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LEGISLACAO

Declaracéo de Retificacdo n.2 11/2023

Presidéncia do Conselho de Ministros - Secretaria-Geral

Retifica a Portaria n.2 52/2023, de 22 de fevereiro, que atualiza o programa de formagao
especializada em pediatria, da qual faz parte integrante

Portaria n.2 97/2023

Saude

Procede a quinta alteragdo a Portaria n.2 224/2015, de 27 de julho, que estabelece o

regime juridico a que obedecem as regras de prescricao e dispensa de medicamentos e

produtos de saude e define as obrigacdes de informac&o a prestar aos utentes, e a

primeira alteragdo a Portaria n.2 126/2018, de 8 de maio, que define as regras de

prescricao, registo e disponibilizacdo de resultados de meios complementares de
NACIONAL diagndstico e terapéutica e regula a faturagdo dos respetivos prestadores ao Servigo

Nacional de Saude

Lein212/2023

Assembleia da Republica

Alteracdo a Lein.2 2/2013, de 10 de janeiro, que estabelece o regime juridico de criacao,
organizacgao e funcionamento das associagdes publicas profissionais, e a Lei n.2 53/2015,
de 11 de junho, que estabelece o regime juridico da constituicdo e funcionamento das
sociedades de profissionais que estejam sujeitas a associa¢des publicas profissionais

Resolucao da Assembileia Legislativa da Regido Auténoma dos Acores n.2 14/2023/A
Regiao Autéonoma dos A¢ores - Assembleia Legislativa
Reforcar a prevencao e combate as dependéncias

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 30 de Marco de 2023 para 30 de Marco de
2023(Publicado nos termos do artigo 13.0 ou do artigo 38.0 do Regulamento (CE)

n.0 726/2004 do Parlamento Europeu e do Conselho ou de Artigo 5.0 do Regulamento
(UE) 2019/6 do Parlamento Europeu e do Conselho)

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de fevereiro de 2023 a 28 de fevereiro

de 2023[Publicado nos termos do artigo 13.0 ou do artigo 38.0 do Regulamento (CE)
n.0 726/2004 do Parlamento Europeu e do Conselho ou do artigo 5.0 do Regulamento
(UE) 2019/6 do Parlamento Europeu e do Conselho]

EUROPEIA

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de fevereiro de 2023 a 28 de fevereiro de 2023[Decisdes
adotadas nos termos do artigo 34.0 da Diretiva 2001/83/CE, do artigo 38.0 da Diretiva
2001/82/CE ou do artigo 5.0 do Regulamento (UE) 2019/6 do Parlamento Europeu e do

Conselho]

Regulamento (UE) 2023/699 da Comissdo de 29 de marco de 2023 que altera o
Regulamento (CE) n.0 297/95 do Conselho no gue se refere ac ajustamento das taxas
cobradas pela Agéncia Europeia de Medicamentos com base na taxa de inflacdo com
efeitos a partir de 1 de abril de 2023 (Texto relevante para efeitos do EEE)
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https://dre.pt/dre/detalhe/declaracao-retificacao/11-2023-211241819
https://dre.pt/dre/detalhe/portaria/52-2023-207631765
https://dre.pt/dre/detalhe/portaria/97-2023-211241821
https://dre.pt/dre/detalhe/portaria/224-2015-69879391
https://dre.pt/dre/detalhe/portaria/126-2018-115235763
https://dre.pt/dre/detalhe/lei/12-2023-211059785
https://dre.pt/dre/detalhe/lei/2-2013-588802
https://dre.pt/dre/detalhe/lei/53-2015-67458279
https://dre.pt/dre/detalhe/resolucao-assembleia-legislativa-regiao-autonoma-acores/14-2023-211059790
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.CI.2023.116.01.0001.01.POR&toc=OJ:C:2023:116I:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.118.01.0001.01.POR&toc=OJ:C:2023:118:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.118.01.0009.01.POR&toc=OJ:C:2023:118:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.092.01.0001.01.POR&toc=OJ:L:2023:092:TOC
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REGULACAO

NACIONAL

INFARMED

Despacho n.2 4045/2023

Saude - Gabinete do Secretario de Estado da Saude

Procede a segunda alteragdo ao Despacho n.2 557/2023, publicado no Didrio da Republica,
2.2 série, n.2 8, de 11 de janeiro de 2023, reforgando em 7 milhdes de euros a dotacao
prevista para afetar ao Programa de Incentivo Financeiro a Qualificac&o dos Blocos de
Parto do Servico Nacional de Saude

Despacho n.2 3999/2023

Saude - Gabinete do Ministro

Autoriza os licenciados Maria Joao Ribeiro Leite Baptista e Roberto Liberal Fernandes
Roncon de Albuguerque, respetivamente presidente e diretor clinico do conselho de
administrac&o do Centro Hospitalar Universitario de Sdo Jodo, E. P. E,, a exercer atividade
médica, de natureza assistencial, no referido estabelecimento de saude

Aviso n.2 6603/2023
Unidade Local de Saude do Baixo Alentejo, E. P. E.
Nomeacdo de diretor de servi¢o de ginecologia/obstetricia

Despacho n.2 3925/2023

Saude - Gabinete do Ministro

Autoriza a licenciada Maria Filomena Cardoso dos Santos Roque, designada diretora clinica
do conselho de administracao do Hospital Distrital de Santarém, E. P. E., a exercer atividade
médica, de natureza assistencial, no referido estabelecimento de satde

Deliberacao (extrato) n.2 348/2023
Saude - Instituto Na’cional de Emergéncia Médica, I. P.
Aprova o Codigo de Etica e de Conduta do Instituto Nacional de Emergéncia Médica, I. P.

Aviso (extrato) n.2 6398/2023

Saude - Secretaria-Geral

Renova a comissao de servico da licenciada Maria Gabriela de Almeida Pimenta Teixeira
Dias das Neves no cargo de diretora de servicos Juridicos e de Contencioso

Deliberacdo (extrato) n.2 340/2023

Saude - Administracao Regional de Salude de Lisboa e Vale do Tejo, I. P.

Nomeado para o exercicio de fun¢des de diretor do Departamento de Recursos Humanos
da Administracao Regional de Saude de Lisboa e Vale do Tejo, I. P, 0 mestre em Direito
André Lucas Pires Ribeiro Soares

Deliberacdo (extrato) n.2 342/2023

Saude - Administracao Regional de Salude de Lisboa e Vale do Tejo, I. P.

Nomeada para o exercicio de fungdes de coordenadora da Unidade Organica Flexivel do
Gabinete de Auditoria Interna da Administragdo Regional de Saude de Lisboa e Vale do
Tejo, |. P, a assistente graduada sénior de medicina geral e familiar Maria Violeta Jesus
Barreto Pimpao

Publicacéo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizagao de introdugdo no mercado de medicamentos genéricos.

Noticias

Farmacovigilancia: Envolver o cidadao

Primeiro Forum CNFET Primavera 2023
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https://dre.pt/dre/detalhe/despacho/4045-2023-211241189
https://dre.pt/dre/detalhe/despacho/3999-2023-211172729
https://dre.pt/dre/detalhe/aviso/6603-2023-211175390
https://dre.pt/dre/detalhe/despacho/3925-2023-211130709
https://dre.pt/dre/detalhe/deliberacao-extrato/348-2023-211130715
https://dre.pt/dre/detalhe/aviso-extrato/6398-2023-211053022
https://dre.pt/dre/detalhe/deliberacao-extrato/340-2023-211053028
https://dre.pt/dre/detalhe/deliberacao-extrato/342-2023-211053030
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8575140
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8562708
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REGULAGCAO

Normas e Circulares Normativas

Norma n2 021/2015 de 16/12/2015 Atualizada a 17/11/2022 corrigida em 29/03/2023 |
"Feixe de Intervencdes” para a Prevencdo da Pneumonia associada a Intubacao

Norma n2 031/2013 de 31/12/2013 Atualizada a 17/11/2022 Corrigida em 29/03/2023 |
Profilaxia Antibidtica Cirrgica na Crianga e no Adulto

DGS

Norma 006-2016 atualizada em 24/03/2023 | Estratégia de vacinagdo contra a
tuberculose com a vacina BCG

Newsletter

Newsletter DGS n.2 211 de 2023-03-27

Documentos de interesse geral

SPMS
Lista de Entrada em Vigor dos Novos CPA 29.03.2023 v2

DADOS ESTATISTICOS 2022

Encontram-se publicados os dados estatisticos globais do ano 2022 (resultados em
31/12/2022), disponivel no separador Indicadores CEIC,

Estao disponiveis os indicadores relativos a Ensaios Clinicos com Medicamentos, Estudos
Clinicos com Intervenc&o de Dispositivos Médicos e Contratos Financeiros de Estudos
aprovados pela CEIC.

CEIC

HMA NEW - 28-30 March CMDh Agenda
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https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/0212015-de-16122015-atualizada-a-17112022-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/0312013-de-31122013-atualizada-a-17112022-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-006-2016-atualizada-em24_03_2023-pdf.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ceic.pt/
https://www.ceic.pt/web/ceic/indicadores-ceic
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2023_03_CMDh_Agenda.pdf
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EMA

. Human Medicines

Acceptability of IU as abbreviation for International Units in the strength of human
medicinal products (updated)

Human medicines European public assessment report (EPAR): Bimervax, SARS-CoV-2 virus
recombinant spike (S) protein receptor binding domain (RBD) fusion heterodimer — B.1.351-
B.1.1.7 strains, COVID-19 virus infection, 30/03/2023, Authorised

Human medicines European public assessment report (EPAR): Kineret, anakinra, Arthritis,
Rheumatoid; COVID-19 virus infection, 08/03/2002, 33, Authorised (updated)

Human medicines European public assessment report (EPAR): Nuvaxovid, SARS-CoV-2
recombinant spike protein, COVID-19 virus infection, 20/12/2021, 8, Authorised (updated)

Human medicines European public assessment report (EPAR): Comirnaty, Single-stranded,
5'-capped messenger RNA produced using a cell-free in vitro transcription from the
corresponding DNA templates, encoding the viral spike (S) protein of SARS-CoV-2, COVID-
19 virus infection, 21/12/2020, 41, Authorised (updated)

Direct healthcare professional communication (DHPC): Updated recommendations to
minimise the risks of malignancy, major adverse cardiovascular events, serious infections,
venous thromboembolism and mortality with use of Janus kinase inhibitors (JAKI), Active
substance: Abrocitinib, filgotinib, baricitinib, upadacitinib, Tofacitinib, DHPC type: Referral -
Avrticle 20 procedure, Last updated: 30/03/2023

Direct healthcare professional communication (DHPC): Pholcodine-containing medicinal
products no longer available on the EU market, Active substance: pholcodine, DHPC type:
Referral - Article 107i procedure, Last updated: 27/03/2023

o Veterinary Medicines

Questions and answers on describing adverse events in the product information (summary
of product characteristics (SPC) and package leaflet (PL)) (updated)

. Human Regulatory

Referral procedures: human medicines (updated)

Referral: Janus kinase inhibitors (JAKI) , tofacitinib, abrocitinib, baricitinib, upadacitinib,
filgotinib, Article 20 procedures, European Commission final decision, 23/01/2023,
10/03/2023,30/03/2023 (updated)

Referral: Pholcodine-containing medicinal products, pholcodine, Article 107i procedures,
European Commission final decision, 14/12/2022, 06/03/2023, 29/03/2023 (updated)

Public information on medicine shortages (updated)

News and press releases: EMA recormmends approval of Bimervax as a COVID-19 booster
vaccine

Procedures for monograph and list entry establishment (updated)

List of medicines under additional monitoring (updated)

ICH Guideline Q5A(R2) on viral safety evaluation of biotechnology products derived from
cell lines of human or animal origin - Scientific guideline (updated)
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https://www.ema.europa.eu/documents/other/acceptability-iu-abbreviation-international-units-strength-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/bimervax
https://www.ema.europa.eu/en/medicines/human/EPAR/kineret
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/dhpc/updated-recommendations-minimise-risks-malignancy-major-adverse-cardiovascular-events-serious
https://www.ema.europa.eu/en/medicines/dhpc/pholcodine-containing-medicinal-products-no-longer-available-eu-market
https://www.ema.europa.eu/documents/other/questions-answers-describing-adverse-events-product-information-summary-product-characteristics-spc_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures-human-medicines
https://www.ema.europa.eu/en/medicines/human/referrals/janus-kinase-inhibitors-jaki
https://www.ema.europa.eu/en/medicines/human/referrals/pholcodine-containing-medicinal-products
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/availability-medicines/public-information-medicine-shortages
https://www.ema.europa.eu/en/news/ema-recommends-approval-bimervax-covid-19-booster-vaccine
https://www.ema.europa.eu/en/human-regulatory/herbal-products/procedures-monograph-list-entry-establishment
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/en/ich-guideline-q5ar2-viral-safety-evaluation-biotechnology-products-derived-cell-lines-human-animal
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Report: List of withdrawn medicinal products in accordance with Art. 123(4) of the Directive
(1 January - 31 December 2022) (updated)

. Clinical Trials

Questions and answers on the protection of commercially confidential information and
personal data while using CTIS (updated)

Report: Key performance indicators (KPIs) to monitor the European clinical trials
environment (1-28 February 2023, edition 11)

. Committees

News and press releases: Meeting highlights from the Committee for Medicinal Products for
Human Use (CHMP) 27 - 30 March 2023

Minutes: Meeting Summary of the Medicine Shortages (SPOC) Working Party 15 February
2023

Minutes: Meeting Summary of the Medicine Shortages (SPOC) Working Party 18 January
2023

Minutes: Meeting Summary of the Medicine Shortages (SPOC) Working Party 13 December
2022

Medicine Shortages SPOC Working Party meetings

HMPC: overview of assessment work - priority list (updated)

Report: HMPC meeting report on European Union herbal monographs, guidelines and other
activities - 13-15 March 2023

European Union herbal monographs: Overview of recommendations for the uses of herbal
medicinal products in the paediatric population (updated)

Agenda: Agenda of the PDCO meeting 28-31 March 2023

Network ICT Advisory Committee (NICTAC) - List of nominated members (updated)

News and press releases: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 21-22 March 2023

. Partners & Networks

Leaflet: Stakeholder engagement highlights 2022 (updated)

o Corporate

Newsletter: Big Data highlights - Issue 5

News and press releases: DARWIN EU® has completed its first studies and is calling for
new data partners

Data Analysis and Real World Interrogation Network (DARWIN EU) (updated)

About us - Furopean Medicines Agency (EMA) (updated)

. Events

European Medicines Agency (EMA) Patients’ and Consumers' (PCWP) and Healthcare
Professionals' (HCPWP) Working Parties joint meeting , Hybrid, from 03/03/2023 to
03/03/2023 (updated)
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https://www.ema.europa.eu/documents/report/list-withdrawn-medicinal-products-accordance-art-1234-directive-1-january-31-december-2022_en.xlsx
https://www.ema.europa.eu/documents/other/questions-answers-protection-commercially-confidential-information-personal-data-while-using-ctis_en.pdf
https://www.ema.europa.eu/documents/report/key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-28-february-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-27-30-march-2023
https://www.ema.europa.eu/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-meeting-15-february-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-18-january-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-13-december-2022_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/medicines-shortages-single-point-contact-spoc-working-party/medicine-shortages-spoc-working-party-meetings
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/documents/report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-13-15-march-2023_en.pdf
https://www.ema.europa.eu/documents/other/european-union-herbal-monographs-overview-recommendations-uses-herbal-medicinal-products-paediatric_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-meeting-28-31-march-2023_en.pdf
https://www.ema.europa.eu/documents/other/network-ict-advisory-committee-nictac-list-nominated-members_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-21-22-march-2023
https://www.ema.europa.eu/documents/leaflet/stakeholder-engagement-highlights-2022_en.pdf
https://www.ema.europa.eu/documents/newsletter/big-data-highlights-issue-5_en.pdf
https://www.ema.europa.eu/en/news/darwin-eur-has-completed-its-first-studies-calling-new-data-partners
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/documents/other/about-us-european-medicines-agency-ema_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-9
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EMA

COMISSAO
EUROPEIA

Clinical Trials Information System (CTIS) bitesize talk: IMPD-Q only submission, Online,
15:30 - 17:00 Amsterdam time (CEST), from 10/05/2023 to 10/05/2023

Quarterly system demo - Q1 2023, Online, 09:00 - 13:00 Amsterdam time (CET), from
22/03/2023 to 22/03/2023 (updated)

CVMP Interested Parties’ meeting, European Medicines Agency, Amsterdam, the
Netherlands, 10:00-12:00 CEST (Amsterdam time), from 24/05/2023 to 24/05/2023

Focus group meeting on bacteriophages, European Medicines Agency, Amsterdam, the
Netherlands, 09:30-16:30 CEST (Amsterdam time), from 11/05/2023 to 11/05/2023

Fifth EMA-EFPIA annual bilateral meeting , Hybrid, 14:00 - 16:00 Amsterdam time (CET),
from 07/02/2023 to 07/02/2023 (updated)

Fourth Industry Standing Group (ISG) meeting, Online, from 21/03/2023 to
21/03/2023 (updated)

Have vour say and join the EU Health Policy Platform Annual Meeting!

Flash report - PHEG sub-group on vaccination (30 March 2023)

Flash report - PHEG sub-group on mental health (28 March 2023)

Conference report - Online EU-US conference on Long COVID (13 December 2022)

Stakeholders' Targeted Consultation on EU4Health: future priorities, orientation and needs

Registration - Webinar "MEP Friends of the Liver Group Call to Action "The EU must lead on
Viral Hepatitis elimination by 2030" (25 April, 9.30 - 10.30 CET)

Recording - 2nd Webinar of the Thematic Network "Navigating Health Inequalities in the
EU through Artificial Intelligence” (27 March 2023)

EU Drugs Agency: Commission welcomes political agreement on new fully-fledged Agency

Q&A on practical aspects related to the implementation of Regulation (EU) 2023/607 -
Extension of the MDR transitional period and removal of the "sell off” periods

Registration - Annual meeting of the EU Health Policy Platform (19 April 2023)

SCHEER - Request for an update of the guidelines on the benefit-risk assessment of the
presence of phthalates in certain medical devices covering phthalates
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https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-impd-q-only-submission
https://www.ema.europa.eu/en/events/quarterly-system-demo-q1-2023
https://www.ema.europa.eu/en/events/cvmp-interested-parties-meeting-3
https://www.ema.europa.eu/en/events/focus-group-meeting-bacteriophages
https://www.ema.europa.eu/en/events/fifth-ema-efpia-annual-bilateral-meeting
https://www.ema.europa.eu/en/events/fourth-industry-standing-group-isg-meeting
https://ec.europa.eu/newsroom/sante/newsletter-archives/44628
https://health.ec.europa.eu/latest-updates/flash-report-pheg-sub-group-vaccination-30-march-2023-2023-03-31_en
https://health.ec.europa.eu/latest-updates/flash-report-pheg-sub-group-mental-health-28-march-2023-2023-03-30_en
https://health.ec.europa.eu/latest-updates/conference-report-online-eu-us-conference-long-covid-13-december-2022-2023-03-30_en
https://ec.europa.eu/newsroom/sante/newsletter-archives/44585
https://health.ec.europa.eu/latest-updates/registration-webinar-mep-friends-liver-group-call-action-eu-must-lead-viral-hepatitis-elimination-2023-03-30_en
https://health.ec.europa.eu/latest-updates/recording-2nd-webinar-thematic-network-navigating-health-inequalities-eu-through-artificial-2023-03-29_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_1936
https://health.ec.europa.eu/latest-updates/qa-practical-aspects-related-implementation-regulation-eu-2023607-extension-mdr-transitional-period-2023-03-28_en
https://health.ec.europa.eu/latest-updates/registration-annual-meeting-eu-health-policy-platform-19-april-2023-2023-03-28_en
https://health.ec.europa.eu/latest-updates/scheer-request-update-guidelines-benefit-risk-assessment-presence-phthalates-certain-medical-devices-2023-03-27_en

ontactos

saude@vda.pt

Esta informagdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua copia ou circulagdo. A informagdo proporcionada e as opinides
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



