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Portaria n.° 16/2015 - Diario da Republica n.° 16/2015, Série | de 2015-01-23

Ministério da Saude

Primeira alteracdo a Portaria n.° 76/2014, de 21 de marc¢o, que regulamenta os termos
em que devem ser autorizadas as unidades de colheita e transplantacdo de 6rgéaos,
bem como a respetiva tramitacéo e todos os requisitos que devem instruir os pedidos de
autorizacéo das referidas atividades

Despacho n.° 729/2015 - Diario da Republica n.° 16/2015, Série 1l de 2015-01-23 MINISTERIO DA

Ministérios das Finangcas e da Salde - Gabinetes da Secretaria de Estado do SAUDE
Tesouro e do Secretéario de Estado da Saude

Aprova as declaragdes de suficiéncia orcamental e de cativagédo de verbas emitidas pelas
entidades publicas empresariais do Servigo Nacional de Saude

Despacho n.° 528/2015 - Diario da Republica n.° 12/2015, Série 1l de 2015-01-19

Ministério da Salde - Gabinete do Secretario de Estado da Satde

Estabelece disposi¢des no ambito da Servicos Partilhados do Ministério da Salde, E. P.
E. (SPMS, E. P. E.), referentes aos Contratos Publicos de Aprovisionamento (CPA) que
determinam as condi¢des de fornecimento de Medicamentos Diversos

Despacho n.° 529/2015 - Diario da Republica n.° 12/2015, Série |l de 2015-01-19

Ministério da Saude - Gabinete do Secretario de Estado da Saude

Estabelece disposigfes no ambito da Servigos Partilhados do Ministério da Saude, EPE
(SPMS, EPE), referentes aos Contratos Publicos de Aprovisionamento (CPA) que
determinam as condi¢Bes de fornecimento de medicamentos antirretrovirais
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https://dre.pt/web/guest/home/-/dre/66321166/details/maximized?p_auth=NO4DYS7p
https://dre.pt/web/guest/pesquisa/-/search/571949/details/normal?l=1
https://dre.pt/application/file/66320976
https://dre.pt/application/file/66247002
https://dre.pt/application/file/66247003

Resolucdo n.° 5/2015 - Diario da Republica n.° 16/2015, Série Il de 2015-01-23

Presidéncia do Conselho de Ministros - Conselho de Ministros

Nomeia os membros do conselho de administracdo do Instituto Portugués de
Oncologia de Coimbra Francisco Gentil, E.P.E.

Resolucdo n.° 6/2015 - Diario da Republica n.° 16/2015, Série Il de 2015-01-23

Presidéncia do Conselho de Ministros - Conselho de Ministros

Nomeia os membros do conselho de administracdo do Hospital Distrital da Figueira
da Foz, E.P.E.

Resolucdo n.° 7/2015 - Diario da Republica n.° 16/2015, Série Il de 2015-01-23

Presidéncia do Conselho de Ministros - Conselho de Ministros

Nomeia um vogal executivo do conselho de administracdo do Centro Hospitalar de
Vila Nova de Gaia/Espinho, E.P.E.

Caducidade das comparticipacdes (janeiro de 2015) - lista definitiva

Ao abrigo do n.° 1 da Circular n.°106/CD, de 07-07-2010, publica-se a lista definitiva de
medicamentos para os quais foi decidida a caducidade da comparticipacdo por néo
comercializacdo no periodo de janeiro de 2015, por deliberacdo do Conselho Diretivo do
INFARMED, I.P. datada de 16-01-15, no uso das suas competéncias

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

Deliberacdo n.° 79/2015 - Diario da Republica n.° 14/2015, Série Il de 2015-01-21

Ministério da Salde - Administracdo Central do Sistema de Saude, I. P.

Criacdo da Unidade Gestéo de Informagéo (UGI)

Circular_informativa n.° 5 de 16/01/2015 - Informagdo sobre os direitos referentes a
obtencdo de cuidados de salde transfronteiricos e condi¢cdes para o reembolso dos
custos.

Circular_informativa n.° 4 de 16/01/2015 - Cuidados de Saude Transfronteiricos -
Requerimentos para pedido de autorizagdo prévia e pedido de reembolso

Concurso 2015 /51 - medicamentos usados nas afec¢bes cutaneas

- Programa de Concurso

- Caderno de Encargos

Comunicacdo da Comissao no ambito da execu¢do da Diretiva 90/385/CEE do
Conselho, de 20 de junho de 1990, relativa a aproximagdo das legisla¢gfes dos Estados-
Membros respeitantes aos dispositivos medicinais implantaveis ativos (Publicagdo dos
titulos e das referéncias das normas harmonizadas ao abrigo da legislagdo de
harmonizacdo da Uniéo)

Comunicacdo da Comissdo no ambito da execucéo da Diretiva 93/42/CEE do Conselho,
de 14 de junho de 1993, relativa aos dispositivos médicos (Publicacdo dos titulos e das
referéncias das normas harmonizadas ao abrigo da legislagéo de harmoniza¢&o da Unido)
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https://dre.pt/application/file/66302467
https://dre.pt/application/file/66302468
https://dre.pt/application/file/66302469
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2015/Lista_Net_Janeiro_0.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2015/Lista_Net_Janeiro_0.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2015/Lista_Net_Janeiro_0.pdf
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
https://dre.pt/application/file/66258670
http://www.acss.min-saude.pt/Portals/0/f_370973_2.pdf
http://www.acss.min-saude.pt/Portals/0/f_370925_2.pdf
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp?idioma=PT
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/Programa%20de%20Concurso_2015_51.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2015_51.pdf
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2015.014.01.0036.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2015.014.01.0043.01.POR

Comunicac8o da Comissdo no &mbito da execucdo da Diretiva 98/79/CE do Parlamento
Europeu e do Conselho, de 27 de outubro de 1998, relativa aos dispositivos médicos de
diagndstico in vitro (Publicagdo dos titulos e das referéncias das normas harmonizadas
ao abrigo da legislacdo de harmonizacao da Uniéo)

Aviso n.° 563/2015 - Diario da Republica n.° 12/2015, Série 1l de 2015-01-19648799

Ministério das Finangas - Diregdo-Geral do Tesouro e Finangas

Taxas supletivas de juros moratdrios em vigor no 1° semestre de 2015

Parecer do Comité das Regides — Saude movel

Ensuring Access to Medicines for Patients: Pharmaceutical industry associations
release ‘Principles for Communication of information on Quality and Manufacturing
Potential Supply Disruption’

(AESGP, EFPIA, EGA, and PPTA are pleased to announce today’s release of the joint
principles for “Communication of information on quality and manufacturing potential supply
disruption”. This document forms part of the industry response tothe EMA (European
Medicines Agency) call for voluntary and proactive action, to provide European patients
with continuous access to medicines.

There can be multiple causes to medicines shortages, including issues relating to quality
and manufacturing. In cases where a disruption to the manufacturing process of a
medicine arises, Marketing Authorisation Holders (MAHS) are obligated to timeously notify
Competent Authorities (CAs). This document addresses such communications, and
complements the output from the professional organisations ISPE & PDA on the
prevention of such supply disruptions — see summary report here.

IMl introduces new tool for avoiding duplicate enrolment of patients in clinical trials

Even a small number of duplicate patients can lead to a negative or failed trial and
enrolling duplicate patients could result in an adverse event being attributed to the wrong
trial. DupCheck provides a solution for this problem.

Introduced under IMI's NewMeds project, DupCheck can improve compliance, reduce
risks of misattributed safety signals and improve efficacy signals in clinical trials by
screening out patients who are concurrently enrolled in other trials.

The more studies using DupCheck, the more powerful it becomes as checks are made
right across all participating studies. The objective is to enrol as many companies and
studies as possible and to facilitate this DupCheck is offered at no cost.

EFPIA Welcomes New US IOM Clinical Trial Data Sharing report

EFPIA welcomes the launch of a new report from the US Institute of Medicine that makes
recommendations for the responsible sharing of clinical trial data.

Human Medicines | Regulatory information - Paediatric guidance revised to reflect
changes to European Commission guideline

Documents relate to submission of applications, re-examination and compliance check
procedures

The European Medicines Agency has published revised documentation related to
paediatric investigation plans (PIPs) to reflect recent changes to the European
Commission’s guideline on PIPs.The guidance documents relate to the procedures for
submission of PIP/waiver applications, re-examination and compliance check.
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http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2015.014.01.0074.01.POR
https://dre.pt/application/file/66229960
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2015.019.01.0080.01.POR
http://efpia.eu/mediaroom/221/43/Ensuring-Access-to-Medicines-for-Patients-Pharmaceutical-industry-associations-release-Principles-for-Communication-of-information-on-Quality-and-Manufacturing-Potential-Supply-Disruption
http://efpia.eu/mediaroom/221/43/Ensuring-Access-to-Medicines-for-Patients-Pharmaceutical-industry-associations-release-Principles-for-Communication-of-information-on-Quality-and-Manufacturing-Potential-Supply-Disruption
http://efpia.eu/mediaroom/221/43/Ensuring-Access-to-Medicines-for-Patients-Pharmaceutical-industry-associations-release-Principles-for-Communication-of-information-on-Quality-and-Manufacturing-Potential-Supply-Disruption
http://efpia.eu/uploads/Industry_Communication_Principles_Principles_Dec2014_Final_v1.pdf
http://efpia.eu/uploads/Industry_Communication_Principles_Principles_Dec2014_Final_v1.pdf
http://efpia.eu/uploads/Inter-Association_Summary-final_report.pdf
http://www.efpia.eu/mediaroom/222/44/IMI-introduces-new-tool-for-avoiding-duplicate-enrolment-of-patients-in-clinical-trials
http://www.efpia.eu/mediaroom/219/44/EFPIA-Welcomes-New-US-IOM-Clinical-Trial-Data-Sharing-report
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000015.jsp&mid=WC0b01ac0580025b8e
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003996
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003916

The revised documents take into account the changes and simplifications that have been
introduced by the European Commission in the recently published guideline on the format
and content of applications for agreement or modification of a paediatric investigation plan
and requests for waivers or deferrals and concerning the operation of the compliance
check and on criteria for assessing significant studies.

— Template for letter of intent to submit an application (updated)

— Key elements form: Applicant’'s proposal for a paediatric-investigation-plan
opinion (updated

Paediatric investigation plans: guestions and answers (updated)

Template for scientific _document (part B-E) for application for paediatric
investigation plan including deferral and waiver (updated)

— Request for compliance check on an agreed paediatric-investigation-plan form -

(PED3) certified (updated)

— Electronic_form_for paediatric-investigation-plan application _and request for
waiver - (PED1) certified (updated)

— Regulatory and procedural guideline: Re-examination procedure of paediatric
investigation plan and / or waiver opinions by the PDCO (updated)

— Regulatory and procedural guideline: Questions and answers on the procedure
of paediatric-investigation-plan compliance verification at the European Medicines
Agency, and paediatric rewards, adopted (updated)

Human Medicines | Regulatory and procedural guideline: European Union individual
case safety report (ICSR) implementation guide

Human Medicines | News and press releases: Public consultation on application of
transparency rules of EU Clinical Trial Regulation

— Public _consultation on application of transparency rules of EU Clinical Trial
Regulation

Questions and answers on_public _consultation _on implementation of transparency
requirements of the European Clinical Trial Regulation

Timor-Leste
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500038713
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500038712
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500038712
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000015.jsp&mid=WC0b01ac0580025b8e
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500138815
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500138815
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500094135
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500094135
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500075428
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500075428
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003996
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003996
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003916
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003916
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003916
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500165979
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500165979
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/01/news_detail_002253.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/01/news_detail_002253.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2015/01/WC500180636.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2015/01/WC500180636.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500180632
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500180632

