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Decreto Legislativo Regional n.2 21/2023/A

Regiao Auténoma dos Acores - Assembleia Legislativa

Organizagao do trabalho suplementar nos servigos de urgéncia, unidades basicas de
urgéncia, servicos de atendimento permanente e servicos de atendimento urgente,
unidades de cuidados intensivos e unidades de cuidados intermédios e coronarios do
Servi¢o Regional de Salde

Decreto Ledislativo Regional n.2 22/2023/A

Regiao Auténoma dos Acores - Assembleia Legislativa

Define as regras de contagem do tempo de servico dos trabalhadores das carreiras de
enfermagem para efeitos de progressao na respetiva carreira e de transicao para a
categoria de enfermeiro especialista

Resolucao do Conselho de Ministros n.2 60/2023

Presidéncia do Conselho de Ministros

Autoriza a realizacao da despesa pelas administra¢des regionais de salde com a aquisi¢ao
de vacinas contra a gripe sazonal

Portaria n.2 160/2023

Saude

Estabelece a lista de medicamentos manipulados comparticipados a que se refereon2 5
do artigo 22.2 do Decreto-Lei n2 97/2015, de 1 de junho, na sua redacao atual
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https://diariodarepublica.pt/dr/detalhe/decreto-legislativo-regional/21-2023-214402044
https://diariodarepublica.pt/dr/detalhe/decreto-legislativo-regional/22-2023-214402045
https://diariodarepublica.pt/dr/detalhe/resolucao-conselho-ministros/60-2023-214278017
https://diariodarepublica.pt/dr/detalhe/portaria/160-2023-214252944
https://diariodarepublica.pt/dr/detalhe/decreto-lei/97-2015-67356991
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Despacho n.2 6439/2023

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

Designa, para o mandato 2023-2025, os membros comuns ao conselho fiscal do Hospital
de Vila Franca de Xira, E. P. E,, e do Hospital de Loures, E. P. E.

Despacho n.2 6440/2023

Saude - Gabinete do Ministro

Determina a criagdo de um programa integrado de tratamento das pessoas com diabetes
mellitus tipo 1, através da colocacao de Sistemas de Administracao Automatica de Insulina
(SAAI) a todas as gue tenham indicacao e motivac¢&o para tal, com desenvolvimento
progressivo nos anos de 2023 a 2026

Declaracéo de Retificagdo n.2 430/2023

Saude - Secretaria-Geral

Retifica o Despacho n.2 5104-E/2023, publicado no Diario da Republica, 2.2 série, 3.2
suplemento, n.2 84, de 2 de maio de 2023

[Nota: O Despacho n.2 5104-E/2023 procede a identificacdo dos estabelecimentos e
servicos de salde que se situam em zonas qualificadas como carenciadas.]

Publicacao 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.

Circulares e Deliberacdes

Circular Informativa 057/CD/100.20.200 de 14/06/2023 | Vacina contra a encefalite
japonesa

Circular Informativa 055/CD/100.20.200 de 07/06/2023 | Sistema de Precos de
Referéncia — 3.2 trimestre de 2023

Deliberacdo 40/CD/2023 de 06/06/2023 | Sistera de Precos de Referéncia - 3.2
trimestre de 2023

Noticias

Infarmed 30 anos: entrevista com Maria do Céu Machado

Conferéncia Infarmed: Utilizacdo de Dados em Saude | Inscricdes brevemente

Infarmed 30 anos: Forum Reguladores | Inscricdes abertas

Farmacovigilancia: Envolver o cidad&o | 30 de maio, Porto | Apresentacdes disponiveis

Normas e Circulares Normativas

Circular Normativa Conjunta N.211/2023/ACSS/DGS - Registo e atribuicao de Numero de
Utente ao Recém-Nascido no Registo Nacional de Utentes - Condi¢des Extraordinarias

Newsletter

Newsletter DGS n.2 221 de 2023-06-14
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https://diariodarepublica.pt/dr/detalhe/despacho/6439-2023-214255224
https://diariodarepublica.pt/dr/detalhe/despacho/6440-2023-214255230
https://diariodarepublica.pt/dr/detalhe/declaracao-retificacao/430-2023-214255232
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/Vacina+contra+a+encefalite+japonesa/4e4bcbd7-73b1-b9fe-35ba-86bf4b9eff16
https://www.infarmed.pt/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+Trimestre+de+2023+%28julho%29/416c63ce-0e84-08ab-3dee-ba48d05885f6
https://www.infarmed.pt/documents/15786/8073753/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+Trimestre+de+2023+%28julho%29/15629b8c-f8a3-6ec5-ee22-8b413c00e548
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8848109
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8844725
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8760546
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8575140
https://www.dgs.pt/ficheiros-de-upload-2013/circular-normativa-conjunta-n112023acssdgs-pdf.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
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. Human Medicines

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 (updated)

Direct healthcare professional communication (DHPC): Gavreto (pralsetinib): Increased risk
for tuberculosis and measures to minimise this risk, Active substance: pralsetinib, DHPC
type: Adverse event, Post-authorisation measure, Last updated: 16/06/2023

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, 29, Authorised (updated)

Report: Applications for new human medicines under evaluation by the CHMP: June 2023

. Human Regulatory

Procedures for monograph and list entry establishment (updated)

Herbal - Call for data: Call for scientific data for the use in HMPC assessment work on
Maydis stigma

European Medicines Agency practical guidance on the application form for centralised type
IA and |B variations (updated)

Paediatric investigation plans: Templates, forms and submission dates (updated)

Regulatory and procedural guideline: Guidance on paediatric submissions (updated)

. Clinical Trials

Clinical Trials Information System: training and support (updated)

. Committees

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

Use of herbal medicinal products containing estragole - Scientific guideline (updated)

News and press releases: Meeting highlights from the Pharmacovigilance Risk Assessment
Committee (PRAC) 5 - 8 June 2023

Agenda: Agenda of the COMP meeting 13-15 June 2023

Minutes: Minutes of the COMP meeting 18-20 April 2023

. Corporate

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

Outcome of written procedure finalised during the period from 9 March to 2 June 2023

Management Board meeting dates 2024-2025

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

Minutes: Minutes of the 119th meeting of the Management Board: 16 March 2023
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https://www.ema.europa.eu/en/medicines/human/EPAR/bimervax
https://www.ema.europa.eu/en/medicines/dhpc/gavreto-pralsetinib-increased-risk-tuberculosis-measures-minimise-risk
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-vaccine-janssen
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-june-2023_en.xlsx
https://www.ema.europa.eu/en/human-regulatory/herbal-products/procedures-monograph-list-entry-establishment
https://www.ema.europa.eu/documents/herbal-call-data/call-scientific-data-use-hmpc-assessment-work-maydis-stigma_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-practical-guidance-application-form-centralised-type-ia-ib-variations_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/paediatric-medicines/paediatric-investigation-plans/paediatric-investigation-plans-templates-forms-submission-dates
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-paediatric-submissions_.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-22-23-march-2023_en.pdf
https://www.ema.europa.eu/en/use-herbal-medicinal-products-containing-estragole-scientific-guideline
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-5-8-june-2023
https://www.ema.europa.eu/documents/agenda/agenda-comp-meeting-13-15-june-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-18-20-april-2023_en.pdf
https://www.ema.europa.eu/documents/other/mandate-hma/ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/documents/other/outcome-written-procedure-finalised-during-period-09-march-02-june-2023_en.pdf
https://www.ema.europa.eu/documents/other/management-board-meeting-dates-2024-2025_en.pdf
https://www.ema.europa.eu/en/news/ema-management-board-highlights-june-2023-meeting
https://www.ema.europa.eu/documents/minutes/minutes-119th-meeting-management-board-16-march-2023_en.pdf
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. Partners and networks

Patients’ and Consumers' Working Party (updated)

. Events

Meeting of the Executive Steering Group on Shortages of Medical Devices (MDSSQG),
Online, 15:30 - 16:30 Amsterdam time (CEST), from 19/06/2023 to 19/06/2023

Clinical Trials Information System (CTIS): Information day, Online, 13:30- 17:30
Amsterdam time (CET), from 17/10/2023 to 17/10/2023

EudraVigilance and Signal Management information day , European Medicines Agency,
Amsterdam, the Netherlands, 09:30-17:00 CET, from 21/11/2023 to 21/11/2023

Tenth meeting the industry stakeholder platform on the operation of the centralised
procedure for human medicines, Online, 09:30 - 13:30 Amsterdam time (CEST), from
27/06/2023 to 27/06/2023 (updated)

Human variations electronic Application Form (eAF) & Product Management Service
(PMS) QR&A clinics - Session 2, Online, 15:00 - 15:30 Amsterdam time (CET), from
22/06/2023 to 22/06/2023 (updated)

Agenda: Agenda - ACT EU multi-stakeholder platform kick off workshop (updated)
Scientific publications (updated)

Commission publishes Expert Group report on health promotion and disease prevention
indicators

European Health Union: a new comprehensive approach to mental health

Factsheet - A new EU approach to mental health

Data on cross-border patient healthcare following Directive 2011/24/EU for reference year
2021

Digital Health: Commission and WHO launch landmark digital health initiative to strengthen
global health security
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https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/patients-consumers-working-party
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-medical-devices-mdssg
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-information-day
https://www.ema.europa.eu/en/events/eudravigilance-signal-management-information-day-0
https://www.ema.europa.eu/en/events/tenth-meeting-industry-stakeholder-platform-operation-centralised-procedure-human-medicines
https://www.ema.europa.eu/en/events/human-variations-electronic-application-form-eaf-product-management-service-pms-qa-clinics-session-2
https://www.ema.europa.eu/documents/agenda/agenda-act-eu-multi-stakeholder-platform-kick-workshop_en.pdf
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://ec.europa.eu/newsroom/sante/newsletter-archives/46051
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_3050
https://health.ec.europa.eu/latest-updates/factsheet-new-eu-approach-mental-health-2023-06-07_en
https://health.ec.europa.eu/latest-updates/data-cross-border-patient-healthcare-following-directive-201124eu-reference-year-2021-2023-06-06_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_3043
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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.



