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Portaria n.2 306/2022
Presidéncia do Conselho de Ministros
Aprova a lista de substancias e métodos proibidos a partir de 1 de janeiro de 2023

Resolucao do Conselho de Ministros n.2 131-B/2022

Presidéncia do Conselho de Ministros

Autoriza a realiza¢ao da despesa adicional associada aos procedimentos aquisitivos de
vacinas contra a COVID-19

Resolucao do Conselho de Ministros n.2 128-A/2022
Presidéncia do Conselho de Ministros
Designa uma vogal do conselho de administracdo da Entidade Reguladora da Saude

Recomendacao (UE) 2022/2547 do Conselho, de 13 de dezembro de 2022, gue altera a
Recomendacao (UE) 2022/107 sobre uma abordagem coordenada para facilitar a livre
circulacdo segura durante a pandemia de COVID-19

Recomendacao (UE) 2022/2548 do Conselho, de 13 de dezembro de 2022, sobre uma
abordagem coordenada das viagens para a Unido durante a pandemia de COVID-19 e que
substitui a Recomendacao (UE) 2020/912 do Conselho

Parecer do Comité Econdmico e Social Europeu sobre a Comunicacdo da Comissdo ao
Parlamento Europeu e ao Conselho — Um Espaco Europeu de Dados de Saude: aproveitar
0 potencial dos dados de salde em beneficio das pessoas, dos doentes e da

inovacdo [COM(2022) 196 final] e a Proposta de regulamento do Parlamento Europeu e do
Conselho relativo ao Espaco Europeu de Dados de Saude [COM(2022) 197 final —
2022/0140 (COD)]

Conclusdes sobre o Relatorio Especial n.o 19/2022 do Tribunal de Contas Europeu,
intitulado «Aquisicdo de vacinas contra a COVID-19 pela UE - Doses suficientes apds
dificuldades iniciais, mas avaliacdo insuficiente do desempenho do processo»

Conclusdes sobre a vacinacdo como um dos instrumentos mais eficazes para prevenir as
doencas e melhorar a satide publica
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https://dre.pt/dre/detalhe/portaria/306-2022-205199887
https://dre.pt/dre/detalhe/resolucao-conselho-ministros/131-b-2022-205110006
https://dre.pt/dre/detalhe/resolucao-conselho-ministros/128-a-2022-204991935
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.328.01.0138.01.POR&toc=OJ:L:2022:328:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.328.01.0146.01.POR&toc=OJ:L:2022:328:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.486.01.0123.01.POR&toc=OJ:C:2022:486:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.484.01.0015.01.POR&toc=OJ:C:2022:484:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.484.01.0018.01.POR&toc=OJ:C:2022:484:TOC

‘YLA{\\/IEIRADEALMEIDA ViA EXPERTISE

REGULACAO

NACIONAL

INFARMED

Deliberacido n.2 1378/2022
Ordem dos Médicos Veterinarios
Tabela de taxas e emolumentos da Ordem dos Médicos Veterinarios

Deliberacdo n.2 1370/2022
Entidade Reguladora da Saude
Membro da comissao de vencimentos indicado pela Entidade Reguladora da Saude

Despacho n.2 14637-B/2022

Saude - Gabinete do Secretario de Estado da Saude

Concede tolerancia de ponto aos trabalhadores que exercem fungdes publicas nos servicos
da administracao direta do Estado, sejam eles centrais ou desconcentrados, e nos institutos
publicos, nos dias 23 e 30 de dezembro de 2022

Despacho n.2 14603/2022

Saude - Gabinete do Ministro

Cria um grupo de trabalho com a missdo de estudar e propor os requisitos técnicos de
funcionamento aplicaveis a cada uma das tipologias de estabelecimentos prestadores de
cuidados de salide com vista ao respetivo licenciamento

Aviso (extrato) n.2 23897/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Designacao do presidente do Conselho Clinico e de Saude do Agrupamento de Centros de
Saude do Grande Porto VI - Gaia

Despacho n.2 14532/2022

Financas e Trabalho, Solidariedade e Seguranca Social - Gabinetes do Ministro das
Financgas e da Ministra do Trabalho, Solidariedade e Seguranc¢a Social

Reforgo das verbas atribuidas ao Sistema de Atribuicdo de Produtos de Apoio (SAPA) para
o ano de 2022

Despacho n.2 14535/2022

Saude - Gabinete do Ministro

Autoriza a alienacdo do capital social da AMIL International, SARL, a sociedade Vivalto
Santé Investissement, Société Anonyme, no ambito do Contrato de Gestao do Hospital de
Cascais

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

19 a 23 de dezembro de 2022


https://dre.pt/dre/detalhe/deliberacao/1378-2022-205109910
https://dre.pt/dre/detalhe/deliberacao/1370-2022-205103205
https://dre.pt/dre/detalhe/despacho/14637-b-2022-205128883
https://dre.pt/dre/detalhe/despacho/14603-2022-205049459
https://dre.pt/dre/detalhe/aviso-extrato/23897-2022-205049460
https://dre.pt/dre/detalhe/despacho/14532-2022-204916768
https://dre.pt/dre/detalhe/despacho/14535-2022-204916773
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf

‘[}‘VIEIRADEALMEIDA ViA EXPERTISE

REGULACAO

DGS

SPMS

HMA

Normas e Circulares Normativas

Norma 017/2022 de 19/12/2022 | Netificagdo e Gestao de Incidentes de Seguranga do
Doente

Orientacdes e Circulares Informativas

Orientacdo n2 003/2017 de 24/02/2017 | Avaliagio Médica de Condutores

Newsletter

Newsletter DGS n.2 200 de 2022-12-21

Submissdo de Propostas

Informacao de Detalhe do Procedimento 2022 / 131 | Prestacio de servicos de cuidados
técnicos respiratdrios domiciliarios

Documentos de interesse geral

Lista de Entrada em Vigor 06.12.2022

NEW - Report from the meeting held on 13-14 December

NEW - 8-10 November CMDh Minutes

UPDATE - Decisions on additional vear of market protection/data exclusivity for new
therapeutic indication agreed by the CMDh

19 a 23 de dezembro de 2022


https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma_017_2022-de-19_12_2022-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0032017-de-24022017.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=615
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2022/CMDh_press_release_-_December_2022.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2022_11_CMDh_minutes.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/CMDh_341_2015_Rev1_2022_12_Decisions_on_additional_year_of_market_protectiondata_exclusivity_for_new_therapeutic_indication_agreed_-_NEW.pdf
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Medicinal Products for Human Use | Hurman 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, 37, Authorised (updated)

Events | Quarterly system demo - Q4 2022, Online, 09:00 - 12:00 Amsterdam time (CET),
from 21/12/2022 to 21/12/2022 (updated)

Clinical Trial Information System | Other: Clinical Trial Information System (CTIS) - Sponsor
handbook (updated)

Events | Other: Questions and answers - Quarterly system demo - Q4 2022

Clinical Trials Information System | Newsletter: CTIS newsflash - 12 December 2022

Clinical Trials Information System | Newsletter: CTIS newsflash - 5 December 2022

Data Processing | Other: European Medicines Agency's Data Protection notice concerning
the Veterinary Info Day meeting on 16-17 February 2023

Medicinal Products for Human Use | Human medicines European public assessment report
(EPAR): Spikevax (previously COVID-19 Vaccine Moderna), CX-024414 (single-stranded, 5'-
capped messenger RNA (MRNA) 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, 06/01/2021, 35, Authorised (updated)

Events | Human variations electronic application form (eAF) Q&A clinics — session 7, Online,
11:30 - 12:00 Amsterdam time (CET), from 24/01/2023 to 24/01/2023

Events | Human variations electronic application form (eAF) Q&A clinics — session 6, Online,
15:30 - 16:00 Amsterdam time (CET), from 17/01/2023 to 17/01/2023

Events | Cancer Medicines Forum December 2022, Online, from 20/12/2022 to 20/12/2022

Medicinal Products for Veterinary Use | Union Product Database (updated)

Events | Ninth Nitrosamine Implementation Oversight Group (NIOG) meeting , Online, from
21/11/2022 to 21/11/2022

Clinical Trials | Report: Key performance indicators (KPIs) to monitor the European clinical
trials environment (1-30 November 2022, edition 8)

Medicinal Products for Human Use | Minutes: Minutes of the CAT meeting 3-4 November
2022

Events | Ninth meeting of the industry stakeholder platform on the operation of the
centralised procedure for human medicine , Online, 13:00 - 17:30 Amsterdam time (CET),
from 24/11/2022 to 24/11/2022 (updated)

DADI | Newsletter: DADI newsletter - Issue 2

Corporate | News and press releases: End-of-year message from EMA's Executive Director

Medicinal Products for Human Use | PRIME: priority medicines (updated)

Clinical Trials | Newsletter: Clinical Trials Highlights - December 2022 (updated)

Procedure Management | Other: List of European Union reference dates and frequency of
submission of periodic safety update reports (PSURs) (updated)

Medicinal Products for Human Use | Newsletter: Medicinal products for human use: monthly
figures - November 2022
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https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/events/quarterly-system-demo-q4-2022
https://www.ema.europa.eu/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-quarterly-system-demo-q4-2022_en.pdf
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-12-december-2022_en.pdf
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-5-december-2022_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agencys-data-protection-notice-concerning-veterinary-info-day-meeting-16-17_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/events/human-variations-electronic-application-form-eaf-qa-clinics-session-7
https://www.ema.europa.eu/en/events/human-variations-electronic-application-form-eaf-qa-clinics-session-6
https://www.ema.europa.eu/en/events/cancer-medicines-forum-december-2022
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
https://www.ema.europa.eu/en/events/ninth-nitrosamine-implementation-oversight-group-niog-meeting
https://www.ema.europa.eu/documents/report/key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-30-november-2022_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-3-4-november-2022_en.pdf
https://www.ema.europa.eu/en/events/ninth-meeting-industry-stakeholder-platform-operation-centralised-procedure-human-medicine
https://www.ema.europa.eu/documents/newsletter/dadi-newsletter-issue-2_en.pdf
https://www.ema.europa.eu/en/news/end-year-message-emas-executive-director-0
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
https://www.ema.europa.eu/documents/newsletter/clinical-trials-highlights-december-2022_en.pdf
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xls
https://www.ema.europa.eu/documents/newsletter/medicinal-products-human-use-monthly-figures-november-2022_en.pdf
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Events | Clinical Trials Information System (CTIS) bitesize talk: Annual safety report (ASR) |
Onling, 16:30 - 18:00 Amsterdam time (CET) (Updated), from 15/12/2022 to
15/12/2022 (updated)

Events | First European Medicines Agency - Vaccines Europe meeting, European Medicines
Agency, Amsterdam, The Netherlands, from 28/11/2022 to 28/11/2022 (updated)

Medicinal Products for Veterinary Use | Other: Release notes - production release version
1.6.13 December 2022 - Veterinary Medicinal Products Regulation: Union Product
Database (updated)

Medicinal Products for Veterinary Use | Other: Recommended due dates for centrally
authorised products (CAPs) and non-CAPs for submission of the annual statement: January

2023 (updated)

Clinical Trials | Accelerating Clinical Trials in the EU (ACT EU) (updated)

Clinical Trials | Clinical trials in human medicines (updated)

Clinical Trials | News and press releases: Facilitating Decentralised Clinical Trials in the EU

Medicinal Products for Human Use | CHMP opinions on consultation procedures (updated)

Medicinal Products for Human Use | Human medicines European public assessment report
(EPAR): Jcovden (previously COVID-19 Vaccine Janssen), adenovirus type 26 encoding the
SARS-CoV-2 spike glycoprotein (Ad26.COV2-S), COVID-19 virus infection, 11/03/2021, 26,
Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment report
(EPAR): Shingrix, Recombinant varicella zoster virus glycoprotein E, Herpes Zoster,
21/03/2018, 9, Authorised (updated)

Partners & Netwoks | Patients' and Consumers' Working Party (updated)

Medicinal Products for Veterinary Use | Risk management requirements for elemental
impurities in veterinary medicinal products, including immunological veterinary medicinal
products - Scientific guideline (updated)

Medicinal Products for Human Use | COVID-19 vaccines: key facts (updated)

Clinical Trials | Other: Letter of Support of model-based clinical trial simulation platform
(CTSP) for Duchenne Muscular Dystrophy

Medicinal Products for Human and Veterinary Use | News and press releases: EMA
Management Board: highlights of December 2022 meeting

IRIS | Regulatory and procedural guideline: IRIS guide to registration and RPIs (updated)

Medicinal Products for Veterinary Use | Other: Recommended due dates for centrally
authorised products (CAPs) and non-CAPs for submission of the annual statement: January
2023

Medicinal Products for Veterinary Use | Work programme: Work plan for the CVMP Novel
Therapies & Technologies Working Party (NTWP) 2023

Medicinal Products for Human Use | Opinions and letters of support on the qualification of
novel methodologies for medicine development (updated)

Medicinal Products for Veterinary Use | Environmental risk assessment of ectoparasiticidal
veterinary medicinal products used in cats and dogs
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https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-annual-safety-report-asr
https://www.ema.europa.eu/en/events/first-european-medicines-agency-vaccines-europe-meeting
https://www.ema.europa.eu/documents/other/release-notes-production-release-version-1613-december-2022-veterinary-medicinal-products-regulation_en.pdf
https://www.ema.europa.eu/documents/other/recommended-due-dates-centrally-authorised-products-caps-non-caps-submission-annual-statement_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/accelerating-clinical-trials-eu-act-eu
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines
https://www.ema.europa.eu/en/news/facilitating-decentralised-clinical-trials-eu
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices/ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/shingrix
https://www.ema.europa.eu/en/committees/working-parties-domains/chmp/patients-consumers-working-party
https://www.ema.europa.eu/en/risk-management-requirements-elemental-impurities-veterinary-medicinal-products-including
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-key-facts
https://www.ema.europa.eu/documents/other/letter-support-model-based-clinical-trial-simulation-platform-ctsp-duchenne-muscular-dystrophy_en.pdf
https://www.ema.europa.eu/en/news/ema-management-board-highlights-december-2022-meeting
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-registration-rpis_en.pdf
https://www.ema.europa.eu/documents/other/recommended-due-dates-centrally-authorised-products-caps-non-caps-submission-annual-statement_en.pdf
https://www.ema.europa.eu/documents/work-programme/work-plan-cvmp-novel-therapies-technologies-working-party-ntwp-2023_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance/novel-methodologies-biomarkers/opinions-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/environmental-risk-assessment-ectoparasiticidal-veterinary-medicinal-products-used-cats-dogs
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Medicinal Products for Veterinary Use | Work programme: Work plan for the Committee for
Veterinary Medicinal Products (CVMP) Environmental Risk Assessment Working Party

ERAWP) 2023

Medicinal Products for Veterinary Use | Work programme: Work plan for the Committee for
Veterinary Medicinal Products (CVMP) Efficacy Working Party (EWP-V) 2023

Medicinal Products for Human Use | News and press releases: Meeting highlights from the
Committee for Medicinal Products for Human Use (CHMP) 12-15 December 2022

Medicinal Products for Human Use | News and press releases: First gene therapy to treat
haemophilia B

Medicinal Products for Veterinary Use | Work programme: Work plan for the Committee for
Veterinary Medicinal Products (CVMP) Scientific Advice Working Party (SAWP-V) for 2023

Medicinal Products for Veterinary Use | Work programme: Work plan for the Committee for
Veterinary Medicinal Products (CVMP) Antimicrobials Working Party (AWP) 2023

Medicinal Products for Veterinary Use | Work programme: CVMP work plan 2023 (updated)

Call for tenders to develop of a code of conduct on fair access of cancer survivors to
financial services

Call for proposals to support EU countries implement results of research on vaccination
against COVID-19

Call for tenders for a study on healthcare access for people with disabilities

Share your views! What do you think of the Health Policy Platform?

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

Updated agenda - Webinar: Thematic Network on Mental Health in All Policies "How to
ensure good mental health outcomes for vulnerable groups” (11 January, 11.00-12.30)

EU-UK relations: Commission extends arrangements for veterinary medicines to 2025

EU Guideline on orphan applications (for designation and transfer) - 2022/C 440/02

MDCG 2022-4 rev.l - Guidance on appropriate surveillance regarding MDR Art.120
transitional provisions - devices covered by MDD or AIMDD certificates - December 2022

Functional specifications for the European Database on Medical Devices (EUDAMED)
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https://www.ema.europa.eu/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-environmental-risk-assessment-working-party_en.pdf
https://www.ema.europa.eu/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-efficacy-working-party-ewp-v-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-12-15-december-2022
https://www.ema.europa.eu/en/news/first-gene-therapy-treat-haemophilia-b
https://www.ema.europa.eu/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-scientific-advice-working-party-sawp-v-2023_en.pdf
https://www.ema.europa.eu/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-antimicrobials-working-party-awp-2023_en.pdf
https://www.ema.europa.eu/documents/work-programme/cvmp-work-plan-2022_en.pdf
https://health.ec.europa.eu/latest-updates/call-tenders-develop-code-conduct-fair-access-cancer-survivors-financial-services-2022-12-21_en
https://health.ec.europa.eu/latest-updates/call-proposals-support-eu-countries-implement-results-research-vaccination-against-covid-19-2022-12-21_en
https://health.ec.europa.eu/latest-updates/call-tenders-study-healthcare-access-people-disabilities-2022-12-21_en
https://health.ec.europa.eu/latest-updates/share-your-views-what-do-you-think-health-policy-platform-2022-12-21_en
https://health.ec.europa.eu/latest-updates/flash-report-online-eu-us-conference-long-covid-13-december-2022-2022-12-21_en
https://health.ec.europa.eu/latest-updates/updated-agenda-webinar-thematic-network-mental-health-all-policies-how-ensure-good-mental-health-2022-12-20_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_7798
https://health.ec.europa.eu/latest-updates/eu-guideline-orphan-applications-designation-and-transfer-2022c-44002-2022-12-19_en
https://health.ec.europa.eu/latest-updates/mdcg-2022-4-rev1-guidance-appropriate-surveillance-regarding-mdr-art120-transitional-provisions-2022-12-16_en
https://health.ec.europa.eu/latest-updates/functional-specifications-european-database-medical-devices-eudamed-2022-12-16_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.



