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Decreto Legislativo Regional n.2 23/2022/A

Regiao Auténoma dos Acores - Assembleia Legislativa

Estabelece as regras e procedimentos relativos ao processo de descongelamento das
carreiras dos trabalhadores farmacéuticos oriundos da carreira de regime especial de
técnico superior de salde, ramos da farmacia hospitalar, andlises clinicas e genética
humana, entretanto integrados na carreira especial farmacéutica, a adotar pelos servigos e
organismos que integram o Servigo Regional de Saude da Regido Auténoma dos Agores

Decreto-Lei n.2 66-A/2022

Presidéncia do Conselho de Ministros

Determina a cessacao de vigéncia de decretos-leis publicados, no ambito da pandemia da
doenca COVID-19

[Nota: O presente decreto-lei: a) Considera revogados diversos decretos-leis aprovados
no ambito da pandemia da doenga COVID-19, determinando expressamente que os
mesmos ndo se encontram em vigor, em razao de caducidade, revogacao tacita anterior
ou revogacao pelo presente decreto-lei; b) Procede a sexta alteracdo ao Decreto-Lein.2
145/2009, de 17 de junho, na sua redacdo atual, que estabelece as regras a que devem
obedecer a investigacao, o fabrico, a comercializagdo, a entrada em servico, a vigilancia e a
publicidade dos dispositivos médicos e respetivos acessoérios e transpde para a ordem
juridica interna a Diretiva 2007/47/CE do Parlamento Europeu e do Conselho, de 5 de
setembro.]

Decisdo (UE) 2022/1664 do Conselho, de 20 de setembro de 2022, relativa a celebracao
em nome da Unido do Acordo-Quadro entrea Unido Europeia e os Estados-Membros, por
um lado, e a Austrélia, por outro

[Nota: Refere-se ao acordo publicado no JO L 237 de 1592017, p. 7. Cfr. artigos 19.2 e
54.29]
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https://dre.pt/dre/detalhe/decreto-legislativo-regional/23-2022-201959527
https://dre.pt/dre/detalhe/decreto-lei/66-a-2022-201773286
https://dre.pt/dre/detalhe/decreto-lei/145-2009-494558
https://dre.pt/application/external/eurolex?07L0047
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.255.01.0001.01.POR&toc=OJ:L:2022:255:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=OJ:L:2017:237:TOC
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Despacho n.2 11791/2022

Financas - Gabinete do Ministro

Concessao da garantia pessoal do Estado ao empréstimo, a contratar pela Regigo
Autdnoma da Madeira, junto do Banco de Desenvolvimento do Conselho da Europa, no
ambito da construcdo do novo hospital central da Madeira

Despacho n.2 11823/2022
Centro Hospitalar Barreiro Montijo, E. P. E.
Subdelegac&o de competéncias no diretor dos Servicos Financeiros

Despacho n.2 11824/2022
Centro Hospitalar Barreiro Montijo, E. P. E.
Subdelegac&o de competéncias na diretora do Servico de Aprovisionamento

Deliberacao (extrato) n2 1062/2022

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

Designacao da enfermeira especialista Maria Filomena Trincheiras Figueiredo para o
exercicio do cargo de vogal do conselho clinico e de sadde do Agrupamento de Centros de
Saude de Loures/Odivelas

Despacho n.2 11683/2022

Negécios Estrangeiros e Saude - Gabinetes do Secretario de Estado dos Negdcios
Estrangeiros e Cooperagao e da Secretaria de Estado da Saude

Autoriza a licenga sem remuneracao para o exercicio de fungdes na Organizacdo Mundial da
Saude a técnica superior de diagndstico e terapéutica Maria Carlota Celorico Moreira
Pacheco Vieira

Despacho n.2 11684/2022

Negdcios Estrangeiros e Saldde - Gabinetes do Secretario de Estado dos Negécios
Estrangeiros e Cooperacgao e da Secretaria de Estado da Saude

Autoriza a licenga sem remuneracao para o exercicio de funcdes no European Centre for
Disease Prevention and Control ao médico de satde publica Carlos Filipe Afonso de
Carvalho

Despacho n.2 11724/2022

Instituto Portugués de Oncologia de Lisboa Francisco Gentil, E. P. E.

Subdelegac&o de competéncias no diretor do Servigo de Gestao Financeira e Contabilidade,
Dr. Nuno Arez

Publicac&o 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 118/CD/100.20.200 de 07/10/2022 | Indisponibilidade de
medicamentos contendo propranolol

Circular Informativa 117/CD/100.20.200, de 04/10/2022 | Novas funcionalidades SMUH-
AIM e SMUH-ALTER e indisponibilidade dos sistemas

Circular Informativa 116/CD/550.20.001 de 30/09/2022 | Medicamentos contendo
Terlipressinal — novas recomendagdes no tratamento da sindrome hepatorrenal

Noticias

Publicacdo de dados de Farmacovigilancia
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https://dre.pt/dre/detalhe/despacho/11791-2022-201913330
https://dre.pt/dre/detalhe/despacho/11823-2022-201961820
https://dre.pt/dre/detalhe/despacho/11824-2022-201961821
https://dre.pt/dre/detalhe/deliberacao-extrato/1062-2022-201838767
https://dre.pt/dre/detalhe/despacho/11683-2022-201751359
https://dre.pt/dre/detalhe/despacho/11684-2022-201751360
https://dre.pt/dre/detalhe/despacho/11724-2022-201834444
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/5261813/Indisponibilidade+de+medicamentos+contendo+propranolol/17849e7a-5a7e-936d-4212-a1ab790b19e7
https://www.infarmed.pt/documents/15786/5261813/Novas+funcionalidades+SMUH-AIM+e+SMUH-ALTER+e+indisponibilidade+dos+sistemas+%28+atualiza%C3%A7%C3%A3o%29/29c66771-a487-afbe-be11-7b35bb995ccd
https://www.infarmed.pt/documents/15786/5261813/Medicamentos+contendo+Terlipressina%2C+novas+recomenda%C3%A7%C3%B5es+no+tratamento+da+s%C3%ADndrome+hepatorrenal/dc1b05f8-72d6-55ba-c15c-cfad790f8960?version=1.2
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/7504709
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DGS
Newsletter DGS n.2 190 de 2022-10-06

SPMS Lista de Entrada em Vigor 04.10.2022
Partners & Networks | Patients’ and Consumers’ Working Party (updated)
Human Regulatory | Opinions and letters of support on the gualification of novel
methodologies for medicine development (updated)
Contact Points | Regulatory and procedural guideline: Member states contact points for
translations review (updated)
Medicinal Products for Human Use | COVID-19 vaccines: studies for approval (updated)
Medicinal Products for Human Use | COVID-19 treatments: research and
development (updated)
Medicinal Products for Human Use | COVID-19 vaccines: research and
development (updated)
Safety of Medicinal Products | Meeting of the Executive Steering Group on Shortages and
Safety of Medicinal Products (MSSG) , Online, 09:00 - 11:15 Amsterdam time (CEST), from
14/09/2022 to 14/09/2022 (updated)

EMA

Clinical Trials | Scientific guideline: Reflection paper on the use of interactive response
technologies (interactive voice/web response systems) in clinical trials, with particular
emphasis on the handling of expiry dates (updated)

Darwin | DARWIN EU Advisory Board meeting: 6 July 2022, Online, from 06/07/2022 to
06/07/2022 (updated)

Darwin | DARWIN EU Advisory Board meeting: 8 September 2022 , Online, from
08/09/2022 to 08/09/2022

Human Regulatory | Regulatory and procedural guideline: Guidance on parallel EMA /
EUnetHTA 21 Joint Scientific Consultation (updated)

Template | Template or form: Parallel consultation: briefing document template (updated)

Template | Template or form: Template - Translations required with the submission of an
application for transfer of orphan medicinal product designation (updated)

Template | Template or form: Template - Translations required with the submission of an
application for orphan medicinal product designation (updated)
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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.ema.europa.eu/en/committees/working-parties-other-groups/chmp/patients-consumers-working-party
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/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-studies-approval
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-covid-19/covid-19-treatments-research-development
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-research-development
https://www.ema.europa.eu/en/glossary/medicinal-product
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-4
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-use-interactive-response-technologies-interactive-voice/web-response-systems-clinical-trials-particular-emphasis-handling-expiry-dates_en.pdf
https://www.ema.europa.eu/en/events/darwin-eu-advisory-board-meeting-6-july-2022
https://www.ema.europa.eu/en/events/darwin-eu-advisory-board-meeting-8-september-2022
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-parallel-ema/eunethta-21-joint-scientific-consultation_en.pdf
https://www.ema.europa.eu/documents/template-form/parallel-consultation-briefing-document-template_en.docx
https://www.ema.europa.eu/documents/template-form/template-translations-required-submission-application-transfer-orphan-medicinal-product-designation_en-0.doc
https://www.ema.europa.eu/documents/template-form/template-translations-required-submission-application-orphan-medicinal-product-designation_en.doc
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Clinical Trials | Scientific guideline: |ICH guideline E19 on a selective approach to safety data
collection in specific late-stage pre-approval or post-approval clinical trials - Step5

Events | European Medicines Agency (EMA) Patients’ and Consumers’ (PCWP) and
Healthcare Professionals' (HCPWP) Working Parties meeting with all eligible organisations,
Online, from 15/11/2022 to 15/11/2022 (updated)

Medicinal Products for Human Use | 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, 30

Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Nuvaxovid, SARS-CoV-2 recombinant spike protein, COVID-19 virus
infection, 20/12/2021, 4, Authorised (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, 22, Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): COVID-19 Vaccine (inactivated, adjuvanted) Valneva, SARS-CoV-2 virus
(inactivated) Wuhan strain hCoV-19 / Italy / INMI1-isl / 2020, COVID-19 virus infection,
24/06/2022, 3, Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment
EMA report (EPAR): Vaxzevria (previously COVID-19 Vaccine AstraZeneca), ChAdOx1-SARS-
COV-2, COVID-19 virus infection, 29/01/2021, 23, Authorised (updated)

Events | First European Medicines Agency - European Confederation of Pharmaceutical
Entrepreneurs (EUCOPE) bilateral meeting , Online, from 11/10/2022 to 11/10/2022

Corporate | News and press releases: Chair of the European Network of Paediatric
Research at EMA re-elected

Stakeholders | News and press releases: Call for expression of interest for civil society
representatives to participate in the work of EMA’s Paediatric Committee

Medicinal Products for Human Use | Supply shortage: Natpar (parathyroid hormone)
supply shortage (updated)

Partners & Networks | Healthcare Professionals' Working Party (updated)

Clinical Trials Information System | Other: FAQs: How to evaluate a CT application - CTIS
Training Programme - Module 06 (updated)

Corporate | Other: Nominations to the Network Portfolio Advisory Group (updated)

Events | Webinar on the draft Data Quality Framework for EU medicines regulation , Online,
15:00 - 16:00 Amsterdam time (CEST), from 18/10/2022 to 18/10/2022

Partners & Networks | European Medicines Agency (EMA) Patients’ and Consumers'
(PCWP) and Healthcare Professionals' (HCPWP) Working Parties joint meeting , European
Medicines Agency, Amsterdam, the Netherlands, from 22/09/2022 to

22/09/2022 (updated)
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https://www.ema.europa.eu/documents/scientific-guideline/ich-guideline-e19-selective-approach-safety-data-collection-specific-late-stage-pre-approval-post_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-8
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-inactivated-adjuvanted-valneva
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/events/first-european-medicines-agency-european-confederation-pharmaceutical-entrepreneurs-eucope-bilateral
https://www.ema.europa.eu/en/news/chair-european-network-paediatric-research-ema-re-elected
https://www.ema.europa.eu/en/news/call-expression-interest-civil-society-representatives-participate-work-emas-paediatric-committee
https://www.ema.europa.eu/documents/shortage/natpar-parathyroid-hormone-supply-shortage_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/healthcare-professionals-working-party
https://www.ema.europa.eu/documents/other/faqs-how-evaluate-ct-application-ctis-training-programme-module-06_en.pdf
https://www.ema.europa.eu/documents/other/nominations-network-portfolio-advisory-group_en.pdf
https://www.ema.europa.eu/en/events/webinar-draft-data-quality-framework-eu-medicines-regulation
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-7
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Shortages and Safety of Medicinal Products| Meeting of the Executive Steering Group
on Shortages and Safety of Medicinal Products (MSSG) , Online, 08:30 - 10:30
Amsterdam time (CEST), from 05/10/2022 to 05/10/2022 (updated)

Events | Pharmacovigilance Risk Assessment Committee (PRAC): 29 November-2
December 2021, European Medicines Agency, Amsterdam, the Netherlands, from
29/11/2021 to 02/12/2021 (updated)

Pharmacovigilance | PRAC: Agendas, minutes and highlights (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): COVID-19 Vaccine (inactivated, adjuvanted) Valneva, SARS-CoV-2 virus
(inactivated) Wuhan strain hCoV-19 / Italy / INMI1-isl / 2020, COVID-19 virus infection,
24/06/2022, 3, Authorised (updated)

Clinical Trials Information System | Clinical Trials Information System (CTIS) bitesize talk:
Notifications - Part 1, Online, 14:30 - 16:00 Amsterdam time (CEST), from 28/09/2022 to
28/09/2022 (updated)

Partners & Networks | Work programme: 2022-2025 Work plan for the Patients’ and

Consumers’ Working Party (PCWP) and the Healthcare Professionals’ Working Party
(HCPWP) (updated)

Partners & Networks | Mecting of the CTTI/FDA Patient Engagement Collaborative (PEC)
and EMA Patients and Consumers Working Party (PCWP) , Online, from 15/07/2022 to
15/07/2022 (updated)

IRIS | Regulatory and procedural guideline: RIS guide for parallel distribution
applicants (updated)

Committees | Methodology Working Party

Committees | 3Rs Working Party

Committees | Non-clinical Working Party

Pharmacovigilance | News and press releases: Regulatory information — adjusted fees for
pharmacovigilance applications from 3 October 2022

Pharmacovigilance | Other: Explanatory note on pharmacovigilance fees pavable to EMA
(as of 3 October 2022) (updated)

Medicinal Products for Human Use | News and press releases: New recommendations
for terlipressin-containing medicines in the treatment of hepatorenal syndrome

Pharmacovigilance | News and press releases: Meeting highlights from the
Pharmacovigilance Risk Assessment Committee (PRAC) 26-29 September 2022

Medicinal Products for Human Use | Other: Procedural advice for post-orphan medicinal
product designation activities: Guidance for sponsors (updated)
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https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-5
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-29-november-2-december-2021
https://www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-inactivated-adjuvanted-valneva
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-notifications-part-1
https://www.ema.europa.eu/documents/work-programme/2022-2025-work-plan-patients-consumers-working-party-pcwp-healthcare-professionals-working-party_en.pdf
https://www.ema.europa.eu/en/events/meeting-ctti-fda-patient-engagement-collaborative-pec-ema-patients-consumers-working-party-pcwp
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-parallel-distribution-applicants_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/methodology-working-party
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/3rs-working-party
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/non-clinical-working-party
https://www.ema.europa.eu/en/news/regulatory-information-adjusted-fees-pharmacovigilance-applications-3-october-2022
https://www.ema.europa.eu/documents/other/explanatory-note-pharmacovigilance-fees-payable-ema-3-october-2022_en.pdf
https://www.ema.europa.eu/en/news/new-recommendations-terlipressin-containing-medicines-treatment-hepatorenal-syndrome
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-26-29-september-2022
https://www.ema.europa.eu/documents/other/procedural-advice-post-orphan-medicinal-product-designation-activities-guidance-sponsors_en.pdf
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Flash report - Steering Group on Health Promotion, Disease Prevention and Management

of Non-Communicable Diseases

EU Health Policy Platform: Commission selects the 2022 Thematic Networks

17th update - Common list of COVID-19 antigen tests

European Health Union: HERA sets up a Dynamic Purchasing System for more effective
joint procurement of PPE to counter health threats

Civil Society representatives: Call for expressions of interest for the EMA PDCO Committee

Competition: Commission adopts a more flexible antitrust Informal Guidance Notice;
withdraws Antitrust COVID Temporary Framework
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https://health.ec.europa.eu/latest-updates/flash-report-steering-group-health-promotion-disease-prevention-and-management-non-communicable-2022-10-06_en
https://health.ec.europa.eu/latest-updates/eu-health-policy-platform-commission-selects-2022-thematic-networks-2022-10-06_en
https://health.ec.europa.eu/latest-updates/17th-update-common-list-covid-19-antigen-tests-2022-10-05_en
https://health.ec.europa.eu/latest-updates/european-health-union-hera-sets-dynamic-purchasing-system-more-effective-joint-procurement-ppe-2022-10-04_en
https://health.ec.europa.eu/latest-updates/civil-society-representatives-call-expressions-interest-ema-pdco-committee-2022-10-03_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_5887

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.



