‘Yd&VIEIRA DE ALMEIDA
A

SAUDE

10 a L. de julho de

I3S11Ld3dX3T VPA

2023




‘[}‘VIEIRADEALMEIDA VdaA EXPERTISE

LEGISLACAO
Resolucdo do Conselho de Ministros n.2 69/2023
Presidéncia do Conselho de Ministros

NACIONAL Autoriza a reprogramacao temporal e financeira do encargo da Administracdo Regional de
Saude do Alentejo, I. P, com a construc&o do novo Hospital Central do Alentejo
Regulamento de Execucdo (UE) 2023/1451 da Comissao, de 13 de julho de 2023, que
altera o Regulamento de Execucdo (UE) 2020/2002 no que diz respeito a notificacdo de
doencas e as informacdes a apresentar pelos Estados-Membros para a aprovacao e
comunicacao dos programas de erradicacdo obrigatdrios e facultativos e nos pedidos de
estatuto de indemnidade de doenca

EUROPEIA

Retificacdo do Regulamento de Execucdo (UE) 2021/1248 da Comissao, de 29 de julho de
2021, relativo as medidas sobre as boas praticas de distribuicdo de medicamentos
veterinarios em conformidade com o Regulamento (UE) 2019/6 do Parlamento Europeu e
do Conselho (JO L 272 de 30.7.2021)
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https://diariodarepublica.pt/dr/detalhe/resolucao-conselho-ministros/69-2023-215647914
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=uriserv%3AOJ.L_.2023.179.01.0048.01.POR&toc=OJ%3AL%3A2023%3A179%3ATOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.178.01.0010.01.POR&toc=OJ:L:2023:178:TOC
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REGULACAO

NACIONAL

INFARMED

Despacho n.2 7358/2023

Defesa Nacional e Saude - Gabinetes da Ministra da Defesa Nacional e do Ministro da
Saude

Designa membro da Comissao de Avaliacao de Tecnologias de Saude (CATS)

Despacho n.2 7338/2023
Saude - Direcao-Geral da Saude
Designacao do substituto da diretora-geral da Salde nas suas faltas ou impedimentos

Despacho n.2 7307/2023

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

Designa Lufs Carlos Paixao Coentro para exercer o cargo de vogal executivo com fungdes
de diretor clinico para a area dos cuidados de salde primarios no conselho de
administrac&o da Unidade Local de Salde do Baixo Alentejo, E. P. E.,, no mandato 2023~
2025

Despacho n.2 7308/2023

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

Designa os membros para exercerem fung¢des no conselho de administragao do Hospital
Professor Doutor Fernando Fonseca, E. P. E,, no mandato 2023-2025

Despacho n.2 7309/2023

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

Designa o presidente e o vice-presidente da Comissao de Planeamento de Emergéncia da
Saude

Despacho n.2 7269/2023

Financgas e Ciéncia, Tecnologia e Ensino Superior - Gabinetes da Ministra da Ciéncia,
Tecnologia e Ensino Superior e do Secretario de Estado dos Assuntos Fiscais
Reconhece-se que a atividade desenvolvida pelo Instituto de Medicina Molecular Jodo
Lobo Antunes é de natureza cientifica

Despacho n.2 7271/2023

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

Designa os membros para exercerem fungdes no conselho de administracdo do Centro
Hospitalar de Tras-os-Montes e Alto Douro, E. P. E,, no mandato 2023-2025

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 066/CD/100.20.200 de 07/07/2023 | Sistema de Precos de
Referéncia - Aditamento de novos grupos homogéneos

Deliberacdo 46/CD/2023 de 07/07/2023 | Sistema de Precos de Referéncia - Aditamento
de novos grupos homogéneos

Noticias

Forum Reguladores | Assista ao video da sess&o

Dia Nacional do Medicamento Genérico
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https://diariodarepublica.pt/dr/detalhe/despacho/7358-2023-215583194
https://diariodarepublica.pt/dr/detalhe/despacho/7338-2023-215529419
https://diariodarepublica.pt/dr/detalhe/despacho/7307-2023-215419430
https://diariodarepublica.pt/dr/detalhe/despacho/7308-2023-215419431
https://diariodarepublica.pt/dr/detalhe/despacho/7309-2023-215419438
https://diariodarepublica.pt/dr/detalhe/despacho/7269-2023-215371727
https://diariodarepublica.pt/dr/detalhe/despacho/7271-2023-215371729
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+Trimestre+de+2023+%28agosto%29/ac5205fb-787f-36ef-1bd7-87043a4df42e
https://www.infarmed.pt/documents/15786/8073753/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+Trimestre+de+2023+%28agosto%29/413e1d80-c845-7817-5073-edb3359ce46c
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8760546
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8947018
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DGS

EMA

Newsletter

Newsletter DGS n.2 223 de 2023-07-10

. Human Medicines

Guide to information on human medicines evaluated by European Medicines Agency:
what the Agency publishes and when (updated)

Supply shortage: Shortage of Rybelsus (semaglutide) supply shortage

. Veterinary Medicines

EU Implementation Guide (IG) on veterinary medicines product data in the Union Product
Database - Chapter 7: Submission of other post-authorisation data (updated)

o Human Regulatory

Regulatory and procedural guideline: PRIME eligibility requests: 2024 deadlines for
submission and timetable for assessment

Guidance on good manufacturing practice and good distribution practice: Questions and
answers (updated)

Methodology for the establishment of the “public health emergency critical medical
devices list”

European Medicines Agency Guidance for applicants seeking access to PRIME
scheme (updated)

Referrals document: Nitrosamines EMEA-H-A5(3)-1490 - Questions and answers for
marketing authorisation holders / applicants on the CHMP Opinion for the Article 5(3) of
Requlation (EC) No 726/2004 referral on nitrosamine impurities in human medicinal
products (updated)

Appendix 1: Acceptable intakes established for N-nitrosamines

. Veterinary Regulatory

Union Product Database: release notes (updated)

. Clinical Trials

Annex | - Guidance document on how to approach the protection of personal data and
commercially confidential information while using the Clinical Trials Information System
(CTIS) version 1.1 (updated)

Annex || - Guidance document on how to approach the protection of personal data and
commercially confidential information while using the Clinical Trials Information system

CTIS)

Guidance document on how to approach the protection of personal data and
commercially confidential information while using the Clinical Trials Information System
(CTIS) version 1.1 (updated)

Clinical Trial Information System (CTIS) - Sponsor handbook (updated)
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https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.ema.europa.eu/documents/other/guide-information-human-medicines-evaluated-european-medicines-agency-what-agency-publishes-when_en.pdf
https://www.ema.europa.eu/documents/shortage/shortage-rybelsus-semaglutide-supply-shortage_en.pdf
https://www.ema.europa.eu/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/prime-eligibility-requests-2024-deadlines-submission-timetable-assessment_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/documents/other/methodology-establishment-public-health-emergency-critical-medical-devices-list_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-guidance-applicants-seeking-access-prime-scheme_en-0.pdf
https://www.ema.europa.eu/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders/applicants-chmp-opinion-article-53-regulation-ec-no-726/2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/other/appendix-1-acceptable-intakes-established-n-nitrosamines_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database/union-product-database-release-notes
https://www.ema.europa.eu/documents/other/annex-i-guidance-document-how-approach-protection-personal-data-commercially-confidential_.pdf
https://www.ema.europa.eu/documents/template-form/annex-ii-guidance-document-how-approach-protection-personal-data-commercially-confidential_ir.pdf
https://www.ema.europa.eu/documents/other/guidance-document-how-approach-protection-personal-data-commercially-confidential-information-while_.pdf
https://www.ema.europa.eu/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
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EMA

COMISSAO
EUROPEIA

° Committees

News and press releases: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 11-13 July 2023

Agenda: Agenda of the CVMP meeting 11-13 July 2023

Agenda: Agenda of the Medicine Shortages (SPOC) Working Party 6 July 2023

News and press releases: EMA statement on ongoing review of GLP-1 receptor agonists

Minutes: Minutes of the PRAC meeting 11-14 April 2023

News and press releases: Meeting highlights from the Pharmacovigilance Risk Assessment
Committee (PRAC) 3 - 6 July 2023

. Corporate

Highlights of EMA-AESGP Bilateral meeting of 18th April 2023 meeting

All applications received to speak (interventions from the application form) - EMA public
stakeholder meeting on COVID-19 (updated)

Human variations electronic Application Form (eAF) & Product Management Service (PMS)
Q&A clinics - Session 1, Online, 15:00 - 15:30 Amsterdam time (CET), from 15/06/2023 to
15/06/2023 [Updated with video recording]

Fifth Industry Standing Group (ISG) meeting, from 26/06/2023 to 26/06/2023 [Updated
with presentations]

Presentation: Presentation - Use of RWE in medicines development and regulatory
submissions - a regulator's perspective (C. Torre, University of Lisbon) (updated)

. Others

Regulatory and procedural guideline: Compilation of Union procedures on inspections and
exchange of information (updated)

European Health Union: HERA Invest offers €100 million for innovative solutions to health
threats

Call for best and promising practices on mental health

Agenda - Stakeholder webinar on "A Comprehensive Approach to Mental Health” (21
September 2023, 14:00 - 15:30 CEST)

Summary report - HTA Stakeholder Network (14 June 2023)
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https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-11-13-july-2023
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-meeting-11-13-july-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-medicine-shortages-spoc-working-party-6-july-2023_en.pdf
https://www.ema.europa.eu/en/news/ema-statement-ongoing-review-glp-1-receptor-agonists
https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-11-14-april-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-3-6-july-2023
https://www.ema.europa.eu/documents/other/highlights-ema-aesgp-bilateral-meeting-18th-april-2023-meeting_.pdf
https://www.ema.europa.eu/documents/other/all-applications-received-speak-interventions-application-form-ema-public-stakeholder-meeting-covid_en.pdf
https://www.ema.europa.eu/en/events/human-variations-electronic-application-form-eaf-product-management-service-pms-qa-clinics-session-1
https://www.ema.europa.eu/en/events/fifth-industry-standing-group-isg-meeting
https://www.ema.europa.eu/documents/presentation/presentation-use-rwe-medicines-development-regulatory-submissions-regulators-perspective-c-torre_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/compilation-union-procedures-inspections-exchange-information_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_3775
https://health.ec.europa.eu/latest-updates/call-best-and-promising-practices-mental-health-2023-07-12_en
https://health.ec.europa.eu/latest-updates/agenda-stakeholder-webinar-comprehensive-approach-mental-health-21-september-2023-1400-1530-cest-2023-07-11_en
https://health.ec.europa.eu/latest-updates/summary-report-hta-stakeholder-network-14-june-2023-2023-07-11_en
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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.



