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LEGISLACAO

NACIONAL

REGULACAO

DEFESA
NACIONALE
SAUDE

Decreto n.2 4/2021

Presidéncia do Conselho de Ministros
Regulamenta o estado de emergéncia decretado pelo Presidente da Republica

Resolucdo do Conselho de Ministros n.2 19/2021

Presidéncia do Conselho de Ministros
Estabelece uma estratégia de levantamento de medidas de confinamento no ambito
do combate a pandemia da doenca COVID-19

Decreto Regulamentar Regional n.2 2-B/2021/A

Regiao Auténoma dos Acgores - Presidéncia do Governo
Regulamenta a aplicagdo, na Regido Auténoma dos Acores, do Decreto do
Presidente da Republica n.2 25-A/2021, de 11 de marg¢o

Despacho n.2 3027/2021

Sadde - Gabinete da Ministra

Determina a constituicdo de uma task force de ciéncias comportamentais aplicada
ao contexto da pandemia de COVID-19

Despacho n.2 2922/2021

Defesa Nacional e Satde - Gabinetes da Secretaria de Estado de Recursos
Humanos e Antigos Combatentes e do Secretario de Estado Adjunto e da Sadde
Determina a constituicdo de uma task force para a promocao do «Plano de
Operacionalizacdo da Estratégia de Testagem em Portugal», integrada por um
nucleo de coordenacao e por entidades de apoio técnico

Deliberacao n.2 270/2021

Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de
Saude, |. P.

Altera o anexo a Portaria n.2 1471/2004, de 21 de dezembro (dimensio das
embalagens dos medicamentos comparticipaveis), e revoga a Deliberagdo n.2
054/CD/2014, de 30 de abril (nota: o anexo a deliberacdo nao foi, por lapso,
publicado em DR. Assim que tivermos acesso ao anexo, circularemos).
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https://dre.pt/web/guest/home/-/dre/159432418/details/maximized?serie=I&day=2021-03-13&date=2021-03-01
https://dre.pt/web/guest/home/-/dre/159432419/details/maximized?serie=I&day=2021-03-13&date=2021-03-01
https://dre.pt/web/guest/home/-/dre/159432400/details/maximized?serie=I&day=2021-03-12&date=2021-03-01
https://dre.pt/web/guest/pesquisa/-/search/159304330/details/normal?l=1
https://dre.pt/web/guest/home/-/dre/159762997/details/2/maximized?serie=II&parte_filter=31&day=2021-03-19&date=2021-03-01&filtrar=Filtrar&dreId=159678463
https://dre.pt/web/guest/home/-/dre/159607154/details/maximized?serie=II&parte_filter=31&day=2021-03-18&date=2021-03-01&dreId=159607149
https://dre.pt/web/guest/home/-/dre/159332940/details/2/maximized?serie=II&parte_filter=31&dreId=159332902
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INFARMED

DGS

APIFARMA

CEIC

Circular informativa Conjunta DGS/INFARMED de 12/03/2021

Esclarecimento da Dire¢ao-Geral da Saidde e do INFARMED, |.P. face a a¢ao das
autoridades dinamarquesas, norueguesas e islandesas de suspender
temporariamente a vacinagdo com a vacina contra a COVID-19 da AstraZeneca.

Circular Informativa N.2 33/CD/100.20.200 Data: 16/03/2021 - Sistema de
Precos de Referéncia - 22 Trimestre de 2021 (abril)

Deliberacdo N.2 38/CD/2021 Data: 11/03/2021 - Sistema de Precos de
Referéncia - 22 trimestre de 2021 (abril)

Circular Informativa N2 032/CD/550.20.001 de 12/03/2021 - COVID-19 -
Fabricantes nacionais de mascaras cirurgicas sem marca¢do CE Decreto-Lei 14-
E 2020, de 13 de abril - Alargamento do prazo previsto para inicio dos
procedimentos de avaliagao de conformidade - marcagao CE

Primeira "Escola de Verao" EATRIS-Plus em Medicina Personalizada

Comunicado de Imprensa - Vacina contra COVID-19 AstraZeneca:
Esclarecimento conjunto Direcao-Geral da Saude, INFARMED, I.P. e task-force

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de
Agosto - pedidos de autorizagdo de introdugao no mercado de medicamentos
genéricos.

Norma n2 009/2016 de 19/09/2016 atualizada a 19/03/2021
Selecao de Pessoas Candidatas a Dadiva de Sangue com Base na Avaliagdo de Risco
Individual

Estudo define as linhas vermelhas para intervencio na epidemia por COVID-19

Novo Cédigo de Conduta da APIFARMA

PUBLICACAO DOS DADOS ESTATISTICOS GLOBAIS DO ANO 2020
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https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/circular-informativa-conjunta-dgsinfarmed-de-12032021-pdf.aspx
https://www.infarmed.pt/documents/15786/4183417/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2021+%28abril%29/41acef75-0b5e-c125-fbb5-de77b2c345d0?version=1.1
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=%2Fweb%2Finfarmed&_101_assetEntryId=4272744&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_redirect%3D%252Fweb%252Finfarmed%26_3_keywords%3Ddelibera%25C3%25A7%25C3%25A3o%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
https://www.infarmed.pt/documents/15786/1558631/COVID-19+%C2%BFFabricantes+nacionais+de+m%C3%A1scaras+cir%C3%BArgicas+sem+marca%C3%A7%C3%A3o+CE+Decreto-Lei+14-E+2020%2C+de+13+de+abril+-+Alargamento+do+prazo+previsto+para+in%C3%ADcio+dos+procedimentos+de+avalia%C3%A7%C3%A3o+de+conformidade%C2%A0+-+marca%C3%A7%C3%A3o+CE/bf4cc173-1bb8-ee00-81bf-0c52cc5e262a?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4270039
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4271317
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0092016-de-19092016-pdf.aspx
https://www.dgs.pt/documentos-e-publicacoes/estudo-define-as-linhas-vermelhas-para-intervencao-na-epidemia-por-covid-19.aspx
https://www.apifarma.pt/salaimprensa/noticias/Paginas/Novo-Codigo-Conduta-Industria-Farmaceutica-Associacoes-Doentes.aspx
https://www.ceic.pt/web/ceic/noticias
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EMA

Medicinal Products for Human Use | News and press releases: COVID-19 Vaccine
AstraZeneca: benefits still outweigh the risks despite possible link to rare blood
clots with low blood platelets (updated)

Medicinal Products for Human Use | Minutes of the CAT meeting 20-22 January
2021 (new)

Other: EMA medical terms simplifier (new)

Medicinal Products for Veterinary Use | News and press releases: Meeting
highlights from the Committee for Medicinal Products for Veterinary Use
(CVMP) 16-18 March 2021

Medicinal Products for Human and Veterinary Use | Template or
form: Submission of day +25 /235 final product information annexes (human and
veterinary) - QRD Form 2 and checklist (updated)

Medicinal Products for Human Use | Template or form: QRD Appendix V -
Adverse-drug-reaction reporting details (updated)

Medicinal Products for Human Use | Work programme: CHMP work plan
2021 (new)

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

Medicinal Products for Human Use | Newsletter: Human medicines highlights -
March 2021 (new)

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

Medicinal Products for Human Use | Press briefing on the conclusion of the
investigation of COVID-19 Vaccine AstraZeneca and thromboembolic events by
the Pharmacovigilance Risk Assessment Committee (PRAC), Virtual meeting,
from 18/03/2021 to 18/03/2021

Medicinal Products for Human Use | Regulatory and procedural
guideline: Guidance on parallel consultation (updated)

Medicinal Products for Human Use | Minutes - PDCO minutes of the 26-29
January 2021 meeting (new)

Medicinal Products for Human Use | CHMP_ ORGAM minutes for the meeting on
7 September 2020 (new)

Medicinal Products for Human Use | Agenda - CAT agenda of the 17-18 March
2021 meeting (new)

Medicinal Products for Human Use | COVID-19 treatments: research and
development (updated)

Medicinal Products for Human Use | COVID-19 vaccines: research and
development (updated)

Medicinal Products for Human Use | Other: Decision of the Executive Director on
fee reductions for scientific advice requests on products for the prevention
and/or treatment of COVID-19 (new)

Medicinal Products for Veterinary Use | Programme - European Medicines
Agency / AnimalhealthEurope veterinary medicines info day 2021 (updated)
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https://www.ema.europa.eu/en/news/covid-19-vaccine-astrazeneca-benefits-still-outweigh-risks-despite-possible-link-rare-blood-clots
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-20-22-january-2021_en.pdf
https://www.ema.europa.eu/documents/other/ema-medical-terms-simplifier_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-veterinary-use-cvmp-16-18-march-2021
https://www.ema.europa.eu/documents/template-form/submission-day-25/235-final-product-information-annexes-human-veterinary-qrd-form-2-checklist_en.docx
https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/documents/work-programme/chmp-work-plan-2021_en.pdf
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/newsletter/human-medicines-highlights-march-2021_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-february-2021_en.pdf
https://www.ema.europa.eu/en/events/press-briefing-conclusion-investigation-covid-19-vaccine-astrazeneca-thromboembolic-events
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-parallel-consultation_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-26-29-january-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-orgam-minutes-meeting-7-september-2020_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-17-18-march-2021-meeting_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-research-development
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-research-development
https://www.ema.europa.eu/documents/other/decision-executive-director-fee-reductions-scientific-advice-requests-products-prevention/treatment-covid-19_en-0.pdf
https://www.ema.europa.eu/documents/agenda/programme-european-medicines-agency/animalhealtheurope-veterinary-medicines-info-day-2021_en.pdf
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EMA

OMS

Medicinal Products for Human Use | Scientific guideline: CHMP Safety Working
Party’s response to CMDh questions on chlorobutanol (new)

Medicinal Products for Human Use | News and press releases: Investigation of
COVID-19 Vaccine AstraZeneca and thromboembolic events continues

Medicinal Products for Human Use | Extraordinary meeting of the
Pharmacovigilance Risk Assessment Committee (PRAC): 18 March 2021, Virtual
meeting, from 18/03/2021 to 18/03/2021

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

Medicinal Products for Human Use | Minutes of the CAT meeting 2-4 December
2020 (new)

Medicinal Products for Human Use | Minutes of the HMPC 11-13 January 2021
meeting (new)

Medicinal Products for Human Use | Other: European Medicines Agency
pharmacovigilance system manual (updated)

Medicinal Products for Human Use | News and press releases: EMA's safety
committee continues investigation of COVID-19 Vaccine AstraZeneca and
thromboembolic events — further update

Medicinal Products for Human Use | Agenda - CVMP agenda of the 16-18 March
2021 meeting (new)

Medicinal Products for Human Use | COVID-19 guidance: assessment and
marketing authorisation (updated)

Medicinal Products for Human Use | Other: Labelling flexibilities for COVID-19
therapeutics (new)

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

Medicinal Products for Human Use | Clinical Trial Regulation (updated)

WHO statement on AstraZeneca COVID-19 vaccine safety signals

15 a 19 de margo de 2021


https://www.ema.europa.eu/documents/scientific-guideline/chmp-safety-working-partys-response-cmdh-questions-chlorobutanol_en.pdf
https://www.ema.europa.eu/en/news/investigation-covid-19-vaccine-astrazeneca-thromboembolic-events-continues
https://www.ema.europa.eu/en/events/extraordinary-meeting-pharmacovigilance-risk-assessment-committee-prac-18-march-2021
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/documents/minutes/minutes-cat-meeting-2-4-december-2020_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-hmpc-11-13-january-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-pharmacovigilance-system-manual_en.pdf
https://www.ema.europa.eu/en/news/emas-safety-committee-continues-investigation-covid-19-vaccine-astrazeneca-thromboembolic-events
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-16-18-march-2021-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/guidance-developers-companies/covid-19-guidance-assessment-marketing-authorisation
https://www.ema.europa.eu/documents/other/labelling-flexibilities-covid-19-therapeutics_en.pdf
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/research-development/clinical-trials/clinical-trial-regulation
https://www.who.int/news/item/17-03-2021-who-statement-on-astrazeneca-covid-19-vaccine-safety-signals
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COMISSAO
EUROPEIA

Statement following the European Medicines Agency review of the COVID-19
vaccine AstraZeneca

Minutes - 24th meeting of the Expert Group on Health Systems Performance
Assessment (HSPA) (18 February 2021)

Presentations - EC-DG SANTE/HMA-CTFG/EMA joint training on the Clinical
Trials Regulation (EU) 536/2014 (9-10 March 2021)

Commission Statement on BioNTech-Pfizer top-up for Quarter 2 deliveries

Call for expression of interest — Members representing non-governmental
organisations in the Advisory Forum of the European Centre for Disease
Prevention and Control (ECDC)

Guidance on state of the art of COVID-19 rapid antibody tests

Health and Food Safety Newsletter - EU4Health: The backing for a strong
European Health Union

Questions and Answers on Custom-Made Devices

Registrations open until 20 March 2021 - Information webinar for the open
Service Contract for the Provision of Joint Health Technology Assessment (HTA)
Work Supporting the Continuation of EU Cooperation on HTA (25 March 2021)
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https://ec.europa.eu/commission/presscorner/detail/en/STATEMENT_21_1248
https://ec.europa.eu/health/sites/health/files/systems_performance_assessment/docs/ev_20201218_mi_en.pdf
https://ec.europa.eu/health/human-use/events/ev_20210309_en
https://ec.europa.eu/commission/presscorner/detail/en/STATEMENT_21_1202
https://ec.europa.eu/health/security/consultations/2021_call_ecdc_advisoryforum_en
https://ec.europa.eu/health/sites/health/files/md_sector/docs/mdcg_2021-2_en.pdf
https://ec.europa.eu/newsroom/sante/newsletter-specific-archive-issue.cfm?archtype=specific&newsletter_service_id=2031&newsletter_issue_id=31083&page=1&fullDate=Mon%2015%20Mar%202021&lang=en
https://ec.europa.eu/health/sites/health/files/md_sector/docs/mdcg_2021-3_en.pdf
https://ec.europa.eu/eusurvey/runner/HTAwebinar

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.



