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Decreto n.2 3-F/2021
Presidéncia do Conselho de Ministros
Regulamenta o estado de emergéncia decretado pelo Presidente da Republica

Comunicacdo da Comissdo — Tratamento de pedidos de duplicados de autorizacido

de introducao no mercado de medicamentos ao abrigo do artigo 82.0, n.o 1, do
Regulamento (CE) n.o 726/2004

Portaria n.2 109/2021 - Diario da Republica n.2 44/2021, Série Il de 2021-03-04
Saude - Gabinete do Secretario de Estado da Saude

Autoriza o Centro Hospitalar do Oeste, E. P. E., a assumir um encargo plurianual
referente a aquisicdo de MCDT - anatomia patoldgica

Portaria n.2 103/2021 - Diario da Republica n.2 42/2021, Série Il de 2021-03-02
Finangas e Saude - Gabinetes da Secretaria de Estado do Orcamento e do
Secretario de Estado da Saude

Autoriza o Centro Hospitalar Universitario de Lisboa Central, E. P. E., a assumir um
encargo plurianual referente a aquisicao de canulas, material de perfuséo e de
fibrilhacao auricular

Portaria n.2 104/2021 - Diario da Reptiblica n.2 42/2021, Série |l de 2021-03-02
Finangas e Saude - Gabinetes da Secretaria de Estado do Orcamento e do
Secretario de Estado da Saude

Autoriza o Centro Hospitalar Universitario de Lisboa Central, E. P. E., a assumir um
encargo plurianual referente a aquisicdo de respiradores de particulas P2 e P3

Portaria n.2 99/2021 - Diario da Republica n.2 42/2021, Série Il de 2021-03-02
Financgas e Saude - Gabinetes da Secretaria de Estado do Orcamento e do
Secretario de Estado da Saude

Autoriza o Centro Hospitalar Universitario de Lisboa Central, E. P. E,, a assumir um
encargo plurianual referente a aquisicdo de mascaras faciais, circuitos e conectores
para VNI, com aluguer e colocagao de equipamento

Portaria n.2 100/2021 - Diario da Republica n.2 42/2021, Série Il de 2021-03-02
Financgas e Saude - Gabinetes da Secretaria de Estado do Orcamento e do
Secretario de Estado da Saude

Autoriza o Centro Hospitalar de Lisboa Ocidental, E. P. E,, a assumir um encargo
plurianual referente a aquisicdo de reagentes para imunologia, com colocagdo de
equipamentos no laboratério do servico de patologia clinica
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https://dre.pt/web/guest/home/-/dre/158507655/details/maximized?serie=I&day=2021-02-26&date=2021-02-01
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.076.01.0001.01.POR&toc=OJ:C:2021:076:TOC
https://dre.pt/web/guest/home/-/dre/158780630/details/4/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=158773067
https://dre.pt/web/guest/home/-/dre/158637209/details/maximized?serie=II&parte_filter=31&day=2021-03-02&date=2021-03-01&dreId=158637198
https://dre.pt/web/guest/home/-/dre/158637210/details/maximized?serie=II&parte_filter=31&day=2021-03-02&date=2021-03-01&dreId=158637198
https://dre.pt/web/guest/home/-/dre/158637205/details/maximized?serie=II&parte_filter=31&day=2021-03-02&date=2021-03-01&dreId=158637198
https://dre.pt/web/guest/home/-/dre/158637206/details/maximized?serie=II&parte_filter=31&day=2021-03-02&date=2021-03-01&dreId=158637198
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Portaria n.2 101/2021 - Diario da Republica n.2 42/2021, Série Il de 2021-03-02
Financgas e Saude - Gabinetes da Secretaria de Estado do Orgcamento e do
Secretario de Estado da Saude

Autoriza o Centro Hospitalar de Tras-os-Montes e Alto Douro, E. P. E,, a assumir
um encargo plurianual referente a aquisi¢cdo de reagentes para hematologia

Portaria n.2 105/2021 - Diario da Republica n.2 42/2021, Série Il de 2021-03-
02158637211

Financgas e Saude - Gabinetes da Secretaria de Estado do Orgcamento e do
Secretario de Estado da Saude

Autoriza o Instituto Portugués de Oncologia de Coimbra Francisco Gentil, E. P.
E., a assumir um encargo plurianual referente a aquisicao de reagentes para
laboratoério de testes SARS-CoV-2 (COVID-19), com cedéncia de equipamento

Lancamento do Projeto-piloto de Submissdo de Ensaios Clinicos (Infarmed e CEIC)
. Circular Informativa N.2 003/CD/100.20.200 Data: 26/02/2021 -
Projeto piloto Infarmed CEIC para submissao ensaios clinicos de
acordo Regulamento 536 2014

Circular informativa n.2 026/CD/100.20.200 de 01/03/2021 - Durag¢io do
tratamento - Atualizac&o das tabelas

Circular Informativa Conjunta n.2 002/CD/100.20.200, atualizada a 01/03/2021 -
Vacina BioNTech-Pfizer ComiRNAty: Atualiza¢ao a Circular N2 007.CD.100.20.200

Publicac&do para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de
Agosto - pedidos de autoriza¢do de introducao no mercado de medicamentos
genéricos.

Despacho n2 007/2021 de 04/03/2021
Criacdo do Grupo de Trabalho de Mobilizacdo Social, Percegédo de Risco e da
Mudanca Comportamental.

Orientacdo n? 003/2021 de 02/03/2021
Campanha de Vacinagéo Contra a COVID-19: Centros de Vacinagao COVID-19

Norma n2 019/2020 de 26/10/2020 atualizada a 26/02/2021
COVID-19 : Estratégia Nacional de Testes para SARS-CoV-2
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https://dre.pt/web/guest/home/-/dre/158637207/details/maximized?serie=II&parte_filter=31&day=2021-03-02&date=2021-03-01&dreId=158637198
https://dre.pt/web/guest/home/-/dre/158637211/details/maximized?serie=II&parte_filter=31&day=2021-03-02&date=2021-03-01&dreId=158637198
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4249635
https://www.infarmed.pt/documents/15786/4183417/Projeto+piloto+Infarmed+CEIC+para+submissao+ensaios+clinicos+de+acordo+Regulamento+536+2014/a1ab9d81-4873-aca8-5a41-893b98acb746?version=1.0
https://www.infarmed.pt/documents/15786/4183417/Dura%C3%A7%C3%A3o+do+tratamento+-+Atualiza%C3%A7%C3%A3o+das+tabelas/3bbe8a52-a80d-7f69-628d-d75eb85fccdc?version=1.1
https://www.infarmed.pt/documents/15786/3584301/Circular+Informativa+Conjunta+-+Vacina+BioNTech-Pfizer+ComiRNAty+Atualiza%C3%A7%C3%A3o+%C3%A0+Circular+N%C2%BA+007.CD.100.20.200/7fed8bdf-099c-ce3d-931a-4ec164f1f9f7?version=1.1
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/a-direccao-geral-da-saude/comunicados-e-despachos-do-director-geral/despacho-n-0072021-de-04032021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0032021-de-02032021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0192020-de-26102020.aspx
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Medicinal Products for Human Use | Applying for marketing authorisation:
orphan medicines (updated)

Other: Pilot project ‘Market Launch Intentions of Centrally Authorised Products’
- practical questions and answers (new)

News and press releases: EMA website briefly unavailable on 8 March 2021

Medicinal Products for Human Use | CHMP opinions on consultation
procedures (updated)

Medicinal Products for Human Use | Minutes of the CHMP meeting 25-29
January 2021 (new)

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19
vaccine safety update for Comirnaty: March 2021 (new)

Medicinal Products for Human Use | Committee meeting report: CAT monthly
report of application procedures, guidelines and related documents on
advanced therapies: February 2021 (new)

Medicinal Products for Human Use | COVID-19 vaccines: under
evaluation (updated)

Medicinal Products for Human Use | News and press releases: EMA starts rolling
review of the Sputnik V COVID-19 vaccine

Joint HMA/EMA workshop on artificial intelligence in medicines regulation,
Virtual event, from 19/04/2021 to 20/04/2021

Medicinal Products for Human Use | Report: Annual report on the use of the
special contribution for orphan medicinal products - 2020 (new)

Medicinal Products for Human Use | Agenda - HMPC agenda of the 1-3 March
2021 meeting (new)

Medicinal Products for Human Use | Extraordinary meeting of the Committee
for Medicinal Products for Human Use (CHMP): 11 March 2021, Virtual meeting,
from 11/03/2020 to 11/03/2020

Medicinal Products for Human Use | Other: LifeGlobal Media - Procedural steps
and scientific information after initial consultation

Other: Nullification ICSRs received by EudraVigilance (updated)

Medicinal Products for Human Use | Report: Medicinal products for human use:
monthly figures - January 2021 (new)

Minutes of the 110th meeting of the Management Board: 16-17 December
2020 (new)

Medicinal Products for Human Use | COVID-19 treatments: Article 5(3)
reviews (updated)
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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/human-regulatory/marketing-authorisation/orphan-medicines/applying-marketing-authorisation-orphan-medicines
https://www.ema.europa.eu/documents/other/pilot-project-market-launch-intentions-centrally-authorised-products-practical-questions-answers_en.pdf
https://www.ema.europa.eu/en/news/ema-website-briefly-unavailable-8-march-2021
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/human-regulatory/overview/medical-devices/ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures
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/documents/minutes/minutes-chmp-meeting-25-29-january-2021_en.pdf
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-march-2021_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-february_en-7.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-under-evaluation
https://www.ema.europa.eu/en/news/ema-starts-rolling-review-sputnik-v-covid-19-vaccine
https://www.ema.europa.eu/en/events/joint-hmaema-workshop-artificial-intelligence-medicines-regulation
https://www.ema.europa.eu/documents/report/annual-report-use-special-contribution-orphan-medicinal-products-2020_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-agenda-1-3-march-2021-meeting_en.pdf
https://www.ema.europa.eu/en/events/extraordinary-meeting-committee-medicinal-products-human-use-chmp-11-march-2021
https://www.ema.europa.eu/documents/other/lifeglobal-media-procedural-steps-scientific-information-after-initial-consultation_en.pdf
https://www.ema.europa.eu/documents/other/nullification-icsrs-received-eudravigilance_en.xlsx
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-january-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-110th-meeting-management-board-16-17-december-2020_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-covid-19/covid-19-treatments-article-53-reviews
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Medicinal Products for Human Use | News and press releases: EMA review of
regdanvimab for COVID-19 to support national decisions on early use

Medicinal Products for Veterinary Use | Veterinary Big Data stakeholder forum,
Virtual event, from 01/06/2021 to 02/06/2021

Medicinal Products for Human Use | News and press releases: EMA and Health
Canada publish clinical data used to support their authorisations of the Moderna
COVID-19 vaccine

Medicinal Products for Human Use | Minutes of the CHMP meeting 7-10
December 2020 (new)

Medicinal Products for Veterinary Use | Minutes of the CVMP meeting of 19-20
January 2021 (new)

Medicinal Products for Veterinary Use | Overview of comments: Overview of
comments received on the 'Reflection paper on antimicrobial resistance in the
environment: considerations for current and future risk assessment of veterinary
medicinal products - First version’ (new)

Medicinal Products for Veterinary Use | Scientific guideline: Reflection paper on
antimicrobial resistance in the environment: considerations for current and
future risk assessment of veterinary medicinal products - First version (new)

Medicinal Products for Human Use | Minutes - PDCO minutes of the 8-11
December 2020 meeting (new)

Medicinal Products for Veterinary Use | Overview of comments: Overview of
comments received on 'Reflection paper on the use of aminopenicillins and their
beta-lactamase inhibitor combinations in animals in the European Union:
development of resistance and impact on human and animal health - First
version' (new)

Medicinal Products for Human and Veterinary Use | Scientific

guideline: Reflection paper on the use of aminopenicillins and their beta-
lactamase inhibitor combinations in animals in the European Union:
development of resistance and impact on human and animal health - First
version (new)

Medicinal Products for Veterinary Use | European Medicines Agency /
AnimalhealthEurope veterinary medicines info day 2021, Virtual meeting, from
25/03/2021 to 25/03/2021 (updated)

Medicinal Products for Human Use | Supply shortage: Nucala (mepolizumab)
pre-filled pen supply shortage (updated)

Medicinal Products for Human Use | Supply shortage: Respreeza (human alphal-
proteinase inhibitor) supply shortage (updated)

Medicinal Products for Human Use | Committee meeting report: COMP meeting
report on the review of applications for orphan designation: February
2021 (new)

Other: European Medicines Agency practical guidance on the application form
for centralised type IA and IB variations (updated)
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https://www.ema.europa.eu/en/news/ema-review-regdanvimab-covid-19-support-national-decisions-early-use
https://www.ema.europa.eu/en/events/veterinary-big-data-stakeholder-forum
https://www.ema.europa.eu/en/news/ema-health-canada-publish-clinical-data-used-support-their-authorisations-moderna-covid-19-vaccine
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-7-10-december-2020_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-19-20-january-2021_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-received-reflection-paper-antimicrobial-resistance-environment-considerations_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-antimicrobial-resistance-environment-considerations-current-future-risk-assessment_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-8-11-december-2020-meeting_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-received-reflection-paper-use-aminopenicillins-their-beta-lactamase-inhibitor_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-use-aminopenicillins-their-beta-lactamase-inhibitor-combinations-animals-european_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-animalhealtheurope-veterinary-medicines-info-day-2021
https://www.ema.europa.eu/documents/shortage/nucala-mepolizumab-pre-filled-pen-supply-shortage_en.pdf
https://www.ema.europa.eu/documents/shortage/respreeza-human-alpha1-proteinase-inhibitor-supply-shortage_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-february-2021_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-practical-guidance-application-form-centralised-type-ia-ib-variations_en.pdf
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UPDATE - Practical guidance for procedures related to Brexit for medicinal

products for human use approved via MRP/DCP;

‘Blue-box’ requirements

NEW - Report from the meeting held on 26-27 January 2021

Updated - 2021 planned meetings of Medical Device Coordination Group (MDCG)
and subgroups

Flash report - Joint Meeting of the Shadow Health Configuration of the Horizon
Europe Programme Committee and of the Steering Group on Health Promotion,
Disease Prevention and Management of Non-Communicable Diseases (4 March
2021

Minutes - 1st Drafting Group on mental health of health workforce and other
essential workers (2021) (4 February 2021)

Pharmaceutical Strategy for Europe - Pilot project ‘Market launch of Centrally
Authorised Medicinal Products’

Minutes - 1st Drafting Group on European solidarity in public health emergencies (29
January 2021

Save the date! - Workshop EU4Health Programme 2021: potential solutions for a
healthier European Union (24 March 2021)

Minutes - 6th Plenary meeting of the Expert Panel (2019-2022) (10 February 2021)

Registration and live streaming - EU Health Award Ceremony (2 March 2021, 9:00-
11:30) and registration to EU Health Policy Platform annual meeting - 2020
Thematic Networks (3 March 2021, 9:45-11:30 CET)
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https://www.hma.eu/535.html
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_258_2012_Rev23_2021_02_clean_-_BlueBox_requirements.pdf
https://www.hma.eu/249.html
https://ec.europa.eu/health/sites/health/files/md_dialogue/docs/md_events_2021_en.pdf
https://ec.europa.eu/health/sites/health/files/non_communicable_diseases/docs/ev_20210304_flash_en.pdf
https://ec.europa.eu/health/sites/health/files/expert_panel/docs/ev_20210204_mi_en.pdf
https://ec.europa.eu/health/human-use/strategy/market-launch_centrally-authorised-medicinal-products_en
https://ec.europa.eu/health/sites/health/files/expert_panel/docs/ev_20210129_mi_en.pdf
https://ec.europa.eu/health/funding/events/ev_20210324_en
https://ec.europa.eu/health/sites/health/files/expert_panel/docs/ev_20210210_mi_en.pdf
https://ec.europa.eu/health/policies/events/ev_20210302_en
https://ec.europa.eu/health/policies/events/ev_20210302_en

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.



