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LEGISLACAO

Resolucdo do Conselho de Ministros n.2 41/2022

Presidéncia Do Conselho De Ministros

Prorroga a declara¢&o da situagdo de alerta, no Ambito da pandemia da doenca COVID-
19.

NACIONAL

11 a 14 de abril de 2022


https://dre.pt/dre/detalhe/resolucao-conselho-ministros/41-2022-182067751
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REGULACAO

INFARMED

DGS

SPMS

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

Circulares e Deliberacdes

Circular Informativa 033/CD/100.20.200 | Sistema de Precos de Referéncia - Aditamento
de novos grupos homogéneos

Noticias

NOTA INFORMATIVA - Recolha de lote da vacina Spikevax (Vacina Moderna COVID-19)

Infarmed distinguido nas comemoracdes do Dia Mundial da Satude

Relatério de Farmacovigilancia: monitorizacdo da seguranca das vacinas contra a COVID-
19 em Portugal (atualizacdo)

Eventos

Dia Internacional dos Ensaios Clinicos: Conferéncia "Investigacdo clinica em Portugal”:
inscricdes abertas e programa j& disponivel | 19.05.2022 | Porto | Programa | Inscricées

Newsletter

Newsletter DGS n.2 169 de 2022-04-11

Lista de Entrada em Vigor _11-04-2022 (Novos CPA)

Informacao de Detalhe do Procedimento 2022 / 10 | Material de penso de efeito
terapéutico
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http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/5261813/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2022+%28maio%29/75bb4f48-0ddc-406a-1eb1-7c3867d98a8e
https://www.infarmed.pt/documents/15786/5261809/NOTA+INFORMATIVA+-+Recolha+de+lote+da+vacina+Spikevax+%28Vacina+Moderna+COVID-19%29/1e21f077-d06a-a6cc-4e68-d8603f20fa73
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6181531
https://www.infarmed.pt/documents/15786/4268692/Relat%C3%B3rio+de+Farmacovigil%C3%A2ncia.+Monitoriza%C3%A7%C3%A3o+da+seguran%C3%A7a+das+vacinas+contra+a+COVID+19+em+Portugal+atualizado+31+de+mar%C3%A7o+de%C2%A0+2022/709e77f5-ab06-092d-338b-44c99586f796
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5895505
https://www.infarmed.pt/documents/15786/5962161/Programa+Dia+Mundial+do+Ensaio+Clinico/5726cb58-1efa-5f6a-216a-5208b88e69df
https://docs.google.com/forms/d/e/1FAIpQLSeFywr64kvoX5fELN_ApBzyaDTjzmTsi5AQsdgipGX3Orz-eQ/viewform
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=598
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REGULAGCAO

EMA

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Regkirona, Regdanvimab, COVID-19 virus infection, 12/11/2021, 2,
Authorised (updated)

Medicinal Products for Human Use | Report: HMPC meeting report on European
Union herbal monographs, guidelines and other activities - 28-30 March 2022

Medicinal Products for Human Use | Scientific guideline: Points to consider on the
impact of the war in Ukraine on methodological aspects of ongoing clinical trials

Medicinal Products for Human Use | Impact of the war in Ukraine on methodological
aspects of ongoing clinical trials

Medicinal Products for Human Use | Clinical trials in human medicines (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Comirnaty, Single-stranded, 5'-capped messenger RNA produced using
a cell-free in vitro transcription from the corresponding DNA templates, encoding the
viral spike (S) protein of SARS-CoV-2, COVID-19 virus infection, 21/12/2020, 24,
Authorised (updated)

Herbal medicinal products | Other: Compilation of terms and definitions for Cannabis-
derived medicinal products

Medicinal Products for Human Use | Regulatory and procedural guideline: Detailed
guidance on ICSRs in the context of COVID-19 - Validity and coding of
ICSRs (updated)

Medicinal Products for Human Use | Scientific publications (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Nuvaxovid, SARS-CoV-2 recombinant spike protein, COVID-19 virus
infection, 20/12/2021, 2, Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): COVID-19 Vaccine Janssen, adenovirus type 26 encoding the SARS-
CoV-2 spike glycoprotein (Ad26.COV2-S), COVID-19 virus infection, 11/03/2021, 18,
Authorised (updated)

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19
vaccines - Safety update: 13 April 2022

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Spikevax (previously COVID-19 Vaccine Moderna), CX-024414 (single-
stranded, 5'-capped messenger RNA (MRNA) produced using a cell-free in vitro
transcription from the corresponding DNA templates, encoding the viral spike (S)
protein of SARS-CoV-2), COVID-19 virus infection, 06/01/2021, 20,

Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Vaxzevria (previously COVID-19 Vaccine AstraZeneca), ChAdOx1-SARS-
COV-2, COVID-19 virus infection, 29/01/2021, 20, Authorised (updated)

Medicinal Products for Human Use | Frequently asked guestions about parallel
distribution (updated)
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https://www.ema.europa.eu/en/medicines/human/EPAR/regkirona
https://www.ema.europa.eu/documents/report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-28-30-march-2022_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/points-consider-impact-war-ukraine-methodological-aspects-ongoing-clinical-trials_en.pdf
https://www.ema.europa.eu/en/impact-war-ukraine-methodological-aspects-ongoing-clinical-trials
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/documents/other/compilation-terms-definitions-cannabis-derived-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/detailed-guidance-icsrs-context-covid-19-validity-coding-icsrs_en.pdf
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccines-safety-update-13-april-2022_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/parallel-distribution/frequently-asked-questions-about-parallel-distribution
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REGULACAO

EMA

Medicinal Products for Veterinary Use [Template or form: Particulars to appear on
the immediate package — combined label and package leaflet - with track-changes

Medicinal Products for Veterinary Use | Template or form: Particulars to appear on
the immediate package - combined label and package leaflet (updated)

PCWC and HCPWP | Minutes: Meeting summary - European Medicines Agency (EMA)
Patients' and Consumers' (PCWP) and Healthcare Professionals’ (HCPWP) Working
Parties joint meeting on 2-3 March 2022

Medicinal Products for Human Use | Report; PDCO meeting report of opinions on
paediatric investigation plans and other activities 22-25 February 2022

Medicinal Products for Human Use | Parallel joint scientific consultation with
regulators and health technology assessment bodies (updated)

Partners & Networks |Health technology assessment bodies (updated)

Partners & Networks | Work programme: European collaboration between regulators
and health technology assessment bodies - Joint work plan (2021-2023) between
EMA and European HTA bodies facilitated through EUnetHTA21

Partners & Networks INews and press releases; EMA and the EUnetHTA 21
consortium set priorities for their collaboration

Medicinal Products for Veterinary Use | Other: European Medicines Agency data
protection notice concerning the Veterinary Info Day meeting on 12-13 May 2022

Innovative Medicines Development | Template or form: Innovation Task Force (ITF)
briefing meeting request form (updated)

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

Procurement | Procurement (updated)

Procurement |Procurement: Ex ante publicity of a negotiated procedure -
EMA/2022/09/IT - Transfer of registration of 21 public domain names from the current
registrar and extension of their registration to 31/12/2024

IT | Regulatory and procedural guideline: RIS guide for applicants - How to create and
submit scientific applications, for industry and individual applicants (updated)

Clinical Trial Information System | Newsletter: CTIS newsflash - 8 April 2022

Medicinal Products for Human Use | Newsletter: Human medicines highlights - April
2022

Medicinal Products for Human Use | Agenda: Agenda - Enpr-EMA Coordinating
Group and networks meeting

Medicinal Products for Human Use | Agenda: Agenda - COMP agenda of the 11-13
April 2022 meeting

Clinical Trial Information System | Other: FAQs: How to create, submit and withdraw
a Clinical Trial Application - CTIS Training Programme - Module 10 (updated)
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https://www.ema.europa.eu/documents/template-form/particulars-appear-immediate-package-combined-label-package-leaflet-track-changes_en.pdf
https://www.ema.europa.eu/documents/template-form/particulars-appear-immediate-package-combined-label-package-leaflet_en.docx
https://www.ema.europa.eu/documents/minutes/meeting-summary-european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp_en-1.pdf
https://www.ema.europa.eu/documents/report/pdco-meeting-report-opinions-paediatric-investigation-plans-other-activities-22-25-february-2022_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance/parallel-joint-scientific-consultation-regulators-health-technology-assessment-bodies
https://www.ema.europa.eu/en/partners-networks/health-technology-assessment-bodies
https://www.ema.europa.eu/documents/work-programme/european-collaboration-between-regulators-health-technology-assessment-bodies-joint-work-plan-2021_en.pdf
https://www.ema.europa.eu/en/news/ema-eunethta-21-consortium-set-priorities-their-collaboration
https://www.ema.europa.eu/documents/other/european-medicines-agency-data-protection-notice-concerning-veterinary-info-day-meeting-12-13-may_en.pdf
https://www.ema.europa.eu/documents/template-form/innovation-task-force-itf-briefing-meeting-request-form_en.docx
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/about-us/procurement
https://www.ema.europa.eu/documents/procurement/ex-ante-publicity-negotiated-procedure-ema/2022/09/it-transfer-registration-21-public-domain-names-current-registrar-extension-their-registration-31/12/2024_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-applicants-how-create-submit-scientific-applications-industry-individual-applicants_en.pdf
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-8-april-2022_en.pdf
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-april-2022_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-enpr-ema-coordinating-group-networks-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-comp-agenda-11-13-april-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
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EMA

COMISSAO
EUROPEIA

Medicinal Products for Human Use | Agenda: Agenda - CAT agenda of the 11-13
April 2022 meeting

Medicinal Products for Veterinary Use | Agenda: Agenda - CVMP agenda of the
11-13 April 2022 meeting

Medicinal Products for Human Use | Paediatric medicines: Overview (updated)

Clinical Trial Information System | Other: Draft gquidance document on how to
approach the protection of personal data and commercially confidential
information in documents uploaded and published in the Clinical Trial Information

System (CTIS)

Ukraine: Commission allocates €9 million for mental health assistance of Ukrainian
refugees

Flash report - Meeting of the Subgroup on Cancer (24 March 2022)

Notice to Stakeholders EU-Turkey Customs Union Agreement in the field of medical
devices

Questions and Answers Document — Requlation (EU) 536/2014 — Version 6 April 2022)

Factsheet - Access to health care in EU countries for persons displaced from Ukraine

EU-UK relations: European Union ensures continued supply of medicines to Northern
Ireland, as well as Cyprus, Ireland and Malta

HPP webinar - Healthier Together: EU NCD Initiative (27 April 2022, 10.30-12.30 CET)

The EUDAMED NBs & Certificates module updated technical documentation is
available

The EUDAMED UDI/Devices module updated technical documentation is available

Flash report - Meeting of the Sub-group on the EU NCD Initiative (8 April 2022)

13th update - Common list of COVID-19 rapid antigen tests
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https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-11-13-april-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-11-13-april-2022-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/paediatric-medicines-overview
https://www.ema.europa.eu/documents/other/draft-guidance-document-how-approach-protection-personal-data-commercially-confidential-information_en.pdf
https://ec.europa.eu/health/latest-updates/ukraine-commission-allocates-eu9-million-mental-health-assistance-ukrainian-refugees-2022-04-13_en
https://ec.europa.eu/health/latest-updates/flash-report-meeting-subgroup-cancer-24-march-2022-2022-04-13_en
https://ec.europa.eu/health/latest-updates/notice-stakeholders-eu-turkey-customs-union-agreement-field-medical-devices-2022-04-13_en
https://ec.europa.eu/health/latest-updates/questions-and-answers-document-regulation-eu-5362014-version-6-april-2022-2022-04-13_en
https://ec.europa.eu/health/latest-updates/factsheet-access-health-care-eu-countries-persons-displaced-ukraine-2022-04-12_en
https://ec.europa.eu/commission/presscorner/detail/en/IP_22_2385
https://ec.europa.eu/health/latest-updates/hpp-webinar-healthier-together-eu-ncd-initiative-27-april-2022-1030-1230-cet-2022-04-11_en
https://ec.europa.eu/health/latest-updates/eudamed-nbs-certificates-module-updated-technical-documentation-available-2022-04-11_en
https://ec.europa.eu/health/latest-updates/eudamed-udidevices-module-updated-technical-documentation-available-2022-04-11_en
https://ec.europa.eu/health/latest-updates/flash-report-meeting-sub-group-eu-ncd-initiative-8-april-2022-2022-04-11_en
https://ec.europa.eu/health/latest-updates/13th-update-common-list-covid-19-rapid-antigen-tests-2022-04-08_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 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.



