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Secretaria de Ciéncia, Tecnologia e Insumos Estratégicos

Visa o desenvolvimento da capacidade cientifica, tecnoldgica e produtiva nacional por
meio da formulacao e implementacao de politicas nacionais no ambito de:

Ciéncia, Tecnologia e Inovacao em Saude (DECIT)
Complexo Industrial da Saude (DECIIS)

Gestdo e Incorporacao de Tecnologias em Saude (DGITS)
Assisténcia Farmacéutica (DAF)

Pesquisa Producao Incorporacao Acesso
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O tamanho da assisténcia farmacéutica (em “bilhoes")

Gasto com medicamentos do Ministério da Salde por componente do BFAF e do
programa Farmacia Popular - valores liquidados (2010-2016)
(Em RS bilhdes)'
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Elzboracén da autora.
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http://www.ipea.gov.br/

Vendas globais de medicamentos e a participacao de
produtos biologicos

(USD in billions))

1,200 100%
1%
00¢
80%

709
800
609%
600 )%
40%
400
27% 27%
2 24% 25% 25% 26% 0%
200 20% 22% 39% ’
R
IE——
( ]
2006 2007 2008 2009 2010 2011 2012 2013 20714 2015 2016 2017 2018 2019 2020
Biopharmaceuticals Low molecular weight pharmaceuticals/others (including OTCs) Source: Evaluate Pharma

=
Fonte: http://www.g-gts.com susmgm MNSTEGODE ﬁ\-

aaaaaaaaaaaaa


http://www.g-gts.com/

Queda de patentes e mercado potencial de biossimilares

2008 (Actual)

36.2 billion USD

67% 100%

111
billion USD ’

33%
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small molecular
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sales of
biologics
Gross
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top 20
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of off-patent biologics

Sales and proportion
of biologics with
valid patent

Fonte: http://www.g-gts.com

2014 (Actual)

44% 56%
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2020 (Forecast)

62 .2 billion USD

36% 64% 739,
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billion USD
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27%
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E as barreiras para a incorporag¢ao
de biossimilares?

TABLE 2 | Barriers to market access of biosimilar monoclonal antibodies
in the European Union.

Manufacturing process * Expensive
o Complex
Regulatory process ¢ Uneven contribution and acceptation by
stakeholders
Intellectual property rights * |nnovator patents

¢ Prolongation of exclusivity rights
¢ Patent disputes

Lack of incentive ¢ Difficult to differentiate
¢ |Limited price discounts
¢ Limited knowledge and acceptance
¢ Burden of change

Impossibility of substitution ¢ No interchangeability
¢ Little to no policies in favor of switching and
substitution
Innovator’s reach e Strong ties with physicians and patients

o Competitive rebates

Moorkens et al, 2016
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Panorama politico e regulatoério sobre a
intercambialidade?

USA

Canada

hd

Australia
.-
”

Defined in BPCI Act

Defined in consensus document

No definition

FDA may approve a product
as interchangeable

EMA does not have authority to
designate interchangeability

Health Canada does not
designate biosimilars as
interchangeable

Australia’s PBAC can designate
biosimilars as interchangeable,
known as ‘a-flagging’

Individual states control
the act of pharmacy-level
substitution

Interchangeability decisions
reside within Member States

Interchangeability decisions
reside within provinces

Payer body has exclusive author-
ity to determine substitution of
biosimilars at the pharmacy level

FDA issued draft guidance
in January 2017

Some regulatory agencies issued
staternents in 2015 clarifying sup-
port for prescriber-supervised
switching between a reference
product and a biosimilar

25 US states have passed
legislation addressing
biosimilar substitution

Pharmacy-level substitution
for biosimilars is not widely
practiced in any EU country

Health Canada does not
suppon automatic substitution

Substitution of biosimilars rec-
ommended as its default policy

B Ace Thiciogics I'rice Canpeticon and bewovation Act of 200w, EMA: Buropesn Mocbomes Agency; FIMN Rood asmd Drug Adminiesations E1
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RESEARCH ARTICLE

Policies for biosimilar uptake in Europe: An
overview

Several countries are implementing pharmacist substitution; however, the scope and rules governing
such substitution tend to vary between these countries.

Reported educational policies tend to target primarily physicians, whereas fewer initiatives were
reported for patients.

Recommendations as proposed by the different country experts ranged from the need for information
and communication on biosimilars to competitive pricing, more support for switching and guidance on
substitution.

=
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EBioDrugs. 2017 Apr;31{2):23-91. doi: 10.1007/540259-017-0210-0.

Interchangeability of Biosimilars: A European Perspective.

Kurki P'. van Aerts L2, Wolff-Holz E*, Giezen T* Skibeli V2, Weise M°.

On the basis of current knowledge, it
is unlikely and very difficult to
substantiate that two products,
comparable on a population level,
would have different safety or efficacy
in individual patients upon a switch.
Our conclusion is that biosimilars
licensed in the EU are interchangeable.

EU member states are ir)creasipgrl‘g aligning their policies on
physician-led biosimilar switching but some regulators
continue to have their own positioning statements:

Authorities supporting physician
led switching
. Authorities advising against
- ' interchangeability and switching
-
¢ . . No public position available
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At this point in time, there is convergence across EU countries
that biologic medicines should not be substituted at the
pharmacy level without the involvement of the clinical

decision maker.
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No Brasil

NOTA DE ESCLARECIMENTO N2 003/2017/GPBIO/GGMED/ANVISA

A realizacéo de estudos especificos para demonstracdo de intercambialidade, por sua vez,
ndo é um requerimento requlatorio para a aprovacdo de um biossimilar.

[...] a politica e diretrizes sobre substituicdo e intercambialidade entre produtos biossimilares
e o produto bioldogico comparador deverdo ser definidas pelos médicos prescritores e pelo
Ministério da Saude

Intercambialidade como uma decisao médica e do Ministério da
Saude
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OFICINA INTERNACIONAL SOBRE BIOSSIMILARES

Dezembro de 2017

e Técnicos de toda a SCTIE/MS

* Definicao de fraquezas e oportunidades
* Necessidade de ampliar a discussao

* Resultado: Grupo de Trabalho

+

Oficina
Internacional sobre
8 Biossimilares

Data: 11, 12 e 13/12/2017 4
Local: Fiocruz, Brasilia-DF
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DIARIO OFICIAL DAUNIAO <

Publicado em: 16/05/2018 | Edicdo: 93 | Se¢do: 1 | Pagina: 71
Orgao: Ministério da Salude/Gabinete do Ministro

PORTARIA N° 1.160, DE 3 DE MAIO DE 2018

Institui Grupo de Trabalho para discussdo e formulagdo da Politica Nacional de
Medicamentos Biolégicos no Ambito do Sistema Unico de Sadde (SUS).

Art. 22 Compete ao Grupo de Trabalho de que trata o art. 12 apresentar os seguintes resultados
iniciais:

| - relatério consolidado com as discussdes dos temas pertinentes a pesquisa, desenvolvimento,

producao, regulacao, acesso e monitoramento do uso de medicamentos bioldgicos fornecidos
pelo SUS;

Il - proposta de Politica Nacional de Medicamentos Bioldgicos no SUS;

Prazo: 120 dias

Texto integral
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http://portal.imprensanacional.gov.br/web/guest/consulta?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=http%3A%2F%2Fportal.imprensanacional.gov.br%2Fweb%2Fguest%2Fconsulta%3Fp_auth%3DROhm0mRS%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=14542564&_101_type=content&_101_groupId=68942&_101_urlTitle=portaria-n-1-160-de-3-de-maio-de-2018-14542560&_101_redirect=http%3A%2F%2Fportal.imprensanacional.gov.br%2Fweb%2Fguest%2Fconsulta%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_modifiedselection%3D1%26_3_keywords%3Dbiol%25C3%25B3gicos%26_3_modifieddayFrom%3D16%26_3_modifiedfrom%3D16%252F05%252F2018%26_3_modified%3D%255B20180516000000%2BTO%2B20180516235959%255D%26_3_groupId%3D0%26_3_modifiedto%3D16%252F05%252F2018%26_3_modifieddayTo%3D16%26_3_ddm_21040_pubName_pt_BR_sortable%3D%26_3_modifiedyearTo%3D2018%26_3_modifiedyearFrom%3D2018%26_3_modifiedmonthFrom%3D4%26_3_cur%3D1%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_modifiedmonthTo%3D4&inheritRedirect=true

Monitoramento e rastreabilidade

E BRAZIL Services Simplifique! Participate Information access Legislation Information channels

Home Informagdes Sobre FAQ Noticias Contato }

Ministério da Salide

Base Nacional da Assisténcia Farmacéutica

A Base Nacional de Dados da Assisténcia Farmactutica melhora a gestio da compra,

distribuicio e do vencimento dos medicamentos. Medida vai reduzir desperdicioe Digite os dados para o acesso
ampliar oferta i populagio. Municipios tém 90 dias para enviar informagoes para o,

novo sistema.

Acesso Restrito

Modulo de Assisténcia a Farmac@utica

Esqueceu sua Senha?

Base Nacional

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore
et dolore magna aligua. Ut enim ad minim veniam, quis nostrud exercitation ullamco |laboris nisiut
aliquip ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum
dolore eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui
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O relacionamento de bases

Prontuario
eletrénico

Registro de
cancer

Farmacia
comunitaria

Farmacovigilancia Farmacia
hospitalar
Vinculacao
em nivel de
° e
é’ individuo E
Registro de Analises
nascimento clinicas

Monitoramento

+ e avaliacao i

Registro de
mortalidade

Registro de
hospitalizac&o
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Obrigado!

Coordenagao de Monitoramento das Politicas da Assisténcia
Farmaceutica e de Medicamentos

DAF/SCTIE

Contato: (61) 3315-3876
monitoramento.daf@saude.gov.br
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