)
/

VIEIRA DE ALMEIDA

& Associados sociedade de Advogados, RL

31 dejunho a4 dejulho de 2014 saude@vda.pt

Portaria n.° 136-B/2014. D.R. n.° 126, Suplemento, Série | de 2014-07-03 NACIONAL

Ministério da Saude

Primeira alteracdo a Portaria n.° 287/2012, de 20 de setembro, que estabelece os
requisitos minimos relativos a organizagdo e funcionamento, recursos humanos e
instala¢des técnicas para o exercicio da atividade das clinicas e dos consultérios médicos

Resolucdo da Assembleia Legislativa da Regido Auténoma dos Acores n.° 18/2014/A.
D.R. n.° 126, Série | de 2014-07-03

Regido Autdnoma dos Acgores - Assembleia Legislativa

Recomenda ao Governo Regional que proceda as alteragbes e transferéncias
orcamentais necessarias para dotar os Hospitais E. P. E. e as Unidades de Salde do
Servigo Regional de Saude dos meios de pagamento indispensaveis a regularizagdo dos
meios de pagamentos em atraso aos seus fornecedores

Despacho n.° 8609-A/2014. D.R. n.° 125, Suplemento, Série Il de 2014-07-02 MINISTERIO DA

Ministério da Salde - Gabinete do Ministro SAUDE

Designa os membros da Comisséo de Etica para a Investigagéo Clinica (CEIC)

Despacho n.° 8572/2014. D.R. n.° 125, Série Il de 2014-07-02

Ministério da Saude - Gabinete do Secretario de Estado da Saude

Subdelega no Conselho Diretivo da Administracdo Regional de Saude do Norte, I.P, a
competéncia para a prética de todos os atos a realizar decorrentes da autorizacao referida
no n.° 1 do Despacho n.° 6856/2014 do Primeiro-Ministro, designadamente a competéncia
para a aprovacdo da minuta de contrato com o Instituto Portugués de Oncologia do Porto
Francisco Gentil E.P.E. para a aquisi¢do de servigos laboratoriais de anatomia patolégica
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https://dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.126S01&iddip=20141011
https://dre.pt/util/getdiplomas.asp?s=sug&iddip=20121872
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.126&iddip=20141007
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.126&iddip=20141007
https://dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=125.2014S01&iddip=2014022214
https://dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=125.2014&iddip=2014021976

Portaria n.° 135-A/2014. D.R. n.° 124, Suplemento, Série | de 2014-07-01

Ministérios das Financas e da Saude

Aprova a composi¢do, o financiamento e as regras de funcionamento, bem como a
articulagdo entre a Comisséo de Etica para a Investigagdo Clinica (CEIC) e as Comissoes
de Etica para a Saude (CES)

Despacho n.° 8548-P/2014. D.R. n.° 124, 2.° Suplemento, Série Il de 2014-07-01

Ministérios das Financas e da Saude - Gabinetes da Ministra de Estado e das
Financas e do Ministro da Saude

Aprova o modelo de remuneragdo dos membros da Comissdo de Etica para a
Investigacéo Clinica (CEIC)

Despacho n.° 8445/2014. D.R. n.° 123, Série |l de 2014-06-30

Ministério da Salde - Gabinete do Secretario de Estado Adjunto do Ministro da
Saude

Reforca a implementacdo da estratégia para uma Rede de Telemedicina no Servigo
Nacional de Saude

Avaliacdo prévia a aguisicdo de medicamento de uso humano pelos hospitais do
SNS - Benlysta (belimumab)

O medicamento Benlysta (DCI: belimumab) obteve autorizacdo de aquisicdo pelos
hospitais do SNS em 22/05/2014 como terapéutica adjuvante em doentes adultos com
lUpus eritematoso sistémico (LES) activo, com SELENA-SLEDAI = 10, anti-dsDNA = 30
Ul/ml, baixos niveis de complemento (C3 baixo e/ou C4 baixo), sem evidéncia de lesdes
renais ou de compromisso do sistema nervoso central, sem resposta a terapéutica prévia
com corticosteroides, antimalaricos e imunossupressores (ou existéncia de reagfes
adversas a estes farmacos justificativas de interrupgdo de terapéutica).

Relatério de avaliacdo

Relatério CFT

Publicacdo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto - pedidos de autorizagdo de introdug¢do no mercado de medicamentos genéricos

Artigo 22.°da Lei n.° 21/2014, de 16 de abril

Relativamente a comunicacédo a CEIC das reacdes adversas, no ambito do artigo 22° da
Lei n.° 21/2014, de 16 de abril, vem esta Comisséo informar que esta adota a orientacdo
do INFARMED, I.P. enquanto Autoridade Nacional do Medicamento

Regulamento CE 536/2014, do parlamento europeu e do conselho de 16 de abril de
2014, relativo aos ensaios clinicos de medicamentos para uso humano e que revoga
a diretiva 2001/20/CE

Encontra-se disponivel para consulta o regulamento CE 536/2014, do Parlamento
Europeu e do Conselho de 16 de abril de 2014, relativo aos ensaios clinicos de
medicamentos para uso humano e que revoga a Diretiva 2001/20/CE (Texto relevante
para efeitos do EEE).

Recorda-se que este é aplicavel nunca antes de 28 de maio de 2016 (art. 99°).

Perguntas Frequentes — Ensaios Clinicos

Encontram-se publicadas no separador "Perguntas Frequentes”, do site desta Comiss&o,
as questdes que tém vindo a ser colocadas no ambito da nova legislacdo - Lei n.° 21/2014
de 16 de abril , que entrou em vigor no dia 16 de junho, e as respetivas respostas.

INFARMED

CEIC
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https://dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.124S01&iddip=20140983
https://dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=124.2014S02&iddip=2014022084
https://dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=123.2014&iddip=2014021670
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/DETALHE_NOVIDADE?itemid=9886165
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/DETALHE_NOVIDADE?itemid=9886165
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_HOSPITAL/DL_N_195_2006_3_OUT/RELATORIOS_AVALIACAO_PREVIA/belimumab-Benlysta_LES_ParecerNet.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_HOSPITAL/DL_N_195_2006_3_OUT/RELATORIOS_AVALIACAO_PREVIA/ParecerCFT_belimumab%5BBenlysta%5D.doc
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.ceic.pt/portal/page/portal/CEIC/NOTICIAS?notid=9886964
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/ENSAIOS_CLINICOS/submissao_INFARMED/InstrucoesRequerente_16jun14.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/ENSAIOS_CLINICOS/submissao_INFARMED/InstrucoesRequerente_16jun14.pdf
http://www.ceic.pt/portal/page/portal/CEIC/UTILIDADES_INFORMACAO/LEGISLACAO/INTERNACIONAL
http://www.ceic.pt/portal/page/portal/CEIC/PERGUNTAS_FREQUENTES

Publicadas as listas das entidades que se encontram em incumprimento nos termos DGO
dos n.°s 5e 6 do art.° 7.° do DL 127/2012 de 21 de junho (reporte de maio/2014) - Lista
das entidades do sector empresarial do Estado da &rea da Saude (reporte de maio/2014)

The European Core Health Indicators (ECHI) - Factsheet COMISSAO

The European Core Health Indicators (ECHI) are the result of cooperation between the EU EUROPEIA
Member States and the European Commission, financed by the EU Health Programmes

Three ECHI projects (1998-2001, 2001-2004 and 2005-2008) have established the ECHI in

order to create a comparable health information and knowledge system for monitoring

health at EU level. European Community Health Indicators Monitoring (ECHIM) has

developed and implemented health indicators and health monitoring in the EU Member

States

European Coordination Committee of the Radiological, Electromedical and
Healthcare IT Industry

New guide ‘Towards EU Structural and Investment Funds for Health Projects in 2014-
2020’

EFPIA head heralds European Commission’s strategic working agenda for the EFP|A
pharmaceutical industry

Richard Bergstrom, EFPIA’s Director General, has today welcomed the publication of a
new European Commission staff working document, which positions the pharmaceutical
industry at the heart of Europe’s economic growth prospects.

Pharmaceutical Industry Body EFPIA Welcomes European Commission Actions to
Support Intellectual Property Rights

EFPIA is pleased to welcome the European Commission’s actions towards better
protecting and enforcing intellectual property rights in the EU. The Commission’s adoptions
of two communications this week — an Action Plan to address infringements on the
enforcement of intellectual property rights in the EU, and a Strategy on “Trade, Growth and
IP”, for the protection and enforcement of intellectual property rights (IPR) in third countries
— will help support EU innovation and economic competitiveness.

Lists of Medicinal Products for Harmonisation of SmPCs HMA

Dratft list of medicinal products for SmPC harmonisation 2014 - for public consultation

OECD Health Statistics 2014 - How does Portugal compare? OCDE

Human Medicines | Regulatory and procedural guideline: European Medicines
Agency pre-authorisation procedural advice for users of the centralised procedure EMA

Human Medicines | Regulatory and procedural guideline: European Medicines
Agency post-authorisation procedural advice for users of the centralised procedure:
document with track changes

Human Medicines | Regulatory and procedural guideline: European Medicines
Agency post-authorisation procedural advice for users of the centralised procedure

Human Medicines | Removal of an orphan designation

The sponsor of a designated orphan medicine can request removal of its orphan
designation from the European Commission's Community register of orphan medicinal
products at any time
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http://www.dgo.pt/execucaoorcamental/LCPA_ListaEntidadesIncumpridoras/ListaEntidadesSEEAreaSaudeIncumpridorasDasNormasDL127-2012_maio2014.pdf
http://www.dgo.pt/execucaoorcamental/LCPA_ListaEntidadesIncumpridoras/ListaEntidadesSEEAreaSaudeIncumpridorasDasNormasDL127-2012_maio2014.pdf
http://ec.europa.eu/health/indicators/docs/echi_factsheet2.pdf
http://www.cocir.org/site/index.php?id=63&tx_ttnews%5btt_news%5d=876
http://www.cocir.org/site/index.php?id=63&tx_ttnews%5btt_news%5d=876
http://www.efpia.eu/mediaroom/184/43/EFPIA-head-heralds-European-Commission-s-strategic-working-agenda-for-the-pharmaceutical-industry
http://www.efpia.eu/mediaroom/184/43/EFPIA-head-heralds-European-Commission-s-strategic-working-agenda-for-the-pharmaceutical-industry
http://www.efpia.eu/mediaroom/186/43/Pharmaceutical-Industry-Body-EFPIA-Welcomes-European-Commission-Actions-to-Support-Intellectual-Property-Rights
http://www.efpia.eu/mediaroom/186/43/Pharmaceutical-Industry-Body-EFPIA-Welcomes-European-Commission-Actions-to-Support-Intellectual-Property-Rights
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMD_subgroups_working_groups/SPC_Harmonisation/2014_Draft_List_Products_SmPC_Harmonisation_2014.pdf
http://www.oecd.org/els/health-systems/Briefing-Note-PORTUGAL-2014.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004069
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004069
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003981
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003981
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000617.jsp&mid=WC0b01ac05807f7e2c

Human Medicines | Removal of an orphan designation

The sponsor of a designated orphan medicine can request removal of its orphan
designation from the European Commission's Community register of orphan medicinal
products at any time

Human Medicines | Scientific Guideline - Draft guideline on the clinical investigation of
medicinal products to prevent development/slow progression of chronic renal
insufficiency, draft: consultation open

The aim of this guideline is to provide guidance on the clinical development of compounds
used to 41 prevent the development and to slow the progression of chronic renal
insufficiency

Human Medicines | PRAC recommendations on signals — This document provides an
overview of the recommendations adopted by the Pharmacovigilance Risk Assessment
Committee (PRAC) on the signals discussed during the meeting of 10-13 June 2014
(including the signal European Pharmacovigilance Issues Tracking Tool [EPITT]1
reference numbers)

Human Medicines | Scientific Guideline - Concept paper on qualification and reporting
of physiologically based pharmacokinetic (PBPK) modelling and analyses

This concept paper proposes the drafting of a guideline on how to report the results from
and performance of a physiologically based pharmacokinetic (PBPK) analysis.

Human Medicines | Scientific Guideline - Questions and answers on benzalkonium
chloride in the context of the revision of the guideline on excipients in the label and
package leaflet of medicinal products for human use

Following the European Commission decision to revise the annex of the guideline on
excipients in the label and package leaflet of medicinal products for human use, a
multidisciplinary group of experts was created in 2011. The objective of this group is to
update the labelling of selected excipients listed in the annex of this guideline, as well as to
add new excipients to the list, based on a review of their safety. Question-and-answer
documents (Q&As) on excipients will be progressively released for public consultation.
They will include proposals for new or updated information for the labelling and package
leaflet. Once a Q&A is finalised, the corresponding background report supporting its review
will be also published.

Timor-Leste
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000617.jsp&mid=WC0b01ac05807f7e2c
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169469.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169469.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169469.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/07/WC500169486.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169452.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169452.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169459.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169459.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500169459.pdf

