
 

 
Esta informação é de distribuição reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e não deve ser entendida como 
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LEGISLAÇÃO 

NACIONAL 

Decreto Regulamentar Regional n.º 41/2020/M - Diário da República n.º 197/2020, Série I 
de 2020-10-09 
REGIÃO AUTÓNOMA DA MADEIRA - PRESIDÊNCIA DO GOVERNO 

Cria a Direção Regional da Saúde e aprova a respetiva orgânica 

REGULAÇÃO  

INFARMED 

 
Informação para os titulares de autorização de introdução no mercado: atualização do 
estado de comercialização 

• Circular informativa n.º 152/CD/100.20.200 Data: 02/10/2020  
 
Publicação para efeitos do artigo 15º-A do Decreto-Lei n.º 176/2006, de 30 de Agosto 
-  pedidos de autorização de introdução no mercado de medicamentos genéricos. 
 

ERS Deliberações concluídas durante o primeiro semestre de 2020 

SPMS Sistemas de aquisição dinâmicos e acordos-quadro na Saúde 

EMA 

 
Medicinal Products for Human Use | Other: HMPC: overview of assessment work - priority 
list (updated) 

Medicinal Products for Human Use | Report: HMPC meeting report on European Union 
herbal monographs, guidelines and other activities - 21-23 September 2020 (new) 

Medicinal Products for Human Use | Scientific guideline: Questions and answers on Data 
Monitoring Committees issues (new) 
 
Medicinal Products for Human Use | Regulatory and procedural guideline: Checklist for 
annual updates for parallel distribution: guidance for industry  
Medicinal Products for Human Use | Agenda - COMP agenda of the 6-8 October 2020 
meeting 
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https://dre.pt/web/guest/home/-/dre/145012188/details/maximized
https://dre.pt/web/guest/home/-/dre/145012188/details/maximized
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4048257
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4048257
https://www.infarmed.pt/documents/15786/3464134/Atualiza%C3%A7%C3%A3o+do+estado+de+comercializa%C3%A7%C3%A3o+%28cont.%29/53354652-2317-5366-0235-925131938e35
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
https://www.ers.pt/pt/destaques/destaques/destaques/publicacaodeliberacoes1semestre/
https://www.spms.min-saude.pt/wp-content/uploads/2020/09/Booking_AQ_SAD_SETEMBRO2020.pdf
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/documents/report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-21-23-september_en.pdf
https://www.ema.europa.eu/documents/report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-21-23-september_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-data-monitoring-committees-issues_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-data-monitoring-committees-issues_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/checklist-annual-updates-parallel-distribution_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/checklist-annual-updates-parallel-distribution_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-comp-agenda-6-8-october-2020-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-comp-agenda-6-8-october-2020-meeting_en.pdf
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News and press releases: New online platform for scientific advice 
 
Regulatory and procedural guideline: Dates of 2021 Scientific Advice Working Party 
(SAWP) meetings and deadlines for submission of scientific advice, protocol assistance, 
qualification of biomarkers and parallel consultation (EMA / EUnetHTA) 
requests (updated) 
 
Training session for patients, consumers and healthcare professionals interested in EMA 
activities , Virtual meeting, from 23/10/2020 to 23/10/2020 
 
Medicinal Products for Human Use | Treatments and vaccines for COVID-19 (updated) 

Medicinal Products for Veterinary Use | Agenda: Agenda - CVMP agenda of the 6-8 
October 2020 meeting (new) 
 
Medicinal Products for Human Use | COVID-19: What's new (updated) 

Medicinal Products for Human Use | News and press releases: EMA starts second rolling 
review of a COVID-19 vaccine 
 
Agenda - 25 Years of EMA: building, learning and adapting to new challenges (new) 
 
Medicinal Products for Human Use | Clinical Trial Regulation (updated) 

Agenda: Agenda of the 109th meeting of the Management Board: 1 October 
2020 (updated) 
 
Report: European Medicines Agency mid-year report 2020 (January-June 2020) (new) 

Medicinal Products for Human Use | Other: Reply to the European Ombudsman’s letter 
concerning transparency and independence of the work of the European Medicines 
Agency in supporting the development and evaluation of COVID-19 medicines (new) 
 
Medicinal Products for Human Use | News and press releases: EU regulators fully uphold 
transparency and independence standards for COVID-19 treatments and vaccines 
 
News and press releases: Highlights of Management Board: October 2020 meeting 
 
News and press releases: Meeting highlights from the Pharmacovigilance Risk Assessment 
Committee (PRAC) 28 September - 1 October 2020 
 

COMISSÃO EUROPEIA 

 
Flash report - Steering Group on Health Promotion, Disease Prevention and Management 
of Non-Communicable Diseases (02 October 2020) 
 

EU device specific vigilance guidance on insulin infusion pumps and integrated meter 

systems 

 

https://www.ema.europa.eu/en/news/new-online-platform-scientific-advice
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2021-scientific-advice-working-party-sawp-meetings-deadlines-submission-scientific-advice/eunethta-requests_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2021-scientific-advice-working-party-sawp-meetings-deadlines-submission-scientific-advice/eunethta-requests_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2021-scientific-advice-working-party-sawp-meetings-deadlines-submission-scientific-advice/eunethta-requests_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2021-scientific-advice-working-party-sawp-meetings-deadlines-submission-scientific-advice/eunethta-requests_en.pdf
https://www.ema.europa.eu/en/events/training-session-patients-consumers-healthcare-professionals-interested-ema-activities
https://www.ema.europa.eu/en/events/training-session-patients-consumers-healthcare-professionals-interested-ema-activities
https://www.ema.europa.eu/en/events/training-session-patients-consumers-healthcare-professionals-interested-ema-activities
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-6-8-october-2020-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-6-8-october-2020-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-whats-new
https://www.ema.europa.eu/en/news/ema-starts-second-rolling-review-covid-19-vaccine
https://www.ema.europa.eu/en/news/ema-starts-second-rolling-review-covid-19-vaccine
https://www.ema.europa.eu/documents/agenda/agenda-25-years-ema-building-learning-adapting-new-challenges_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trial-regulation
https://www.ema.europa.eu/documents/agenda/draft-agenda-109th-meeting-management-board-1-october-2020_en.pdf
https://www.ema.europa.eu/documents/agenda/draft-agenda-109th-meeting-management-board-1-october-2020_en.pdf
https://www.ema.europa.eu/documents/report/european-medicines-agency-mid-year-report-2020-january-june-2020_en.pdf
https://www.ema.europa.eu/documents/other/reply-european-ombudsmans-letter-concerning-transparency-independence-work-european-medicines-agency_en.pdf
https://www.ema.europa.eu/documents/other/reply-european-ombudsmans-letter-concerning-transparency-independence-work-european-medicines-agency_en.pdf
https://www.ema.europa.eu/documents/other/reply-european-ombudsmans-letter-concerning-transparency-independence-work-european-medicines-agency_en.pdf
https://www.ema.europa.eu/en/news/eu-regulators-fully-uphold-transparency-independence-standards-covid-19-treatments-vaccines
https://www.ema.europa.eu/en/news/eu-regulators-fully-uphold-transparency-independence-standards-covid-19-treatments-vaccines
https://www.ema.europa.eu/en/news/highlights-management-board-october-2020-meeting
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-28-september-1-october-2020
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-28-september-1-october-2020
https://ec.europa.eu/health/non_communicable_diseases/events/ev_20201002_en
https://ec.europa.eu/health/non_communicable_diseases/events/ev_20201002_en
https://ec.europa.eu/health/sites/health/files/md_sector/docs/dsvg_05_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/dsvg_05_en.pdf

