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SUS

 Cria a Comissao Nacional de Incorporacao de
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E os biossimilares na ATS?

Curr Med Res Opin. 2010 Sep;26(9:2119-26. doi: 10.1135/03007995.2010.505137.

Addressing the health technology assessment of biosimilar pharmaceuticals.
Stewart A, Aubrey P, Belsey J.

What is the Role of HTA
for Biosimilars?

Jorge Mestre-Ferrandiz and Adrian Towse,
Office of Health-Economics

Expert Rev Pharmacoecon Outcomes Res. 2016 Dec;16(6).781-792. Epub 2016 Feh &.

Reimbursement of biosimilars in Poland: is there a link to health technology assessment?
Neumann D1, Jablecka A2




Biossimilares na ATS

1) Sobre indicacOes ja avaliadas que passam ater um biossimilar disponivel:

NICE has decided that normally all relevant published quidance that
includes the originator molecule will apply to the biosimilar medicinal product at the
time it is made available for use in the NHS.

All existing guidance on biologics for which at least one biosimilar is
available on the UK market will be amended to inform stakeholders and the public
that the recommendations for the originator molecule also apply to any current and
future biosimilars

NICE will consider appraising the evidence for any new relevant
biosimilar product(s) when a published Technology Appraisal is considered for
review; the introduction of a biosimilar would not automatically trigger an earlier
consideration for review or an automatic decision to update the guidance.

NICE’s biosimilars position statement, 20:



Biossimilares na ATS

Interpretacoes

As evidéncias disponiveis da molecula original sao aplicaveis ao
biossimilar

Se necessario, as recomendacodes seréo atualizadas com a informacéao
de que se aplicam aos produtos biossimilares disponiveis

As recomendacdes serédo revisadas conforme periodicidade e nao de
forma automatica com a disponibilidade de um biossimilar



Biossimilares na ATS

2) Sobre novas indicagcdes com um biossimilar disponivel:

Biosimilars will only be appraised together with the reference
products as part of a Multiple Technology Appraisal. Biosimilars will not be
considered in a technoloqy appraisal separately from the reference

product

Where there is a known or anticipated biosimilar product(s) for a
reference
product due to undergo a technology appraisal, that biosimilar will be
included as an intervention provided that it is licensed, or expected o [...]
by the time of the first scheduled committee meeting.

Recommendations will refer to the British approved name of the
medicine and will not differentiate between the originator and biosimilar

products. [...] NICE’s biosimilars position statement, 20:




Biossimilares na ATS

Interpretacoes

A avaliacao de biossimilares jamais deve ser realizada de forma
Isolada, mas sim, em conjunto com as evidéncias do seu produto de
referéncia

A busca ativa por biossimilares que possam ter sua disponibilidade
em breve pode fazer parte do processo como uma acao de
monitoramento de horizonte tecnoldgico

As recomendacoes serao direcionadas ao produto ativo em sua
nomenclatura padréao sem diferenciacao



E as barreiras para aincorporacao?

Front Pharmacol. 2016 Jun 29;7:193. doi: 10.338%fphar.2016.00183. eCollection 2016.

Overcoming Barriers to the Market Access of Biosimilars in the European Union: The Case of
Biosimilar Monoclonal Antibodies.

Moorkens E'. Jonker-Exler C2, Huys I' Declerck P1. Simoens S'. Vulto AG2.

J Mark Access Health Policy. 2017; 5(1); 1272308. PMCID: PMC5328350
Published online 2017 Jan 30. doi: 10.1080/20016689.2016.1272308

Key drivers for market penetration of biosimilars in Europe

Cécile Rémuzat, @'~ Julie Dorey, ® Olivier Cristeau, ® Dan lonescu, © Guerric Radiére, ¢ and Mondher Toumi d

Supply-side and demand-side policies for
biosimilars: an overview in 10 European member
states

Cécile Rémuzat, Anna Kapusniak, Aleksandra Caban, Dan lonescu, Guerric
Radiere, Cyril Mendoza & Mondher Toumi




Barreiras para a incorporacao

TABLE 2 | Barriers to market access of biosimilar monoclonal antibodies

in the European Union.

Manufacturing process

Regulatory process

Intellectual property rights

Expensive
Complex

Uneven contribution and acceptation by
stakeholders

Innovator 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

Strong ties with physicians and patients
Competitive rebates

Moorkens et al, 2016



BioDrugs. 2017 Apr;31(2):83-91. doi: 10.1007/540259-017-0210-0.

Interchangeability of Biosimilars: A European Perspective.
Kurki P!, van Aerts L, Wolff-Holz E®, Giezen T*, Skibeli V°, Weise M®.

EU member states are increasingly aligning their policies on
physician-led biosimilar switching but some regulators
continue to have their own positioning statements:

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 '- 8 {'
: - t'_

Authorities supporting physician
led switching

. Authorities advising against
interchangeability and switching

-y
4 “ . No public position available

Interchangeable.

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.




From our perspective: Interchangeable biological products

Considerations in Demonstrating Interchangeability With a Reference Product

“A product approved as an interchangeable may be
substituted for the reference product without the intervention of
the healthcare provider who prescribed the reference product.”

o2 U.S. FOOD & DRUG

ADMINISTRATION



https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM537135.pdf

No Brasil

NOTA DE ESCLARECIMENTO N° 003/2017/GPBIO/GGMED/ANVISA

A realizacao de estudos especificos para demonstracdo de intercambialidade, por
sua vez, ndo é um requerimento regqulatorio para a aprovacado de um biossimilar.

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

Intercambialidade como uma decisao médica e do
Ministério da Saude
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