‘Yd&VIEIRA DE ALMEIDA
A

20 a 2.4 de marc¢o de

I3S11Ld3dX3 VPA

2023




N
‘L}‘VIEIRADEALMEIDA VaA EXPERTISE

LEGISLAGCAO

NACIONAL

EUROPEIA

Resolucdo da Assembleia Legislativa da Regido Auténoma dos Acores n.2 8/2023/A

Regiao Auténoma dos Acores - Assembleia Legislativa
Recomenda ao Governo Regional dos Acores a cria¢&o da «condi¢cdo pds-COVID-19»

Decreto-Lei n.219/2023

Presidéncia do Conselho de Ministros
Cria a Delegac&o Regional do Algarve do Instituto Nacional de Emergéncia Médica, I. P.

Decisdao N.o 201/2022 do Comité Misto do EEE, de 8 de julho de 2022, que altera o anexo

| (Questdes veterindrias e fitossanitarias) do Acordo EEE [2023/618]

Decisao N.o 202/2022 do Comité Misto do EEE, de 8 de julho de 2022, que altera o anexo

| (Questdes veterindrias e fitossanitarias) do Acordo EEE [2023/619]

Decisdao N.o 203/2022 do Comité Misto do EEE, de 8 de julho de 2022, que altera o anexo

| (Questdes veterinarias e fitossanitarias) do Acordo EEE [2023/620]

Decisdao N.o 204/2022 do Comité Misto do EEE, de 8 de julho de 2022, que altera 0 anexo

| (Questdes veterinarias e fitossanitarias) e o anexo |l (Regulamentacédo técnica, normas,

ensaios e certificacdo) do Acordo EEE [2023/621]

Regulamento (UE) 2023/607 do Parlamento Europeu e do Conselho, de 15 de marco de

2023, que altera os Regulamentos (UE) 2017/745 e (UE) 2017/746 no que diz respeito as

disposicdes transitérias aplicaveis a determinados dispositivos médicos e dispositivos

médicos para diagndstico in vitro

20 a 24 de margo de 2023


https://dre.pt/dre/detalhe/resolucao-assembleia-legislativa-regiao-autonoma-acores/8-2023-210875027
https://dre.pt/dre/detalhe/decreto-lei/19-2023-210531716
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.085.01.0001.01.POR&toc=OJ:L:2023:085:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.085.01.0003.01.POR&toc=OJ:L:2023:085:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.085.01.0005.01.POR&toc=OJ:L:2023:085:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.085.01.0007.01.POR&toc=OJ:L:2023:085:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.080.01.0024.01.POR&toc=OJ:L:2023:080:TOC
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Despacho n.2 3719/2023

Financas e Saude - Gabinetes do Ministro da Saude e do Secretario de Estado do
Tesouro

Designa os membros para exercer fun¢des no conselho de administrac&o da SPMS -
Servicos Partilhados do Ministério da Saude, E. P. E,, no mandato 2023-2025

Despacho n.2 3727/2023

Saude - Direcao-Geral da Saude

Designacao em comissao de servico de um delegado de saude coordenador e varios
delegados de saude da Administracdo Regional de Saude de Lisboa e Vale do Tejo, I. P.
(ARSLVT)

Despacho n.2 3728/2023

Saude - Direcao-Geral da Saude

Nomeacao de varias autoridades de saude da Administracao Regional de Saude do Centro
I. P.{ARS Centro)

Despacho n.2 3584/2023

Saude - Gabinete do Ministro

Altera o Despacho n.2 13339/2022, de 11 de novembro, que determina a composicdo do
grupo de trabalho para atualizacdo da estratégia de acesso a tratamento com dispositivos
de perfusao subcutinea continua de insulina (PSCI), tendo em vista a utilizacdo equitativa
dos dispositivos de nova geragdo

Despacho n.2 3530/2023

Saude - Gabinete do Ministro

Autoriza os licenciados Julio Manuel Ramos Maia de Oliveira e Ana Isabel Vieira do Espirito
Santo, respetivamente presidente e diretora clinica do conselho de administracdo do
Instituto Portugués de Oncologia do Porto Francisco Gentil, E. P. E., a exercer atividade
médica, de natureza assistencial, no referido estabelecimento de satde

Despacho n.2 3531/2023

Saude - Instituto Nacional de Saude Doutor Ricardo Jorge, I. P.

Substituicdo de elementos na comissao paritaria do Instituto Nacional de Satude Doutor
Ricardo Jorge, I. P.

Publicacio para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autoriza¢do de introducgdao no mercado de medicamentos genéricos.

Noticias

Publicacdo do Regulamento (UE) 2023/607 que altera os Regulamentos (UE) 2017/745 e
(UE) 2017/746 no que diz respeito as disposicdes transitérias aplicaveis a determinados DM
e DIV

20 a 24 de margo de 2023


https://dre.pt/dre/detalhe/despacho/3719-2023-210543477
https://dre.pt/dre/detalhe/despacho/3727-2023-210543506
https://dre.pt/dre/detalhe/despacho/3728-2023-210543507
https://dre.pt/dre/detalhe/despacho/3584-2023-210519668
https://dre.pt/dre/detalhe/despacho/3530-2023-210468869
https://dre.pt/dre/detalhe/despacho/3531-2023-210488175
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8558790
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. Human Medicines
Contact details of national competent authorities for requests of translation exemptions
falling under Art. 63.3 of Directive 2001/83/EC and cases of shortages (updated)
Minutes: Minutes - Executive Steering Group on Shortages and Safety of Medicinal
Products (MSSG) (23 February 2023)
Referral: Janus kinase inhibitors (JAKI) , tofacitinib, abrocitinib, baricitinib, upadacitinib,
filgotinib, Article 20 procedures, European Commission final decision, 23/01/2023,
10/03/2023,22/03/2023 (updated)
Referral: Pholcodine-containing medicinal products, pholcodine, Article 107i procedures,
European Commission final decision, 14/12/2022, 06/03/2023, 22/03/2023 (updated)
Referral: Topiramate , topiramate, Article 31 referrals, Under evaluation,
20/03/2023 (updated)
o Veterinary Medicines
Referral procedures: veterinary medicines (updated)
Template or form: QRD Appendix | - Adverse event (PhV) MSs reporting details (updated)
o Humand and Veterinary Medicines
National registers of authorised medicines (updated)

EMA

. Human Regulatory

Report: 2022 Annual Report on EudraVigilance for the European Parliament, the Council
and the Commission

. Clinical Trials

Report: Key performance indicators (KPIs) to monitor the European clinical trials
environment (1-31 January 2023, edition 10) (updated)

Newsletter: CTIS newsflash — 17 March 2023

. Committees

Minutes: Minutes of the HMPC 23-25 January 2023 meeting

Agenda: Agenda of the CAT meeting 22-23 March 2023

Agenda: Agenda of the CVMP meeting 21-23 March 2023

News and press releases: Meeting highlights from the Pharmacovigilance Risk Assessment
Committee (PRAC) 13 - 16 March 2023

J Corporate

News and press releases: Advancing regulatory science in the EU - mid-point report
published

Report: 2022 European Medicines Agency annual report on Independence
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https://www.ema.europa.eu/documents/other/contact-details-national-competent-authorities-requests-translation-exemptions-falling-under-art-633/83/ec-cases-shortages_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-executive-steering-group-shortages-safety-medicinal-products-mssg-23-february-2023_en.pdf
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/medicines/human/referrals/topiramate
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/referral-procedures-veterinary-medicines
https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx
https://www.ema.europa.eu/en/medicines/national-registers-authorised-medicines
https://www.ema.europa.eu/documents/report/2022-annual-report-eudravigilance-european-parliament-council-commission_en.pdf
https://www.ema.europa.eu/documents/report/key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-31-january-2023_en.pdf
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-17-march-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-hmpc-23-25-january-2023-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-meeting-22-23-march-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-meeting-21-23-march-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-13-16-march-2023
https://www.ema.europa.eu/en/news/advancing-regulatory-science-eu-mid-point-report-published
https://www.ema.europa.eu/documents/report/2022-european-medicines-agency-annual-report-independence_en.pdf
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Outcome of written procedures finalised during the period from 6 December 2022 to 8
March 2023

News and press releases: EMA Management Board: highlights of March 2023 meeting

Membership list - HMA / EMA joint Big Data Steering Group (updated)

. Events

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

Cancer Medicines Forum: December 2022, Online, from 20/12/2022 to
20/12/2022 (updated)

Cancer Medicines Forum: kick-off meeting, Online, 08:30 - 12:30 Amsterdam time
(CEST), from 31/03/2022 to 31/03/2022 (updated)

Cancer Medicines Forum: June 2022, Online, from 28/06/2022 to
28/06/2022 (updated)

EIC / EMA Info Day: Regulatory support for the development of innovative medicines
and technologies , Online, 09:00 - 12:30 Amsterdam time (CET), from 31/01/2023 to
31/01/2023 (updated)

Enpr-EMA Coordinating Group meeting, Online, 15:00 - 16:30 Amsterdam time (CET),
from 15/02/2023 to 15/02/2023

Clinical Trials Information System (CTIS) bitesize talk: Document and personal data in
CTIS - February 2023, Online, 14:30 - 16:00 Amsterdam time (CET), from 23/02/2023
to 23/02/2023 (updated)

Clinical Trials Information System (CTIS): Walk-in clinic - December 2023, Online,
16:00 - 17:00 Amsterdam time (CET), from 13/12/2023 to 13/12/2023

Clinical Trials Information System (CTIS): Walk-in clinic - November 2023, Online,
16:00 - 17:00 Amsterdam time (CET), from 15/11/2023 to 15/11/2023

Clinical Trials Information System (CTIS): Walk-in clinic - October 2023, Online, 16:00 -
17:00 Amsterdam time (CEST), from 10/10/2023 to 10/10/2023

Clinical Trials Information System (CTIS): Walk-in clinic - September 2023, Online,
16:00 - 17:00 Amsterdam time (CEST), from 20/09/2023 to 20/09/2023

Clinical Trials Information System (CTIS): Walk-in clinic - August 2023, Online, 16:00 -
17:00 Amsterdam time (CEST), from 23/08/2023 to 23/08/2023

Clinical Trials Information System (CTIS): Walk-in clinic - July 2023, Online, 16:00 -
17:00 Amsterdam time (CEST), from 19/07/2023 to 19/07/2023

Clinical Trials Information System (CTIS): Walk-in clinic - June 2023, Online, 16:00 -
17:00 Amsterdam time (CEST), from 14/06/2023 to 14/06/2023

Clinical Trials Information System (CTIS): Walk-in clinic - May 2023, Online, 16:00 -
17:00 Amsterdam time (CEST), from 17/05/2023 to 17/05/2023

Clinical Trials Information System (CTIS): Walk-in clinic - April 2023, Online, 16:00 -
17:00 Amsterdam time (CEST), from 19/04/2023 to 19/04/2023

Product Management Service (PMS) Webinar on Data Migration, Online, 14:00 - 15:30
Amsterdam time (CEST), from 23/02/2023 to 23/02/2023 (updated)
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https://www.ema.europa.eu/documents/other/outcome-written-procedures-finalised-during-period-6-december-2022-8-march-2023_en.pdf
https://www.ema.europa.eu/en/news/ema-management-board-highlights-march-2023-meeting
https://www.ema.europa.eu/documents/other/membership-list-hma/ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/events/fourth-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/events/cancer-medicines-forum-december-2022
https://www.ema.europa.eu/en/events/cancer-medicines-forum-kick-meeting
https://www.ema.europa.eu/en/events/cancer-medicines-forum-june-2022
https://www.ema.europa.eu/en/events/eic-ema-info-day-regulatory-support-development-innovative-medicines-technologies
https://www.ema.europa.eu/en/events/enpr-ema-coordinating-group-meeting-1
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-document-personal-data-ctis-february-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-december-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-november-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-october-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-september-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-august-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-july-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-june-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-may-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-april-2023
https://www.ema.europa.eu/en/events/product-management-service-pms-webinar-data-migration
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Presentations and recording - 2nd Live Webinar of the Thematic Network DisQo: anti-
discrimination & health equity - The importance of equality data (23 March 2023)

Agenda - 2nd Live Webinar of the Thematic Network: Navigating Health Inegualities in the
EU through Artificial Intelligence (27 March, 16.00 - 17.00 CET, Brussels time)

Agenda - PHEG sub-group on vaccination (30 March 2023)

Flash report - Member State Coordination Group on HTA (HTACG) (20 March 2023)

SCHEER - Minutes of the 4th plenary meeting, Luxembourg, 9 March 2023

Recording and presentations - Webinar of the Network on HIV, TB, VH and STIs -
Eliminating Stigma, Discrimination and Criminalisation of Key Populations (17 March 2023)

Reqgulation (EU) 2023/607 of 15 March 2023 amending Regulations (EU) 2017/745 and (EU)
2017/746 as regards the transitional provisions
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https://health.ec.europa.eu/latest-updates/presentations-and-recording-2nd-live-webinar-thematic-network-disqo-anti-discrimination-health-2023-03-24_en
https://health.ec.europa.eu/latest-updates/agenda-2nd-live-webinar-thematic-network-navigating-health-inequalities-eu-through-artificial-2023-03-23_en
https://health.ec.europa.eu/latest-updates/agenda-pheg-sub-group-vaccination-30-march-2023-2023-03-22_en
https://health.ec.europa.eu/latest-updates/flash-report-member-state-coordination-group-hta-htacg-20-march-2023-2023-03-21_en
https://health.ec.europa.eu/latest-updates/scheer-minutes-4th-plenary-meeting-luxembourg-9-march-2023-2023-03-20_en
https://health.ec.europa.eu/latest-updates/recording-and-presentations-webinar-network-hiv-tb-vh-and-stis-eliminating-stigma-discrimination-and-2023-03-20_en
https://health.ec.europa.eu/medical-devices-sector/new-regulations_en#extension-of-the-transition-periods-provided-for-in-the-regulations

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.



