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Gestao da Disponibilidade de Medicamentos
Impactos no sector da Distribuicao

Regulamento da Avaliagao das Tecnologias de Saude
Acesso ao Mercado e Disponibilidade

DISCLAIMER:

Apesar de farmacéutico em exercicio de fungcées em departamento de avaliacdao economica e

acesso ao mercado (Gilead Sciences):

- desempenho funcées na Industria Farmacéutica

- maioritariamente, a minha experiéncia profissional no ambito do acesso ao mercado, esta
relacionada com os medicamentos hospitalares

- acumulo atividade de ensino e gestio académica (direcdao da Escola Superior de Saiude
Jean Piaget de Almada

Miguel Papanca
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AGENDA

- Processo de Avaliagao de Tecnologias de Saude
 Mecanismos de Definigciao de Precos
- Mecanismos de Revisao de Precos

Time to Market (WAIT Indicator - EU)

- Impactos Possiveis na Definigao de Pregos



Processo de Avaliacao das Tecnologias de

Saude (SINATS)
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| co/oats | CD/DATS | SEAS/MS

Negociagdo Recomendagéo

Decisco

Decreto-Lei n.2 97/2015, de 1 de junho | DR



https://diariodarepublica.pt/dr/detalhe/decreto-lei/97-2015-67356991
https://diariodarepublica.pt/dr/detalhe/decreto-lei/97-2015-67356991
https://diariodarepublica.pt/dr/detalhe/decreto-lei/97-2015-67356991

Mecanismos de definicao de precos

Ex. Mercado Ambulatério (preco médio dos paises de referéncia)

PVPciva= (PVA + MgA + feeA + MgF + feeF + Taxa Inf.) x 1,06

em que:

MgA - margem (%) do armazenista, calculada sobre o PVA

MgF - margem (%) da farmacia, calculada sobre o PVA

fee A - valor fixo que acresce a margem percentual do armazenista
fee F - valor fixo que acresce a margem percentual da farmacia

Taxa INF - taxa de comercializagao (0,4%), calculada sobre o PVPs/iva
1,06 — fator que reflete a aplicagao do IVA (6%)
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Mecanismos de revisao de precos

Revisao Anual de Precos

O processo de revisdo anual de precos resulta em beneficio para o Estado e para os cidadaos,

permitindo:
» a sustentabilidade da despesa publica;
» areducao da despesa para as pessoas;

* 0 combate a escassez de medicamentos.
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Mecanismos de revisao de precos

Portaria n.° 394/2025/1, de 14 de novembro - define os paises de referéncia a adotar em 2026 (Espanha,

Franca, Italia e Bélgica), para a fixagao dos pregos maximos de novos medicamentos, e para a Revisao
Anual de Precos (RAP) dos medicamentos adquiridos pelos estabelecimentos e servigos do Servigo

Nacional de Saude (SNS), e dos medicamentos dispensados no ambito do mercado de ambulatorio.

Site do Infarmed - Circular Informativa n.° 132/CD/100.20.200, de 17 de novembro + anexos - area de

Revisao de Precos.



https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/1065780/Portaria+n%C2%BA+394_2025_1%2C+de+14+de+novembro%C2%A0/7a3319dd-d244-80c8-0c0b-7ee7a8c409d3
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/documents/15786/10773025/Circular+Informativa+n%C2%BA+132CD100.20.200_17nov2025/24865d49-b943-4936-57a3-a18ccec5fb4d
https://www.infarmed.pt/web/infarmed/entidades/medicamentos-uso-humano/avaliacao-economica/regulamentacao-preco-medicamentos/revisao_precos
https://www.infarmed.pt/web/infarmed/entidades/medicamentos-uso-humano/avaliacao-economica/regulamentacao-preco-medicamentos/revisao_precos
https://www.infarmed.pt/web/infarmed/entidades/medicamentos-uso-humano/avaliacao-economica/regulamentacao-preco-medicamentos/revisao_precos

Time to Market (Portugal)
W.A.L.T. Indicator (EU)

Median time to availability (2020-2023)
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The median time to availability is the days between marketing authorisation and the date of availability to
patients in European countries (for most this is the point at which products gain access to the reimbursement
listt). The marketing authorisation date is the date of central EU authorisation in most countries, except for
countries shown in italics where local authorisation dates have been used. Data is correct to 5" January 2025.
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may be unrepresentative ** For France, the median time to availability (523 days, n=80 dates submitted) includes products under the Accés précoce system (n=4 dates submitted) for which the price negotiation process is usually longer. If one considers that products

under the Acceés précoce system are directly available (time to availability = 0), the median time to availability is 499 days. ***In the UK, MHRA's Early Access to Medicines Scheme provides access prior to marketing authorisation but is not included within this analysis,

and would reduce the overall days for a small subset of medicines. In this analyses, MHRA dates have been used for 2021, 2022 and 2023 products and EMA dates used for 2020 products
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Time to Market (Portugal)
W.A.L.T. Indicator (EU)

Oncology time to availability (2020-2023)

The time to availability is the days between marketing authorisation and the date of availability to patients in
European countries (for most this is the point at which products gain access to the reimbursement listt). The
marketing authorisation date is the date of central EU authorisation in most countries, except for countries
shown in italics where local authorisation dates have been used. Data is correct to 5% January 2025.
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European Union average: 586 days (mean) (Note: Malta is not included in EU27 average as only 1 date was submitted in total) TCountry specific definitions are listed in the appendix. *Countries with asterisks did not complete a full dataset and therefore

availability may be unrepresentative. **For France, the mean time to availability (776 days, n=22 dates submitted) includes products under the Accés précoce system (n=1 dates submitted) for which the price negotiation process is usually longer. If one considers

that products under the Accés précoce system are directly available (time to availability = 0), the average time to availability is 754 days. **In the UK, MHRA's Early Access to Medicines Scheme provides access prior to marketing authorisation but is not included J—
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Time to Market (Portugal)
W.A.L.T. Indicator (EU)

Non-oncology orphan time to availability (2020-2023)

The time to availability is the days between marketing authorisation and the date of availability to patients in
European countries (for most this is the point at which products gain access to the reimbursement list). The
marketing authorisation date is the date of central EU authorisation in most countries, except for countries
shown in italics where local authorisation dates have been used. Data is correct to 5" January 2025.
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European Union average: 607 days (mean) (Note: Malta is not included in EU27 average as only 1 date was submitted in total) TCountry specific definitions are listed in the appendix. *Countries with asterisks did not complete a full dataset and therefore

availability may be unrepresentative. **For France, the time to availability (623 days, n=23 dates submitted) includes products under the Accés précoce system (n=2 dates submitted) for which the price negotiation process is usually longer. If one considers that

products under the Accés précoce system are directly available (time to availability = 0), the average time to availability is 583 days. ***In the UK, MHRA's Early Access to Medicines Scheme provides access prior to marketing authorisation but is not included

within this analysis, and would reduce the overall days for a small subset of medicines. In this analyses, MHRA dates have been used for 2021, 2022 and 2023 products and EMA dates used for 2020 products - = I Q V I A
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Time to Market (Portugal)
W.A.L.T. Indicator (EU)

Orphan time to availability (2020-2023)

The time to availability is the days between marketing authorisation and the date of availability to patients in
European countries (for most this is the point at which products gain access to the reimbursement listt). The
marketing authorisation date is the date of central EU authorisation in most countries, except for countries
shown in italics where local authorisation dates have been used. Data is correct to 5t January 2025.
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availability may be unrepresentative.; **For France, the time to availability (666 days, n=32 dates submitted) includes products under the Accés précoce system (n=2 dates submitted) for which the price negotiation process is usually longer. If one considers that

products under the Accés précoce system are directly available (time to availability = 0), the average time to availability is 637 days. ***In the UK, MHRA's Early Access to Medicines Scheme provides access prior to marketing authorisation but is not included
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Time to Market (Portugal)
W.A.L.T. Indicator (EU)

Comparison of time to availability (2022 study — 2024 study)

The comparison of time to availability is the days between marketing authorisation and the date of
availability to patients compared to previous comparable studies. Figures are based on the historic statistics
published in the indicators.

Delta in days (2023 vs. 2024)
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Changes of <=30 days are not considered to be statistically significant and are therefore highlighted in grey. The marketing authorisation date is the date of central EU authorisation in most countries, except for countries shown in italics where local authorisation dates have been
used; *Countries with asterisks did not complete a full datasetand therefore availability may be unrepresentative. **For France, status of Accés précoce products TBC. ***In the UK, MHRA's Early Access to Medicines Scheme provides access prior to marketing authorisation butis
not included within this analysis, and would reduce the overall days for a small subset of medicines. In this analyses, MHRA dates have been used for 2021-2023 products and EMA dates used for 2020 products. Differences in availability rates between years may appear as 0%

due to rounding. This rounding effect can result in minor discrepancies that do not reflect significant changes. z = V I /_\
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Impactos possiveis na disponibilidade dos
medicamentos

 Alteracoes do processo de HTA (Regulamento Europeu)
« Tempos de avaliacao das Tecnologias de Saude (WAIT Indicator)

Factores externos: politicos e economicos (ex. EUA)
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