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LEGlSLA(;AO PORTUGUESA
I. DIARIO DA REPUBLICA
b Medicina

Resolucdo da Assembleia da Republica n.° 76/2016 -
Diario da Republica n.° 81/2016, Série | de 2016-04-277 -
Assembleia da Republica - Recomenda ao Governo que
tome medidas no sentido de garantir 0 acesso a formacgéo
especializada por todos os médicos.

Aviso n.° 5485/2016 - Diario da Republica n.° 82/2016,
Série 1l de 2016-04-28 - Ordem dos Médicos - Consulta
Plblica sobre o projeto de Regulamento Eleitoral
elaborado pelo Conselho Nacional da Ordem dos Médicos.

Aviso n.° 5546/2016 - Diario da Republica n.° 83/2016,
Série 1l de 2016-04-29 - Ordem dos Médicos - Consulta
publica sobre o projeto de Regulamento Geral dos
Colégios de Especialidades e de Competéncias e das
Seccdes de Subespecialidades da Ordem dos Médicos

b sPms

Anuncio de procedimento n.° 2529/2016 - Diario da
Repdublica n.° 83/2016, Série |l de 2016-04-29 - SPMS -
Servigos Partilhados do Ministério da Saude, E. P. E. -
Acordo quadro para Prestacdo de Servicos de
Consultadoria na area Juridica as Instituicdes e Servigos
do Servigco Nacional de Salde e entidades do Ministério da
Saude.
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b}  Concursos

Anancio de procedimento n.° 2448/2016 - Diario da
Republica n.° 80/2016, Série Il de 2016-04-26 - Santa
Casa da Misericérdia de Lisboa - 16CPS5003 - Aquisicédo
de luvas descartaveis de uso hospitalar para a Santa Casa
da Misericérdia de Lisboa.

Anlncio de procedimento n.° 2454/2016 - Diario da
Republica n.° 80/2016, Série Il de 2016-04-26 - Hospital do
Espirito Santo de Evora, E. P. E. - 180048/16 - Aquisic&o
de Intensificador de Imagem

Anlncio de procedimento n.° 2499/2016 - Diario da
Republica n.° 82/2016, Série Il de 2016-04-28 - Centro
Hospitalar Tondela-Viseu, E. P. E. - Acordo quadro para
fornecimento de meios diagnéstico farmacéuticos.

ll. DIRECAO-GERAL DA SAUDE

b Integracdo dos Planos Locais de Salide com o
Plano Nacional de Saude

A avaliagdo do grau de de integracdo dos objetivos e
dimensdes dos eixos presentes no Plano Nacional de
Saulde nos Planos Locais de Saude para melhor entender
a sua presenca foi o objetivo de um estudo efetuado no
ambito do estagio relativo ao Internato Médico. Este
projecto foi realizado com base na publicagdo — Resenha
dos Planos Locais de Saude - acessivel em
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https://dre.pt/application/file/74284694
https://dre.pt/application/file/74284694
https://dre.pt/application/file/74294838
https://dre.pt/application/file/74294838
https://dre.pt/application/file/74305616
https://dre.pt/application/file/74305616
https://dre.pt/application/file/74305922
https://dre.pt/application/file/74305922
https://dre.pt/application/file/74270384
https://dre.pt/application/file/74270384
https://dre.pt/application/file/74270391
https://dre.pt/application/file/74270391
https://dre.pt/application/file/74270422
https://dre.pt/application/file/74270422
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http://www.dgs.pt/em-destaque/plano-nacional-de-saude-e-
estrategias-locais-de-saudel.aspx e  publicada em
Novembro de 2015.

Para o efeito esta analise permitira numa fase seguinte
reflectir no Plano Nacional de Saude as estratégias locais
mais prevalentes, ou seja, a analise inversa. A publicagdo
deste estudo permitird recolher comentéarios para a melhor
operacionalizagdo do Plano Nacional de Saude atual.
Conclui-se da necessidade de criar um manual com
orientagBes para a realizacdo dos PLS de forma a melhor
uniformizar a sua conceptualizagdo e realizacéo.

b Notificacdo laboratorial ~ obrigatéria  de
doencas transmissiveis

Foi publicada a Portaria n® 22/2016 de 10 de fevereiro, que
torna obrigatéria a notificacdo laboratorial a partir de 1
de Janeiro de 2017, dos casos de doencgas transmissiveis
de notificagdo obrigatéria (Doengas de Declaragédo
Obrigatéria) através do SINAVE (Sistema Nacional de
Vigilancia Epidemiologica).

Os Laboratérios do sector publico e do sector privado,
passam a integrar uma rede de vigilancia em saude
publica, destinada a identificar precocemente casos e
surtos de doengas transmissiveis, suscetiveis de constituir
uma emergéncia em Saude Publica.

Desta forma é reforcada a vigilancia, prevencéo e controlo
de doencas transmissiveis em Portugal, garantindo a
protecdo dos cidadaos e assegurando adequada
intervencdo das Autoridades de Saude, para limitar a sua
transmissédo e prevenir casos adicionais.

A Direcdo-Geral da Salude estd a preparar orientacdes
técnicas, de forma a simplificar e apoiar os Laboratérios
nesta transi¢céo, que estardo em breve, disponiveis para
consulta. O periodo de transicéo inicia-se a 1 de Setembro
de 2016, periodo a partir do qual os Laboratérios devem
garantir as condicdes necessarias a notificacédo
laboratorial.

Ill. ACSS

Circular Informativa Conjunta n.°
05/2016/ACSS/INFARMED - Implementacé@o da aplicacéo
de gestao integrada de transporte ndo urgente de doentes.

Circular Informativa Conjunta n.°
03/2016/ACSS/INFARMED/SPMS - Processamento das
comparticipagbes e complementaridades extra-SNS.

LEGISLACAO UNIAO EUROPEIA

l. JORNAL OFICIAL DA UNIAO EUROPEIA
b Autorizagdes de Introdugdo no Mercado

Resumo das decisdes da Unido Europeia relativas as
autorizacdes de introducéo no mercado dos medicamentos
de 1 de Marco de 2016 a 31 de Margo de 2016 [Publicado
nos termos do artigo 13.° ou do artigo 38.° do Regulamento
(CE) n.° 726/2004 do Parlamento Europeu e do Conselho].

Resumo das decisdes da Unido Europeia relativas as
autorizacdes de introducéo no mercado dos medicamentos
de 1 de Margo de 2016 a 31 de Marco de 2016 (Decisbes
adotadas nos termos do artigo 34.° da Diretiva 2001/83/CE
ou do artigo 38.° da Diretiva 2001/82/CE).

ll. COMISSAO EUROPEIA

SCENIHR/SCHER - Minutes of Working Group Meeting on
Guidance on the structure and content of SCHEER
opinions of 14 April 2016

SCCS - Opinion open for comment on preservative EcoG+.
Deadline for comments: 21 June 2016

SCCS - Opinion open for comment on Vitamin A (Retinol,
Retinyl Acetate, Retinyl Palmitate). Deadline for comments:
21 June 2016

Reports on quality and safety standards for human blood,
tissues and cells

Il. EUROPEAN MEDICINES AGENCY

) First DNA vaccine in the EU recommended for
use in salmon

The European Medicines Agency has recommended
granting a marketing authorization in the European Union
(EUV) for Clynav, a DNA vaccine to protect Atlantic salmon
against Salmon Pancreas Disease (SPD) caused by
salmon alphavirus subtype 3. SPD is a serious infectious
disease which causes damage to the heart, pancreas and
skeletal muscle and can lead to the death of salmon. The
disease has become established in some Member States
and outbreaks of SPD cause significant losses in salmon
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http://www.dgs.pt/em-destaque/plano-nacional-de-saude-e-estrategias-locais-de-saude1.aspx
http://www.dgs.pt/em-destaque/plano-nacional-de-saude-e-estrategias-locais-de-saude1.aspx
https://dre.pt/application/file/73474644
http://www.acss.min-saude.pt/Portals/0/Circular%20Informativa%20Conjunta%20n%C2%BA%205%20-%202016%20-%20ACSS-SPMS.pdf
http://www.acss.min-saude.pt/Portals/0/Circular%20Informativa%20Conjunta%20n%C2%BA%205%20-%202016%20-%20ACSS-SPMS.pdf
http://www.acss.min-saude.pt/Portals/0/Circular%20Informativa%20Conjunta%20n.%203.pdf
http://www.acss.min-saude.pt/Portals/0/Circular%20Informativa%20Conjunta%20n.%203.pdf
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0001.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0001.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0001.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0001.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0001.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0008.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0008.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0008.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0008.01.POR&toc=OJ:C:2016:154:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.154.01.0008.01.POR&toc=OJ:C:2016:154:TOC
http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_miwg_234.pdf
http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_miwg_234.pdf
http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_miwg_234.pdf
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_198.pdf
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_198.pdf
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_199.pdf
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_199.pdf
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_199.pdf
http://ec.europa.eu/dgs/health_food-safety/dyna/enews/enews.cfm?al_id=1684
http://ec.europa.eu/dgs/health_food-safety/dyna/enews/enews.cfm?al_id=1684
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farms in the EU. Clynav is the first DNA vaccine to be
recommended for marketing authorization in the EU. A
DNA vaccine consists of a genetic sequence that triggers
the production of proteins directly in the cells of the
vaccinated animal. These proteins stimulate a protective
immune response, in the case of Clynav against salmon
alphavirus subtype 3, thereby preventing or reducing the
impact of the disease should the fish subsequently be
exposed to this virus. For more information: First DNA
vaccine in the EU recommended for use in salmon

b Draft guideline on clinical investigation of new
medicinal products for the treatment of acute
coronary syndrome

Two CHMP guidelines have been previously developed to
address clinical investigations of new medicinal products
for the treatment of acute coronary syndrome (ACS).

Consultation end date: 31/10/2016.

For more information: Draft guideline on clinical
investigation of new medicinal products for the treatment of
acute coronary syndrome

b Reflection paper on collecting and reporting
information on off-label use in
pharmacovigilance

This paper outlines a proposal for the collection and
reporting of information on off-label use by Marketing
Authorisation Holders (MAHs) in relation to their
pharmacovigilance obligations provided in Title IX of
Directive 2001/83/EC.

Consultation end date: 29/07/2016

For more information: Reflection paper on collecting and
reporting information on off-label use in pharmacovigilance

b Updates
List of medicinal products under additional monitoring

Standardised units of measurement for veterinary
antimicrobials

Defined daily doses for animals (DDDvet) and defined
course doses for animals (DCDvet) - European

Surveillance of Veterinary Antimicrobial Consumption
(ESVAC)

Quality of medicines questions and answers: Part 2

Defining the strategic vision for the EMA ‘Article 58’
process - Final read-out

Article 58 Strategic Review — Summary

Article 58 applications: Regulatory and procedural
guidance

Questions and answers on the paediatric use marketing
authorisation (PUMA)

Procedural timetables

List of nationally authorized medicinal products:
Erythromycin / isotretinoin PSUSA/00001796/201508
Finasteride PSUSA/00001392/201508

Agendas:

Agenda - Third industry stakeholder platform on the
operation of the centralised procedure for human medicinal
products

Agenda - PDCO agenda of the 27-29 April 2016 meeting
Agenda - European Union workshop on ICH Q3D from a
quality perspective

Agenda - CHMP agenda of the 25-28 April 2016 meeting

Report:
Medicinal products for human use: monthly figures - March
2016


http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/04/WC500205214.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/04/WC500205214.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/04/WC500205365.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/04/WC500205365.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/04/WC500205365.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2016/04/WC500205499.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2016/04/WC500205499.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500144468
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_001493.jsp&mid=WC0b01ac0580a2fcf5
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_001493.jsp&mid=WC0b01ac0580a2fcf5
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205410
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205410
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205410
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205410
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000072.jsp&mid=WC0b01ac058002c2b0
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205356
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205356
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205357
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000157.jsp&mid=WC0b01ac05800240d1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000157.jsp&mid=WC0b01ac05800240d1
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500112071
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500112071
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000330.jsp&mid=WC0b01ac05803d8b9c
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205388
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205250
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205428
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205428
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205428
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205335
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500203231
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500203231
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205288
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205364
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500205364
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LEGISLACAO INTERNACIONAL
V. OECD

}  Pharmaceutical Expenditure And Policies -
Past Trends And Future Challenges

Across OECD countries, pharmaceutical spending reached
around USD 800 billion in 2013, accounting for about 20%
of total health spending on average when pharmaceutical
consumption in hospital is added to the purchase of
pharmaceutical drugs in the retail sector. This paper looks

and to push pharmaceutical spending up, cost-containment
policies and patent expiries of a number of top-selling
products have exerted downward pressure on
pharmaceutical expenditures in recent years. This resulted
in a slower pace of growth over the past decade. The paper
then looks at emerging challenges for policy makers in the
management of pharmaceutical spending. The proliferation
of high-cost specialty medicines will be a major driver of
health spending growth in the coming years. While some of
these medicines bring great benefits to patients, others
provide only marginal improvements. This challenges the
efficiency of pharmaceutical spending.

at recent trends in pharmaceutical spending across OECD
countries. It examines the drivers of recent spending ok
trends, highlighting differences across therapeutic classes.
While the consumption of medicines continues to increase
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http://www.oecd-ilibrary.org/social-issues-migration-health/pharmaceutical-expenditure-and-policies_5jm0q1f4cdq7-en

