‘Yd&VIEIRA DE ALMEIDA
A

17 a 21 de outubro de 2

I3S11Ld3dX3 VPA

022




\q\\/IEIRADEALMEIDA ViA EXPERTISE

LEGISLACAO

NACIONAL

Deliberacdo n.2 1124/2022

Saude - Administragao Regional de Saude do Norte, I. P.

Delegacao de competéncias do conselho diretivo no diretor executivo do Agrupamento
de Centros de Saude Entre Douro e Vouga Il - Aveiro Norte

Deliberacdo n.2 1125/2022

Saude - Administragao Regional de Saude do Norte, I. P.

Delegacao de competéncias do conselho diretivo no diretor executivo do Agrupamento
de Centros de Saude Grande Porto VIII - Espinho/Gaia

Despacho n.2 12373/2022
Universidade de Lisboa - Faculdade de Farmacia
Nomeagao da diretora executiva da Faculdade de Farmacia da Universidade de Lisboa

Deliberacao (extrato) n.2 1115/2022

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

Designacao da Dr.2 Lourdes Ledn Montero para o cargo de vogal do conselho clinico e de
sauide do Agrupamento de Centros de Saude Médio Tejo

Deliberacao (extrato) n.2 1116/2022

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

Designacao do Dr. Rodrigo Hugo Farinha Henriques Marques para coordenador da Equipa
Regional dos Programas de Rastreio da Administracdo Regional de Salde de Lisboa e
Vale do Tejo, I. P.

Deliberacao (extrato) n.2 1117/2022

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

Designacao da assistente graduada de medicina geral e familiar Anabela Domingues Pires
Ribeiro Martins para o cargo de presidente do conselho clinico e de salde do
Agrupamento de Centros de Salde Almada Seixal

Deliberacao (extrato) n.2 1118/2022

Saude - Administracao Regional de Salde de Lisboa e Vale do Tejo, I. P.
Designacao dos titulares dos cargos de vogais do conselho clinico e de satide do
Agrupamento de Centros de Salde de Almada Seixal

Despacho n.2 12143/2022

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

Delegacao de competéncias no conselho diretivo da Administracdo Regional de Sadde de
Lisboa e Vale do Tejo, |. P, no ambito do contrato de concessao relativo ao Hospital de
Lisboa Oriental

Despacho n.2 12144/2022

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

Designa a Administracdo Regional de Saude de Lisboa e Vale do Tejo, I. P., como
representante do Estado Portugués, para efeitos da arbitragem, nos termos do contrato
de gestdo do Hospital de Cascais, com vista a dirimir o litigio que opd&e a Lusiadas -
Parcerias Cascais, S. A, a entidade publica contratante

Despacho n.2 12149/2022

Saude - Gabinete do Ministro

Designa, para exercer as fun¢des de adjunto no Gabinete do Ministro da Salde, o
licenciado Eduardo José Valentim dos Santos Leal
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https://dre.pt/dre/detalhe/deliberacao/1124-2022-202511057
https://dre.pt/dre/detalhe/deliberacao/1125-2022-202511058
https://dre.pt/dre/detalhe/despacho/12373-2022-202511310
https://dre.pt/dre/detalhe/deliberacao-extrato/1115-2022-202432837
https://dre.pt/dre/detalhe/deliberacao-extrato/1116-2022-202432838
https://dre.pt/dre/detalhe/deliberacao-extrato/1117-2022-202432839
https://dre.pt/dre/detalhe/deliberacao-extrato/1118-2022-202432840
https://dre.pt/dre/detalhe/despacho/12143-2022-202294031
https://dre.pt/dre/detalhe/despacho/12144-2022-202294032
https://dre.pt/dre/detalhe/despacho/12149-2022-202294044
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Despacho n.2 12150/2022

Saude - Gabinete do Ministro

Designa, para exercer as fungdes de adjunta no Gabinete do Ministro da Saude, a
licenciada Joana Catarina Pedroso de Lima Henriques de Andrade

Despacho n.2 12151/2022

Saude - Gabinete do Ministro

Designa, para exercer as fung¢des de adjunto no Gabinete do Ministro da Sadde, o mestre
Jodo Pedro Mendonga Vieira

Despacho n.2 12153/2022

Saude - Gabinete do Ministro

Designa, para exercer as fun¢des de adjunta no Gabinete do Ministro da Salde, Aurélia
Maria Godinho Martins

Despacho n.2 12156/2022

Saude - Gabinete do Ministro

Designa como chefe do Gabinete do Ministro da Saude a licenciada Sandra Cristina Gomes
Gaspar

Despacho n.2 12159/2022

Saude - Gabinete do Ministro

Designa, em regime de comissao de servico, por um periodo de cinco anos, renovavel por
igual periodo, o licenciado Mario Manuel Guedes Teixeira Ruivo para exercer o cargo de
vogal do conselho diretivo da Administragdo Regional de Saude do Centro, I. P.

Despacho n.2 12165/2022

Saude - Gabinete do Ministro

Designa, para exercer as fungdes de adjunto no Gabinete do Ministro da Sadde, o mestre
Bruno Diogo Mocho Cordeiro

Despacho n.2 12167/2022

Saude - Gabinete do Ministro

Delegacao de competéncias do Ministro da Sadde na Secretaria de Estado da Promocao
da Saude e no Secretario de Estado da Saude

Aviso n.2 19758/2022

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

Transferéncia de competéncias para os 6érgdos municipais e das entidades intermunicipais
no dominio da salde

Aviso n.2 19771/2022

Unidade Local de Saude do Baixo Alentejo, E. P. E.

Nomeagao para diretora de servico de Imunohemoterapia da Unidade Local de Saude do
Baixo Alentejo, E. P. E
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https://dre.pt/dre/detalhe/despacho/12150-2022-202294045
https://dre.pt/dre/detalhe/despacho/12151-2022-202294046
https://dre.pt/dre/detalhe/despacho/12153-2022-202294048
https://dre.pt/dre/detalhe/despacho/12156-2022-202294051
https://dre.pt/dre/detalhe/despacho/12159-2022-202294054
https://dre.pt/dre/detalhe/despacho/12165-2022-202294060
https://dre.pt/dre/detalhe/despacho/12167-2022-202294062
https://dre.pt/dre/detalhe/aviso/19758-2022-202281076
https://dre.pt/dre/detalhe/aviso/19771-2022-202281123
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INFARMED

DGS

EMA

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.

Noticias

EMA divulga novas recomendacdes para aprovacao de vacinas COVID-19

Infarmed Newsletter N.2 212 — 17.outubro.2022

Relatério de Farmacovigilancia. Monitorizacdo da seguranca das vacinas contra a COVID 19
em Portugal atualizado dados recebidos até 30 de setembro de 2022

Manh3s Informativas "Novo Regulamento de Dispositivos Médicos (UE) 2017/745: Inspecdo
e licenciamento” | Inscricées abertas

Newsletter

Newsletter DGS n.2 192 de 2022-10-20

Clinical Trials | Newsletter: Clinical Trials Highlights - October 2022

Template or form: Signal assessment report - template (updated)

Clinical Trials | Other: Clinical Trial Information System (CTIS) evaluation timelines (updated)

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, 31, Authorised (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, 31,

Authorised (updated)

Human Regulatory | Plasma master file certificates (updated)

Medicinal Products for Human Use | News and press releases: EMA recommends approval
of Comirnaty and Spikevax COVID-19 vaccines for children from 6 months of age (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): RoActemra, tocilizumab, Arthritis, Rheumatoid; Arthritis, Juvenile
Rheumatoid; Cytokine Release Syndrome; Giant Cell Arteritis; COVID-19 virus infection,
15/01/2009, 39, Authorised (updated)

Medicinal Products for Human Use | News and press releases: EMA recommends approval
of second adapted Spikevax vaccine

Medicinal Products for Human Use | Supply shortage: Ozempic (semaglutide) supply
shortage
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https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/7577655
http://app10.infarmed.pt/newsletter/212/index.html
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/7571449
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/7560271
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.ema.europa.eu/documents/newsletter/clinical-trials-highlights-october-2022_en.pdf
https://www.ema.europa.eu/documents/template-form/signal-assessment-report-template_en.docx
https://www.ema.europa.eu/documents/other/clinical-trial-information-system-ctis-evaluation-timelines_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/human-regulatory/overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
https://www.ema.europa.eu/en/news/ema-recommends-approval-comirnaty-spikevax-covid-19-vaccines-children-6-months-age
https://www.ema.europa.eu/en/medicines/human/EPAR/roactemra
https://www.ema.europa.eu/en/news/ema-recommends-approval-second-adapted-spikevax-vaccine
https://www.ema.europa.eu/documents/shortage/ozempic-semaglutide-supply-shortage_en.pdf
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EMA

Events | Ninth Meeting of the Nitrosamine Implementation Oversight Group, from
21/11/2022 to 21/11/2022

Events | Meeting of the Nitrosamine Implementation Oversight Group , from
30/11/2022 to 30/11/2022

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

Human Regulatory | Report: List of products granted eligibility to PRIME (updated)

Human Regulatory | Annex to CHMP highlights: Recommendations on eligibility to
PRIME scheme - Adopted at the CHMP meeting of 10-13 October 2022

Events | Digital application dataset integration (DADI) Q&A webinar - go-live of
variations form for human medicinal products, Online, 14:00 - 15:00 Amsterdam time
(CEST), from 27/10/2022 to 27/10/2022 (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: List of
centrally authorised products requiring a notification of a change for update of
annexes (updated)

Events | Human Variations eAF Q&A Clinics — Session 3, Online, 11:00 - 11:30
Amsterdam time (CEST), from 29/11/2022 to 29/11/2022

Events | Human Variations eAF Q&A Clinics — Session 2, Online, 11:00 - 11:30
Amsterdam time (CEST), from 22/11/2022 to 22/11/2022

Events | Human Variations eAF Q&A Clinics — Session 1, Online, 11:00 - 11:30
Amsterdam time (CEST), from 15/11/2022 to 15/11/2022

Events | Human Variations eAF Form training session, Online, 10:00 - 11:30
Amsterdam time (CEST), from 08/11/2022 to 08/11/2022

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)

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

Medicinal Products for Human Use | Extraordinary meeting of the Committee for
Medicinal Products for Human Use (CHMP): 19 October 2022, Online, from
19/10/2022 to 19/10/2022

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Xevudy, Sotrovimab, COVID-19 virus infection, 17/12/2021, 4,
Authorised (updated)

Herbal Medicinal Products | Report: Hearing with the Association of the European Self-
Medication Industry (AESGP) during the HMPC May 2022 meeting

| Multi-stakeholder workshop: Patient experience data in medicines
development and requlatory decision-making , European Medicines Agency,
Amsterdam, the Netherlands, from 21/09/2022 to 21/09/2022 (updated)

Template or form: CHMP protocol assistance scientific advice briefing document
template (updated)

Human Regulatory | Regulatory and procedural guideline: European Medicines Agency
guidance for applicants seeking scientific advice and protocol assistance (updated)

Corporate| Report: European Medicines Agency mid-year report 2022 (January-June

2022)
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https://www.ema.europa.eu/en/events/ninth-meeting-nitrosamine-implementation-oversight-group
https://www.ema.europa.eu/en/events/meeting-nitrosamine-implementation-oversight-group
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
https://www.ema.europa.eu/documents/report/list-products-granted-eligibility-prime_en-0.xlsx
https://www.ema.europa.eu/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-10-13-october-2022_en.pdf
https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-qa-webinar-go-live-variations-form-human-medicinal
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/events/human-variations-eaf-qa-clinics-session-3
https://www.ema.europa.eu/en/events/human-variations-eaf-qa-clinics-session-2
https://www.ema.europa.eu/en/events/human-variations-eaf-qa-clinics-session-1
https://www.ema.europa.eu/en/events/human-variations-eaf-form-training-session
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/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xls
https://www.ema.europa.eu/en/events/extraordinary-meeting-committee-medicinal-products-human-use-chmp-19-october-2022
https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy
https://www.ema.europa.eu/documents/report/hearing-association-european-self-medication-industry-aesgp-during-hmpc-may-2022-meeting_en-0.pdf
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-patient-experience-data-medicines-development-regulatory-decision-making
https://www.ema.europa.eu/documents/template-form/chmp-protocol-assistance-scientific-advice-briefing-document-template_en.docx
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-guidance-applicants-seeking-scientific-advice-protocol-assistance_en.pdf
https://www.ema.europa.eu/documents/report/european-medicines-agency-mid-year-report-2022-january-june-2022_en.pdf
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COMISSAO
EUROPEIA

Medicinal Products for Human Use | COVID-19: latest updates (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Vaxzevria (previously COVID-19 Vaccine AstraZeneca), ChAdOx1-SARS-
COV-2, COVID-19 virus infection, 29/01/2021, 24, Authorised (updated)

Medicinal Products for Human Use | News and press releases: First therapy to treat
transplant patients with post-transplant lymphoproliferative disease

Medicinal Products for Human Use | News and press releases: New vaccine to protect
people in the EU and worldwide against dengue

Medicinal Products for Human Use | News and press releases: Meeting highlights from
the Committee for Medicinal Products for Human Use (CHMP) 10-13 October 2022

Presentation and recording - Webinar: EU4Health 2022 Work Programme - Information
session: Second Wave of Open Calls for Action Grants (19 October 2022)

Expert decision and opinion in the context of the Clinical Evaluation Consultation
Procedure (CECP)

Presentation and recording - Webinar: Hearing on Facing the impact of post-COVID-19
condition on health systems (18 October 2022)

Biosimilar medicines - Multistakeholder Event (13 December 2022)

Minutes - 6th drafting group meeting on facing the impact of post-COVID-19 condition
on health systems (20 September 2022)

18th update - Common list of COVID-19 antigen tests

Staff Working Document on Vulnerabilities of the global supply chains of medicines -
Structured Dialogue on the security of medicines supply

State aid: Commission publishes brief on the use of COVID Temporary Framework
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https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-latest-updates
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/news/first-therapy-treat-transplant-patients-post-transplant-lymphoproliferative-disease
https://www.ema.europa.eu/en/news/new-vaccine-protect-people-eu-worldwide-against-dengue
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-10-13-october-2022
https://health.ec.europa.eu/latest-updates/presentation-and-recording-webinar-eu4health-2022-work-programme-information-session-second-wave-2022-10-20_en
https://health.ec.europa.eu/latest-updates/expert-decision-and-opinion-context-clinical-evaluation-consultation-procedure-cecp-2022-10-20_en
https://health.ec.europa.eu/latest-updates/presentation-and-recording-webinar-hearing-facing-impact-post-covid-19-condition-health-systems-18-2022-10-19_en
https://health.ec.europa.eu/latest-updates/biosimilar-medicines-multistakeholder-event-13-december-2022-2022-10-19_en
https://health.ec.europa.eu/latest-updates/minutes-6th-drafting-group-meeting-facing-impact-post-covid-19-condition-health-systems-20-september-2022-10-18_en
https://health.ec.europa.eu/latest-updates/18th-update-common-list-covid-19-antigen-tests-2022-10-17_en
https://health.ec.europa.eu/latest-updates/staff-working-document-vulnerabilities-global-supply-chains-medicines-structured-dialogue-security-2022-10-17_en
https://competition-policy.ec.europa.eu/system/files/2022-10/state_aid_brief_3_2022_kdam22003enn_coronavirus.pdf

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.



