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NACIONAL

EUROPEIA

Decreto-Lei n2120/2023
Presidéncia do Conselho de Ministros
Aprova a carreira especial de técnico auxiliar de saude

Lein278/2023
Assembleia da Republica
Alteracdo ao Estatuto da Ordem dos Nutricionistas

Leing77/2023
Assembleia da Republica
Alteracdo ao Estatuto da Ordem dos Médicos Veterinarios

Lein276/2023
Assembleia da Republica
Alteracdo ao Estatuto da Ordem dos Bidlogos

Leing74/2023
Assembleia da Republica
Alteracdo ao Estatuto da Ordem dos Farmacéuticos

Decreto-Lei n.2 118/2023
Presidéncia do Conselho de Ministros

VdA EXPERTISE

Aprova o regime juridico dos centros de responsabilidade integrados em hospitais do

Servigo Nacional de Saude

Resolucdo do Parlamento Europeu, de 1 de junho de 2023, sobre a acdo da UE para

combater a resisténcia antimicrobiana (2023/2703(RSP))
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https://diariodarepublica.pt/dr/detalhe/decreto-lei/120-2023-812826242
https://diariodarepublica.pt/dr/detalhe/lei/78-2023-808125335
https://diariodarepublica.pt/dr/detalhe/lei/77-2023-808125334
https://diariodarepublica.pt/dr/detalhe/lei/76-2023-378285212
https://diariodarepublica.pt/dr/detalhe/lei/74-2023-378285210
https://diariodarepublica.pt/dr/detalhe/decreto-lei/118-2023-808125339
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202301227
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REGULACAO

NACIONAL

INFARMED

Despacho n.2 13138/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Altera os n.os 2, 3, 5 e 11 do Despacho n.2 12310/2021, publicado no Diario da Republica,
2.2 série, n.2 243, de 17 de dezembro de 2021, que determinou a implementacao do
programa de gestao do sangue do doente (PBM) nos estabelecimentos hospitalares do
SNS

Regulamento n.2 1351/2023
Ordem dos Farmacéuticos
Aprova o Regulamento para Atribuicao da Competéncia Farmacéutica em Oncologia

Despacho n.2 13063/2023
Saude - Direcao-Geral da Saude
Aprova o modelo de atestado médico de incapacidade multitiso (AMIM)

Despacho n.2 12998-A/2023

Financas, Educagao, Trabalho, Solidariedade e Seguranca Social e Saude - Gabinetes
dos Ministros das Finangas e da Educagao, da Ministra do Trabalho, Solidariedade e
Seguranca Social e do Ministro da Saude

Verbas atribuidas ao Sistema de Atribui¢do de Produtos de Apoio para o ano de 2023

Despacho n.2 13056/2023
Saude - Gabinete da Secretaria de Estado da Promoc¢ao da Saude
Constitui a Comissao para a Promog¢ao do Aleitamento Materno

Despacho n.2 13057/2023

Saude - Gabinete da Secretaria de Estado da Promoc¢ao da Saude

Cria o grupo de trabalho para a elabora¢do de uma proposta de refor¢o e otimizacao do
modelo da salde na promog¢ao dos direitos e prote¢ao das criangas e jovens, bem como
no acompanhamento de gravidas em situagdo de risco, e rentabilizacdo dos meios postos
a disposicdo pela satde nas comissdes de prote¢ao de criangas e jovens

Despacho n.2 12986/2023

Saude - Gabinete do Secretario de Estado da Saude

Define a estratégia de utilizac&do, no Servico Nacional de Saude (SNS), dos instrumentos de
estratificacdo pelo risco clinico da populacdo portuguesa

Despacho n.2 12987/2023
Saude - Gabinete da Secretaria de Estado da Promocao da Saude
Designa o presidente do Conselho Nacional de Saide Mental

Regulamento n.2 1333/2023
Municipio de Oeiras
Aprova o Regulamento do Servico «Médico em Casa» do Municipio de Oeiras

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

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
medicamentos genéricos aprovados por procedimento centralizado

Publicado relatério intercalar da Estratégia da Rede Europeia de Agéncias de
Medicamentos 2020-2025

Nova versao do Documento Enquadrador do Projeto Incluir em consulta publica

Infarmed Newsletter
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https://diariodarepublica.pt/dr/detalhe/despacho/13138-2023-823878599
https://diariodarepublica.pt/dr/detalhe/regulamento/1351-2023-823878620
https://diariodarepublica.pt/dr/detalhe/despacho/13063-2023-808130305
https://diariodarepublica.pt/dr/detalhe/despacho/12998-a-2023-808130629
https://diariodarepublica.pt/dr/detalhe/despacho/13056-2023-808130290
https://diariodarepublica.pt/dr/detalhe/despacho/13057-2023-808130291
https://diariodarepublica.pt/dr/detalhe/despacho/12986-2023-797150493
https://diariodarepublica.pt/dr/detalhe/despacho/12987-2023-797150494
https://diariodarepublica.pt/dr/detalhe/regulamento/1333-2023-797150549
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/2129725/Lista+Gen%C3%A9ricos+centralizdos+Artigo+15-A+07072021/6d70d658-b23b-ac19-2523-fecf5079a35a
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9649903
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9648513
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9645737
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REGULAGCAO

DGS

SPMS

HMA

EMA

Norma n.2 008/2023, de 19/12/2023 - Medicamentos de Alta Vigilancia

Norma n.2 006/2023 de 26/09/2023, atualizada a 21/12/2023 - Campanha de Vacinacdo
Sazonal contra a Gripe: outono-inverno 2023-2024

Relatério N.2 11 da Vacinacido Sazonal 2023/2024

Relatério n.2 53 da Resposta Sazonal em Salde - Vigildncia e Monitorizacdo

Lista de Entrada em Vigor Saude 21.12.2023

CMDh

UPDATE - Chapter 6 - CMDh BPG for the processing of grouped applications in the
Mutual Recognition Procedure

UPDATE - Chapter 7 - CMDh BPG on Variation Worksharing

UPDATE - Q&A - List for the submission of variations for human medicinal products
according to Commission Reqgulation (EC) 1234/2008

UPDATE - SmAR on Ramipril/bisoprolol

NEW - SmAR on Yimmugo

NEW - Report from the meeting held on 12-14 December 2023

NEW - 7-8 November 2023 CMDh minutes

CMDv

Multi—annual Workplan 2021-2025

Reports for release 2023

) Human Medicines

List of European Union reference dates and frequency of submission of periodic safety
update reports (PSURs)

Q & A on implementation of Ph.Eur. Medicinal Product Monographs

. Human Regulatory

Development and manufacture of human medicinal products specifically designed for
phage therapy - Scientific guideline

Follow-up reply to Members of the European Parliament regarding mRNA COVID-19
vaccines

EudraVigilance training and support
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https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0082023-de-19122023-medicamentos-de-alta-vigilancia-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0062023-de-26092023-atualizada-a-21122023-campanha-de-vacinacao-sazonal-contra-a-gripe-outono-inverno-2023-2024-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-11-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/em-destaque/relatorio-n-53-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_296_2013_Rev.26_2023_12_clean_-_BPG_for_Variations_-_Chapter_6.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_297_2013_Rev.33_2023_12_clean_-_BPG_for_Variations_-_Chapter_7.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev.61_2023_12_clean_-_QA_on_Variations.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/Outcome_of_informal_PSUR_WS_procedures/Ramipril_bisoprolol_PSUR_SAR_2023_12.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/Outcome_of_informal_PSUR_WS_procedures/Yimmugo_PSUR_SAR_2023_12.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2023/CMDh_press_release_-_December_2023.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2023_11_CMDh_minutes.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/About_CMDv/Planning_and_reporting/Workplans/CMDv_MAWP_to_2025_revision_2023.pdf
https://www.hma.eu/veterinary-medicines/cmdv/about-cmdv/planning-reporting/reports-for-release.html#c7233
https://www.ema.europa.eu/en/documents/other/list-european-union-reference-dates-and-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx
https://www.ema.europa.eu/en/documents/other/q-implementation-pheur-medicinal-product-monographs_en.pdf
https://www.ema.europa.eu/en/development-and-manufacture-human-medicinal-products-specifically-designed-phage-therapy-scientific-guideline
https://www.ema.europa.eu/en/documents/other/follow-reply-members-european-parliament-regarding-mrna-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/pharmacovigilance-research-and-development/eudravigilance/eudravigilance-training-and-support

N
‘(}‘VIEIRADEALMEIDA ViA EXPERTISE

EMA

Article 57 product data

Opinions and letters of support on the gualification of novel methodologies for
medicine development

Paediatric investigation plans: submitting documents

Questions and answers on implementation of the medical devices and in vitro
diagnostic medical devices Regulations ((EU) 2017/745 and (EU) 2017/746)

Reflection papers on reqgulatory requirements for the development of medicinal
products for chronic non-infectious liver diseases (PBC, PSC, NASH) - Scientific

guideline

PRIME: priority medicines

ICH E6 (R2) Good clinical practice - Scientific guideline

Notification of discontinuation of an agreed PIP decision

Regulatory reguirements for the development of medicinal products for Acute Kidney
Injury (AKI) - Scientific guideline

European Medicines Agency pre-authorisation procedural advice for users of the
centralised procedure

European Medicines Agency post-authorisation procedural advice for users of the
centralised procedure

Annex to Letter of Intent (pre-submission request form)

Assessment of SmPC section 5.1: A Guide for Assessors of Centralised Applications -
Scientific guideline

Risk management plans (RMP) in post-authorisation phase: questions and answers

Type-IA variations: guestions and answers

Pre-authorisation guidance

Guideline on the acceptability of names for human medicinal products processed
through the centralised procedure - Scientific guideline

Scientific advice and protocol assistance adopted during the CHMP meeting 11-14
December 2023

. Veterinary Regulatory

Draft guideline on the evaluation of the benefit-risk balance of veterinary medicinal
products

List of acronyms and abbreviations used in CVMP agenda and minutes

Calculation of dose factor to be submitted to the Union Product Database (UPD) -
Scientific guideline

Pharmacovigilance-related regulatory recommendations for centrally authorised
veterinary medicinal products during 2023

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

Pre-authorisation guidance under the Veterinary Medicinal Products Regulation
(Regulation (EU) 2019/6)
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https://www.ema.europa.eu/en/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-and-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/paediatric-medicines-research-and-development/paediatric-investigation-plans/paediatric-investigation-plans-submitting-documents
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-and-answers-implementation-medical-devices-and-vitro-diagnostic-medical-devices-regulations-eu-2017-745-and-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/reflection-papers-regulatory-requirements-development-medicinal-products-chronic-non-infectious-liver-diseases-pbc-psc-nash-scientific-guideline
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/prime-priority-medicines
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice-scientific-guideline
https://www.ema.europa.eu/en/documents/template-form/notification-discontinuation-agreed-pip-decision_en.doc
https://www.ema.europa.eu/en/regulatory-requirements-development-medicinal-products-acute-kidney-injury-aki-scientific-guideline
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/template-form/annex-letter-intent-pre-submission-request-form_en.pdf
https://www.ema.europa.eu/en/assessment-smpc-section-51-guide-assessors-centralised-applications-scientific-guideline
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/risk-management-plans-rmp-post-authorisation-phase-questions-and-answers
https://www.ema.europa.eu/en/type-ia-variations-questions-and-answers
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/guideline-acceptability-names-human-medicinal-products-processed-through-centralised-procedure-scientific-guideline
https://www.ema.europa.eu/en/documents/other/scientific-advice-and-protocol-assistance-adopted-during-chmp-meeting-11-14-december-2023_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-evaluation-benefit-risk-balance-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/list-acronyms-and-abbreviations-used-cvmp-agenda-and-minutes_en.pdf
https://www.ema.europa.eu/en/calculation-dose-factor-be-submitted-union-product-database-upd-scientific-guideline
https://www.ema.europa.eu/en/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal-products-during-2023_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-and-answers-describing-adverse-events-product-information-summary-product-characteristics-spc-and-package-leaflet-pl_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/veterinary-pre-authorisation-guidance/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
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. Committees

Vaccine Working Party (VWP) work plan 2022-2024

CHMP work plan 2024

CHMP PROM minutes for the meeting on 30 October 2023

Meeting highlights from the Committee for Medicinal Products for Human Use
(CHMP) 11-14 December 2023

. Corporate

Consolidated 3-year work plan for the Emergency Task Force (ETF)

Big data

Multi-annual artificial intelligence workplan 2023-2028 - HMA / EMA joint Big Data
Steering Group

EMANS to 2025 - Mid-point report to Q2-2023

. Partners & networks

Overview of comments received on ICH reflection paper on proposed international
EMA harmonisation of real-world evidence terminology and convergence of general
principles regarding planning and reporting of studies using real-world data

. Events

Meeting of the Executive Steering Group on Shortages and Safety of Medicinal
Products (MSSG) [Updated with minutes]

Second biannual Big Data Steering Group and industry stakeholders meeting
[Updated with summary report]

Seventh Industry Standing Group (ISG) meeting [Updated with highlights]

18th industry stakeholder platform - operation of European Union (EU)
pharmacovigilance [Updated with presentations]

Enpr-EMA Coordinating Group and networks meeting [Updated with presentations]

18th industry stakeholder platform - operation of European Union (EU)
pharmacovigilance [Updated with presentations]

Stakeholder workshop on support to quality development in early access approaches,
such as PRIME and Breakthrough Therapies [Updated with Q&A]

ACT EU PAO8 multi-stakeholder methodology workshop [Updated with
presentations]

MDCG 2023-6 - Guidance on demonstration of equivalence for Annex XVI| products - A
gquide for manufacturers and notified bodies - December 2023

MDCG 2023-5 - Guidance on demonstration of equivalence for Annex XVI products - A
guide for manufacturers and notified bodies - December 2023

Update - MDCG 2021-6 - Rev.l - Requlation (EU) 2017/745 — Questions & Answers
regarding clinical investigation - December 2023

Commission report - Final evaluation of the third Health Programme 2014-2020

Study on the coherence, complementarity, and continued relevance of actions i the
Council Recommendation on strengthened cooperation against vaccine-preventable
diseases

18 a 22 de dezembro de 2023

SCCS = Preliminaryv Opinion open for comments on Benzophenone - 4 (Deadlinelfor


https://www.ema.europa.eu/en/documents/other/vaccine-working-party-vwp-work-plan-2022-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/chmp-work-plan-2024_en.pdf
https://www.ema.europa.eu/en/documents/minutes/chmp-prom-minutes-meeting-30-october-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-11-14-december-2023-0
https://www.ema.europa.eu/en/documents/work-programme/consolidated-3-year-work-plan-emergency-task-force-etf_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/en/documents/work-programme/multi-annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/report/european-medicines-agencies-network-strategy-2025-mid-point-report-q2-2023_en.pdf
https://www.ema.europa.eu/en/documents/comments/overview-comments-received-ich-reflection-paper-proposed-international-harmonisation-real-world-evidence-terminology-and-convergence-general-principles-regarding-planning-and-reporting-studies-using_en.pdf
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-and-safety-medicinal-products-mssg-16
https://www.ema.europa.eu/en/events/second-biannual-big-data-steering-group-and-industry-stakeholders-meeting
https://www.ema.europa.eu/en/events/seventh-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/events/18th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/enpr-ema-coordinating-group-and-networks-meeting-1
https://www.ema.europa.eu/en/events/18th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/stakeholder-workshop-support-quality-development-early-access-approaches-such-prime-and-breakthrough-therapies
https://www.ema.europa.eu/en/events/act-eu-pa08-multi-stakeholder-methodology-workshop
https://health.ec.europa.eu/latest-updates/mdcg-2023-6-guidance-demonstration-equivalence-annex-xvi-products-guide-manufacturers-and-notified-2023-12-14_en
https://health.ec.europa.eu/latest-updates/mdcg-2023-5-guidance-demonstration-equivalence-annex-xvi-products-guide-manufacturers-and-notified-2023-12-14_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-6-rev1-regulation-eu-2017745-questions-answers-regarding-clinical-investigation-2023-12-12_en
https://health.ec.europa.eu/publications/commission-report-final-evaluation-third-health-programme-2014-2020_en
https://health.ec.europa.eu/publications/study-coherence-complementarity-and-continued-relevance-actions-council-recommendation-strengthened_en
https://health.ec.europa.eu/latest-updates/sccs-preliminary-opinion-open-comments-benzophenone-4-deadline-comments-16-february-2024-2023-12-15_en
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SCCS Notes of guidance for the testing of cosmetic ingredients and their safety evaluation
- 12th revision: Corrigendum adopted on 21 December 2023

HERA 2024 Work Plan

Updated version - Information on the applications for designation as a notified body

short overview)

MDCG 2023-7 - Guidance on exemptions from the requirements to perform clinical
investigations pursuant to Article 61(4)-(6) MDR - December 2023

Medicines for children 2022 annual report

COMISSAO EUROPEIA
Minutes - PHEG sub-group on the EU NCD Initiative (18 October 2023)

Minutes - PHEG sub-group on mental health (28 September 2023)

Update - MDCG 2019-7 - Rev.1 - Guidance on article 15 of the medical device regulation
(MDR) and in vitro diagnostic device regulation (IVDR) on a PRRC - December 2023

Update - MDCG 2021-27 - Rev.l - Questions and Answers on Articles 13 & 14 of
Regulation (EU) 2017/745 and Regulation (EU) 2017/746 - December 2023

Final report - Study on assessing the EU Health Policy Platform
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https://health.ec.europa.eu/latest-updates/sccs-notes-guidance-testing-cosmetic-ingredients-and-their-safety-evaluation-12th-revision-2023-12-22_en
https://health.ec.europa.eu/publications/hera-2024-work-plan_en
https://health.ec.europa.eu/latest-updates/updated-version-information-applications-designation-notified-body-short-overview-2023-12-21_en
https://health.ec.europa.eu/latest-updates/mdcg-2023-7-guidance-exemptions-requirements-perform-clinical-investigations-pursuant-article-614-6-2023-12-21_en
https://health.ec.europa.eu/latest-updates/medicines-children-2022-annual-report-2023-12-20_en
https://health.ec.europa.eu/latest-updates/minutes-pheg-sub-group-eu-ncd-initiative-18-october-2023-2023-12-20_en
https://health.ec.europa.eu/latest-updates/minutes-pheg-sub-group-mental-health-28-september-2023-2023-12-20_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2019-7-rev1-guidance-article-15-medical-device-regulation-mdr-and-vitro-diagnostic-2023-12-19_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-27-rev1-questions-and-answers-articles-13-14-regulation-eu-2017745-and-regulation-2023-12-19_en
https://health.ec.europa.eu/latest-updates/final-report-study-assessing-eu-health-policy-platform-2023-12-18_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 cépia ou circulagdo. A informagdo proporcionada e as opiniGes
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



