 5

0
0
0
2- Insulina Glargina |0
0
0
0
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Conclusion

* INVIMA as a regulator aims to create optimal condition
for the competition, putting into the practice the 1782
Decree

* At the moment we have under review 23 Biosimilars

* Today only one trastuzumab finished all the process and
have marketing authorization in Colombia

* With the implementation of 1782 Decree, all scientific
and technical conditions are being ensured to biosimilar
get in to the Colombian market with adequate quality,
safety and efficacy standards, This will allow a relief to the
Colombian health system promoting access to this type of
molecules

* The next step is education to the health professionals in
the use of Biosimilar Products with confidence in imQ

ia de Medicamentos y Alimentos.
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