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Portaria n.2 39-C/2024

Saude

Procede a definicdo dos paises de referéncia a considerar em 2024, para a autorizacdo dos
precos dos novos medicamentos e para efeitos de revisdo anual de pregos dos
medicamentos adquiridos pelos estabelecimentos e servi¢os do SNS e dos medicamentos
dispensados no &mbito do mercado de ambulatoério, bem como mantém para o ano de
2024 critérios excecionais a aplicar no regime de revisao de precos

Resolucao do Conselho de Ministros n.2 22-A/2024

Presidéncia do Conselho de Ministros

Autoriza o reescalonamento da despesa inerente a celebracdo do contrato de concessao,
em regime de parceria publico-privada, relativo ao Hospital de Lisboa Oriental

Portaria n.2 28/2024

Presidéncia do Conselho de Ministros, Financgas e Saude

Portaria que regula o indice de desempenho da equipa e a atribuicdo dos incentivos
institucionais aos centros de responsabilidade integrados com equipas dedicadas ao
servi¢o de urgéncia

Resolucao da Assembleia da Republica n.2 13/2024

Assembleia da Republica

Recomenda ao Governo que diligencie pela integracao do Hospital Dr. Francisco Zagalo e
dos cuidados de satde primarios de Ovar na Unidade Local de Saude de Entre Douro e
Vouga

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de dezembro de 2023 a 31 de dezembro de 2023
[Publicado nos termos do artigo 13.° ou do artigo 38.° do Regulamento (CE) n.° 726/2004
do Parlamento Europeu e do Conselho ou do artigo 5.° do Regulamento (UE) 2019/6 do
Parlamento Europeu e do Conselho]

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de dezembro de 2023 a 31 de dezembro de 2023
[Decisdes adotadas nos termos do artigo 34.° da Diretiva 2001/83/CE, do artigo 38° da
Diretiva 2001/82/CE ou do artigo 5.° do Regulamento (UE) 2019/6do Parlamento
Europeu e do Conselho]
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https://diariodarepublica.pt/dr/detalhe/portaria/39-c-2024-840060210
https://diariodarepublica.pt/dr/detalhe/resolucao-conselho-ministros/22-a-2024-840060214
https://diariodarepublica.pt/dr/detalhe/portaria/28-2024-839655449
https://diariodarepublica.pt/dr/detalhe/resolucao-assembleia-republica/13-2024-839477378
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202400910
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202400911
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Despacho n.2 1290-A/2024

Financas e Saude - Gabinetes do Ministro das Finangas e do
Secretario de Estado da Saude

Aprova a minuta do contrato de gestao para a concecao, projeto,
construgao, financiamento, conservacédo, manutencao e exploracao do
Hospital de Lisboa Oriental

Publicacdo para efeitos do artigo 152-A do Decreto-Lein.2 176/2006, de
30 de agosto - pedidos de autorizagdo de introducao no mercado de
medicamentos genéricos

Circular Informativa 010/CD/100.20.200 de 02/02/2024 | Revisdao Anual
de Precos (RAP) - 2024

Circular Informativa 008/CD/550.20.001 de 30/01/2024 | Medicamentos
contendo Pseudoefedrinai - Novas medidas para minimizar o risco de
efeitos indesejaveis graves

Relatdrio N.2 17 da Vacinacdo Sazonal 2023/2024

Lista de Entrada em Vigor Saude 26.01.2024

MUDANCA DA NOMENCLATURA - CENTRO HOSPITALAR PARA UNIDADE LOCAL DE
SAUDE
Nova FAQ [Nota: Cfr. Alteracdo nomenclatura dos centros de ensaio]
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https://diariodarepublica.pt/dr/detalhe/despacho/1290-a-2024-840060206
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/9677612/Circular+Informativa+n%C2%BA+10_2024/60ecf07e-8639-2392-b09b-35f475422d31
https://extranet.infarmed.pt/web/fl/matedu/SEGURANCA/2024/1/158944/457d00d031084a3ca3afe94d9c2a3ac4_CI_008_Pseudoefedrina.pdf
https://www.dgs.pt/em-destaque/relatorio-n-17-da-vacinacao-sazonal-20232024.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ceic.pt/
https://www.ceic.pt/faq?p_auth=HJpYhBIi&p_p_id=faq_WAR_PortalCEICportlet&p_p_lifecycle=1&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_count=1&_faq_WAR_PortalCEICportlet_javax.portlet.action=navigateToPerguntas
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EMA

CMDh

NEW -12-14 December 2023 CMDh minutes

NEW - 15 November 2023 CMDh meeting with representatives of Interested Parties
minutes

UPDATE - List of active substances for which data has been submitted in accordance
with Article 45 of the Paediatric Regulation

UPDATE - Practical guidance for procedures related to Brexit for medicinal products for
human use approved via MRP/DCP

UPDATE - Template CMS comments in MRP

UPDATE - Overview AR Template (including instructions)

NEW - Art. 45 PAR on Diphtheria, Tetanus, Inactivated Poliomyelitis vaccine

NEW - Art. 46 PAR on Wilate (Human von Willebrand factor, human coagulation factor
VI

NEW - Report from the meeting held on 23-24 January 2024

CMDv

REPORTS FOR RELEASE 2023

Best Practice Guide for advice from CMDv on regulatory matters

Questions & Answers

Request for work-sharing when several Member States have already approved the
variation

. Human Regulatory

Concept paper for the development of a reflection paper on a tailored clinical approach in
biosimilar development

Labelling flexibilities for COVID-19 therapeutics

Questions and answers on labelling flexibilities for COVID-19 vaccines

Applications for new human medicines under evaluation: January 2024

Scientific advice and protocol assistance adopted during the CHMP meeting 22-25
January 2023

ICH Q14 Analytical procedure development - Scientific guideline

Clinical data publication

Precautionary measures to address potential risk of neurodevelopmental disorders in
children born to men treated with valproate medicines

EMA confirms measures to minimise the risk of serious side effects with medicines
containing pseudoephedrine
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https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2023_12_CMDh_minutes.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/About_CMDh/Contact_with_Representatives_Organisations/2023_11/CMDh_meeting_with_IPs_-__November_2023_-_Minutes.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FPaediatric_Regulation%2FArticle_45_and_previous_Worksharing%2FCMDh_151_2009_Rev99_2024_01_-_List_of_ASs_included_in_the_work-sharing_procedures_for_which_data_has_been_submitted_in_accordance_with_Art._45_of_the_Paediatric_Regulation.xls&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/BREXIT/CMDh_373_2018_Rev.13_01_2024_clean_-_Brexit_PG.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FTemplates%2FAR%2FMRP%2FCMDh_218_2007_CMS_comments_MRP.doc&wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FTemplates%2FAR%2FDCP_AR_Comments%2FCMDh_440_2022_Rev.1_01_2024_clean_-_Overview_AR_Template_including_instructions.docx.docx&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/Diphtheria__Tetanus__Inactivated_Poliomyelitis_vaccine_Art_45_PAR.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Wilate__Human_von_Willebrand_factor__human_coagulation_factor_VIII__Art_45_PAR.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2024/CMDh_press_release_-_January_2024.pdf
https://www.hma.eu/veterinary-medicines/cmdv/about-cmdv/planning-reporting/reports-for-release.html#c7233
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/About_CMDv/Advice_from_CMDv/BPG_Advice_from_CMDv_on_Regulatory_Matters.pdf
https://www.hma.eu/veterinary-medicines/cmdv/questions-answers.html#c6217
https://www.hma.eu/veterinary-medicines/cmdv/advice-from-cmdv.html#c7457
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-guidelines/multidisciplinary-guidelines/multidisciplinary-biosimilar/concept-paper-development-reflection-paper-tailored-clinical-approach-biosimilar-development
https://www.ema.europa.eu/en/documents/other/labelling-flexibilities-covid-19-therapeutics_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-and-answers-labelling-flexibilities-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/en/documents/other/applications-new-human-medicines-under-evaluation-january-2024_en.xlsx
https://www.ema.europa.eu/en/documents/other/scientific-advice-and-protocol-assistance-adopted-during-chmp-meeting-22-25-january-2023_en.pdf
https://www.ema.europa.eu/en/ich-q14-analytical-procedure-development-scientific-guideline
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication
https://www.ema.europa.eu/en/news/precautionary-measures-address-potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines
https://www.ema.europa.eu/en/news/ema-confirms-measures-minimise-risk-serious-side-effects-medicines-containing-pseudoephedrine
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EMA

. Veterinary Regulatory

Union Product Database - FAQSs - questions and answers for industry users

EU Implementation Guide (IG) on veterinary medicines product data - Chapter 2:
Format for the electronic submission of veterinary medicinal product information

Antimicrobial Sales and Use (ASU) technical implementation protocol

Maximum residue limit (MRL) evaluation for biological substances - Scientific guideline

Live recombinant vector vaccines for veterinary use - Scientific guideline

Plasmid DNA vaccines for veterinary use — Scientific guideline

Antimicrobial Sales and Use (ASU) - Animal population data template

Antimicrobial Sales and Use (ASU) Power Bl Application

Antimicrobial Sales and Use (ASU) - Use data template

Antimicrobial Sales and Use (ASU) - Sales data template

Antimicrobial Sales and Use (ASU) Platform User Guide

2023/2024 Work plan for the European Sales and Use of Antimicrobials in veterinary
medicine Working Group (ESUAvet WGQ)

. Clinical Trials

CTIS newsflash - 26 January 2024

Getting started with CTIS: Sponsor guick guide

° Committees

Questions and answers on quality of herbal medicinal products/traditional herbal
medicinal products - Revision 7

PRAC work plan 2024

Work plan for the CVMP Novel Therapies & Technologies Working Party (NTWP) 2024

Work plan for the Committee for Veterinary Medicinal Products (CVMP) Safety
Working Party (SWP-V) 2024

Work plan for the Committee for Veterinary Medicinal Products (CVMP) Scientific
Advice Working Party (SAWP-V) for 2024

Work plan for the Committee for Veterinary Medicinal Products (CVMP) Environmental
Risk Assessment Working Party (ERAWP) 2024

Work plan for the Committee for Veterinary Medicinal Products (CVMP) Antimicrobials
Working Party (AWP) 2024

Work plan for the Committee for Medicinal Products for Veterinary Use (CVMP)
Pharmacovigilance Working Party (PhVWP-V) 2024

Work plan for the Committee for Veterinary Medicinal Products (CVMP) Efficacy
Working Party (EWP-V) 2024
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https://www.ema.europa.eu/en/documents/other/union-product-database-faqs-questions-answers-industry-users_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/documents/other/antimicrobial-sales-and-use-asu-technical-implementation-protocol_en.pdf
https://www.ema.europa.eu/en/maximum-residue-limit-mrl-evaluation-biological-substances-scientific-guideline
https://www.ema.europa.eu/en/live-recombinant-vector-vaccines-veterinary-use-scientific-guideline
https://www.ema.europa.eu/en/plasmid-dna-vaccines-veterinary-use-scientific-guideline
https://www.ema.europa.eu/en/documents/template-form/antimicrobial-sales-and-use-asu-animal-population-data-template_en.xlsx
https://www.ema.europa.eu/en/documents/other/antimicrobial-sales-and-use-asu-power-bi-application_en.pdf
https://www.ema.europa.eu/en/documents/template-form/antimicrobial-sales-and-use-asu-use-data-template_en.xlsx-0
https://www.ema.europa.eu/en/documents/template-form/antimicrobial-sales-and-use-asu-sales-data-template_en.xlsx-0
https://www.ema.europa.eu/en/documents/other/antimicrobial-sales-and-use-asu-platform-user-guide_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/2023-2024-work-plan-european-sales-and-use-antimicrobials-veterinary-medicine-working-group-esuavet-wg_en.pdf
https://www.ema.europa.eu/en/documents/newsletter/ctis-newsflash-26-january-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-quality-herbal-medicinal-products-traditional-herbal-medicinal-products-revision-7_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/prac-work-plan-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-cvmp-novel-therapies-technologies-working-party-ntwp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-safety-working-party-swp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-scientific-advice-working-party-sawp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-environmental-risk-assessment-working-party-erawp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-antimicrobials-working-party-awp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-medicinal-products-veterinary-use-cvmp-pharmacovigilance-working-party-phvwp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-efficacy-working-party-ewp-v-2024_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/ip_24_413
https://health.ec.europa.eu/latest-updates/summary-record-101st-meeting-pharmaceutical-committee-23-november-2023-2024-01-23_en
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Work plan for the Committee for Veterinary Medicinal Products (CVMP)
Immunologicals Working Party (IWP) 2024

Meeting highlights from the Committee for Medicinal Products for Human Use (CHMP)
22-25 January 2024

. Corporate

Final programming document 2024-2026

. Events

Committee for Advanced Therapies (CAT): 6-8 December 2023 [Updated with minutes]

. Others

Products Management Services (PMS) - Implementation of International Organization
for Standardization (ISO) standards for the identification of medicinal products (IDMP)
in Europe - Chapter 7

[Updated with presentations]

Veterinary Medicinal Products (CVMP) Efficacy Working Party (EWP-V) 2024

European Health Union: Commission and WHO-Europe discuss priorities for
cooperation

SCHEER - Minutes of the Working Group meeting on phthalates in certain medical
devices of 10 January 2024

Beating Cancer Inequalities in the EU: Spotlight on cancer prevention and early
detection

Questions and Answers on vaccine-preventable cancers
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https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-immunologicals-working-party-iwp-2024_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-22-25-january-2024
https://www.ema.europa.eu/en/documents/report/final-programming-document-2024-2026_en.pdf
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-6-8-december-2023
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-7_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-efficacy-working-party-ewp-v-2024_en.pdf
https://ec.europa.eu/newsroom/sante/items/816879/en
https://health.ec.europa.eu/latest-updates/scheer-minutes-working-group-meeting-phthalates-certain-medical-devices-10-january-2024-2024-01-31_en
https://health.ec.europa.eu/latest-updates/beating-cancer-inequalities-eu-spotlight-cancer-prevention-and-early-detection-2024-01-31_en
https://ec.europa.eu/commission/presscorner/detail/en/QANDA_24_520
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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.



