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Resolucdo da Assembleia da Republica n.2 326/2021

Assembleia da Republica

Recomenda ao Governo a construcdo de uma unidade de satide no Alto do Seixalinho e a
atribuicdo de médico de familia a todos os utentes do Barreiro

Resolucao da Assembleia da Republica n.2 327/2021

Assembleia da Republica

Recomenda ao Governo a concretizacdo urgente do financiamento do novo hospital para
a Madeira

Resolucao da Assembleia Legislativa da Regido Auténoma da Madeira n.2 37/2021/M
Regidao Autonoma da Madeira - Assembleia Legislativa

Recomenda ao Governo Regional que, em fung¢do dos meios técnicos e dos recursos
humanos disponiveis, promova o Servico de Atendimento Urgente 24 horas nos Centros
de Saude de Santana e do Porto Moniz

Decreto Regulamentar Regional n.2 14/2021/M

Regidao Auténoma da Madeira - Presidéncia do Governo

Procede a primeira alteracdo ao Decreto Requlamentar Regional n.2 8/2018/M, de 26 de
junho, que regulamenta o regime de celebracao de Acordos de Faturagdo no Servigo
Regional de Saude

Lein.2 90/2021

Assembleia da Republica

Altera o regime juridico aplicAvel a gestacao de substitui¢do, alterando a Lei n.2 32/2006,
de 26 de julho, que regula a procriacao medicamente assistida

Lei n.2 88/2021
Assembleia da Republica
Regime transitério de obrigatoriedade do uso de mascara em espacos publicos

Resolucao da Assembleia da Republica n.2 322/2021
Assembleia da Republica
Recomenda ao Governo uma intervencao urgente no Centro Hospitalar do Oeste

Decreto-Lei n2116/2021

Presidéncia do Conselho de Ministros

Estabelece as condi¢des necessarias a concretizagdo dos investimentos previstos no Plano
de Recuperacao e Resiliéncia para a Rede Nacional de Cuidados Continuados Integrados e
a Rede Nacional de Cuidados Paliativos

Decreto-Lei n2 113/2021

Presidéncia do Conselho de Ministros

Estabelece os principios gerais e as regras da organizacao e funcionamento dos servicos
de salde mental

Declaracdo de Retificacdo n.2 41/2021

Presidéncia do Conselho de Ministros - Secretaria-geral

Retifica o Decreto-Lei n.2 104/2021, de 27 de novembro, que altera as medidas no ambito
da pandemia da doenga COVID-19

Regulamento de Execucdo (UE) 2021/2226 da Comissdo, de 14 de dezembro de 2021, que
estabelece as regras de execucdo do Regulamento (UE) 2017/745 do Parlamento Europeu
e do Conselho no gque diz respeito as instrucdes eletrénicas para utilizacdo de dispositivos
medicos
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https://dre.pt/dre/detalhe/resolucao-assembleia-republica/326-2021-176075682
https://dre.pt/dre/detalhe/resolucao-assembleia-republica/327-2021-176075683
https://dre.pt/dre/detalhe/resolucao-assembleia-legislativa-regiao-autonoma-madeira/37-2021-176075697
https://dre.pt/dre/detalhe/decreto-regulamentar-regional/14-2021-176075698
https://dre.pt/web/guest/pesquisa/-/search/115578265/details/normal?l=1
https://dre.pt/dre/detalhe/lei/90-2021-175983728
https://dre.pt/web/guest/pesquisa/-/search/539239/details/normal?l=1
https://dre.pt/dre/detalhe/lei/88-2021-175923956
https://dre.pt/dre/detalhe/resolucao-assembleia-republica/322-2021-175923958
https://dre.pt/dre/detalhe/decreto-lei/116-2021-175923961
https://dre.pt/dre/detalhe/decreto-lei/113-2021-175865938
https://temp.dre.pt/web/guest/home/-/dre/175780032/details/maximized
https://temp.dre.pt/web/guest/pesquisa/-/search/175043500/details/normal?l=1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.448.01.0032.01.POR&toc=OJ:L:2021:448:TOC
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Decisdo do Parlamento Europeu referente & ndo formulacdo de objecdes ao Regulamento
delegado da Comissdo, de 24 de marco de 2021, que altera o Regulamento (CE)

Nn.0 1234/2008 relativo a andlise das alteracdes dos termos das autorizacdes de introducdo
no mercado de medicamentos para uso humano e medicamentos veterinarios
(C(2021)01603 — 2021/2616(DEA))

Alteracdes aprovadas pelo Parlamento Europeu, em 29 de abril de 2021, sobre a proposta
de regulamento do Parlamento Europeu e do Conselho relativo a um quadro para

a emissdo, verificacdo e aceitacdo de certificados interoperaveis de vacinacao, testes

e recuperacao, afim de facilitar a livre circulacdo durante a pandemia de COVID-19
(Certificado Verde Digital) (COM(2021)0130 — C9-0104/2021 — 2021/0068(COD))
[Alteracio 25, exceto indicacdo em contrério]

Alteracdes aprovadas pelo Parlamento Europeu em 29 de abril de 2021, sobre a proposta de
regulamento do Parlamento Europeu e do Conselho relativa a um quadro para a emissao

a verificacdo e a aceitacdo de certificados interoperaveis de vacinacdo, de teste e de
recuperacao destinados aos nacionais de paises terceiros que permanecem ou residem
legalmente no territério dos Estados-Membros durante a pandemia de COVID-19
(Certificado Verde Digital) (COM(2021)0140 — C9-0100/2021 — 2021/0071(COD))
[Alteracdol, exceto indicacdo em contrério]

Despacho n.2 12310/2021

Saude - Gabinete do Secretario de Estado Adjunto e da Sadde

Determina a implementacao do programa de gestao do sangue do doente (PBM) nos
estabelecimentos hospitalares do Servigo Nacional de Salde e a criagdo da Comissao
Nacional para o Acompanhamento do Desenvolvimento e Operacionalizacao do Programa
de Gestao de Sangue do Doente

Despacho n.2 12311/2021

Salide - Administracdo Regional de Saude do Centro, I. P.

Designacao do enfermeiro gestor Antdnio Manuel Marques Ferreira Oliveira para
coordenador da equipa coordenadora regional da Rede Nacional de Cuidados Continuados
Integrados

Despacho n.2 12314/2021

Sadde - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, |. P.
Subdelegac¢do de competéncias do vice-presidente do conselho diretivo, Dr. Anténio Faria
Vaz, na diretora de Informacg&o e Planeamento Estratégico, Prof.2 Doutora Claudia Indira
Xavier Furtado

Despacho n.2 12315/2021

Sadde - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, |. P.
Subdelegac¢do de competéncias do vice-presidente do conselho diretivo, Dr. Anténio Faria
Vaz, na diretora de Produtos de Saude, Maria Judite Vilela Guerlixa Firmino das Neves
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https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.506.01.0151.01.POR&toc=OJ:C:2021:506:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.506.01.0218.01.POR&toc=OJ:C:2021:506:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.506.01.0237.01.POR&toc=OJ:C:2021:506:TOC
https://dre.pt/dre/detalhe/despacho/12310-2021-176063588
https://dre.pt/dre/detalhe/despacho/12311-2021-176063603
https://dre.pt/dre/detalhe/despacho/12314-2021-176063619
https://dre.pt/dre/detalhe/despacho/12315-2021-176063620
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Despacho n.2 12316/2021

Saldde - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I. P.
Subdelegac¢ao de competéncias do vice-presidente do conselho diretivo, Dr. Anténio
Faria Vaz, na diretora de Avaliagdo de Medicamentos, Dr.2 Marta Isabel Raposo
Marques Marcelino

Despacho n.2 12317/2021

Saldde - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, 1. P.
Subdelegacdo de competéncias do vice-presidente do conselho diretivo, Dr. Anténio
Faria Vaz, na diretora de Gestao do Risco de Medicamentos, Dr.2 Maria de Fatima
Morais Caldas Canedo

Despacho n.2 12318/2021

Saldde - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, 1. P.
Subdelegacdo de competéncias do vice-presidente do conselho diretivo, Dr. Anténio
Faria Vaz, no diretor de Gestao do Risco de Medicamentos, mestre Vitor Miguel
Nogueira Antunes

Despacho n.2 12171/2021

Finangas e Saude - Gabinetes dos Secretarios de Estado do Tesouro e da Saude
Designa os membros para o conselho fiscal do Centro Hospitalar de Lisboa Ocidental,
E. P. E, para o mandato de 2021-2023

Despacho n.2 12156/2021

Sadade - Gabinete da Ministra

Delega nos 6rgaos maximos de gestao dos servicos e estabelecimentos do Servigo
Nacional de Saide a competéncia para autorizar a constituicao de vinculo de emprego
a termo resolutivo incerto para a campanha em curso de administragao da vacina
COVID-19, a estabelecer com profissionais de saude

Despacho n.2 12125/2021

Finangas e Saude - Gabinetes dos Secretarios de Estado do Tesouro e da Saude
Determina a composicao do Conselho Fiscal do Centro Hospitalar e Universitario de
Coimbra, E. P. E,, para o mandato de 2021-2023

Despacho n.2 12099/2021

Sauade - Gabinete da Ministra

Determina que nos casos em que o exercicio de fun¢des se mostre indispensavel para
assegurar a vacinagao contra a COVID-19 os trabalhadores com vinculo ao Servico
Nacional de Saide podem acordar prestar trabalho suplementar em entidade distinta
daquela a cujo mapa de pessoal pertencem

Aviso (extrato) n.2 23010-B/2021

Saude - Administragcdo Central do Sistema de Saude, I. P.

Celebrado o contrato-programa para o triénio de 2021-2023 entre a Administragao
Central do Sistema de Saude, I. P., e a Servicos Partilhados do Ministério da Saude, E. P.
E.

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

Circulares e Deliberacdes

Circular Informativa 142/CD/2021 | Vacina COMIRNATY® 10ug/dose ( 5 a 11 anos) -
Condi¢des de conservagao
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https://dre.pt/dre/detalhe/despacho/12316-2021-176063621
https://dre.pt/dre/detalhe/despacho/12317-2021-176063622
https://dre.pt/dre/detalhe/despacho/12318-2021-176063623
https://dre.pt/dre/detalhe/despacho/12171-2021-176001902
https://dre.pt/dre/detalhe/despacho/12156-2021-175928706
https://dre.pt/dre/detalhe/despacho/12125-2021-175862974
https://dre.pt/dre/detalhe/despacho/12099-2021-175749726
https://dre.pt/dre/detalhe/aviso-extrato/23010-b-2021-175780044
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/3584301/Vacina+COMIRNATY+10%C2%B5g-dose+-+5+a+11+anos+-+Condi%C3%A7%C3%B5es+de+conserva%C3%A7%C3%A3o/aa113389-1476-b2ab-021f-598b74dc4422
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Circular informativa n.2 140/CD/100.20.200 | Sistema de Precos de Referéncia — 1.2
trimestre de 2022

Circular informativa n.2 138/CD/100.20.200 | Atualizagio das listas previstas no
Regulamento sobre notificagao prévia de transagées de medicamentos para o exterior
do pais

Noticias

Consulte as listas de laboratérios e farmacias que realizam testes rapidos antigénio
comparticipados

COVID-19 - EMA recomenda autorizacdo de dois medicamentos

Vacina Janssen: recomendacido da EMA sobre dose de reforco

Nova edicao do Boletim de Farmacovigilancia — Volume 25, n.2 10, outubro de 2021

Normas e Circulares Normativas

Norma n2 002/2021 de 30/01/2021 atualizada a 14/12/2021 | Campanha de Vacinacdo
Contra a COVID-19

Norma n2 006/2021 de 25/09/2021 atualizada a 14/12/2021 | Vacinag¢do contra a gripe.
Epoca 2021/2022.

Norma n2 008/2021 de 13/12/2021 | Campanha de Vacinagido contra a COVID-19 | Vacina
COMIRNATY® 10pg/dose - Formulacao Pediatrica para 5 a 11 anos de idade

Orientacdes e Circulares Informativas

Orientacdo n? 030/2020 de 29/05/2020 atualizada a 15/12/2021 | COVID-19: Atividade
Fisica, Espacos de Pratica de Exercicio Fisico, de Massagens e Clubes de Saude

Orientacio n2 028/2020 de 28/05/2020 atualizada a 09/12/2021 | COVID-19: Espacos e
eqguipamentos onde se praticam atividades culturais (interior e exterior)

Orientacdo n? 036/2020 de 25/08/2020 atualizada a 09/12/2021 | COVID-19: Eventos de
Desporto e Competi¢cdes Desportivas

Novos CPA - Lista de Entrada em Vigor 16-12-2021

Procedimento 2021 / 455 | AQUISICAO DE EQUIPAMENTO MEDICO PARA CUIDADOS

INTENSIVOS, VENTILACAO MECANICA E MONITORIZAGAO

UPDATE - National recommendations for requests to act as RMS

NEW - 14-16 December CMDh Agenda
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https://www.infarmed.pt/documents/15786/4183417/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+Trimestre+de+2022+%28janeiro%29/b138d88d-127f-2058-06a6-909ebbbc7887
https://www.infarmed.pt/documents/15786/4183417/Atualiza%C3%A7%C3%A3o+das+listas+previstas+no+Regulamento+sobre+notifica%C3%A7%C3%A3o+pr%C3%A9via+de+transa%C3%A7%C3%B5es+de+medicamentos+para+o+exterior+do+pa%C3%ADs+-+dezembro+2021/5061dc11-e102-8e53-4947-7959e5f79656
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4965202
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5092366
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5084037
https://www.infarmed.pt/documents/15786/4230446/Boletim+de+Farmacovigil%C3%A2ncia%2C+Volume+25%2C+n%C2%BA10%2C+outubro+de+2021%2C/af703ae6-dceb-8e40-046f-99e9f3968629
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0022021-de-30012021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0062021-de-250920211.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0082021-de-13122021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0302020-de-29052020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0282020-de-28052020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0362020-de-25082020-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=584
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/DCP/CMDh_020_2009_Rev31_12_2021_Decentralised_Procedure_-_Requests_to_act_as_RMS.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2021_12_CMDh_Agenda.pdf
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Medicinal Products for Veterinary Use | Report: Sales of veterinary antimicrobial
agents in 31 European countries in 2019 and 2020 - Trends from 2010 to 2020
Eleventh ESVAC report (updated)

Medicinal Products for Human Use | Other: Instructor’s quide: How to create, submit
and withdraw a Clinical Trial Application - CTIS Training Programme - Module

10 (updated

Medicinal Products for Human Use | Other: FAQs: How to create, submit and
withdraw a Clinical Trial Application - CTIS Training Programme - Module

10 (updated

Medicinal Products for Human Use | Other: Checklist of required fields per application
type - CTIS Training Programme - Module 10 (updated)

Medicinal Products for Human Use | Template or form: Appendix Ill b — Information to
be submitted with a notification of a serious breach - Guideline for the notification of
serious breaches of Requlation (EU) No 536/2014 or the clinical trial protocol

Medicinal Products for Veterinary Use | Other: Pharmacovigilance-related regulatory
recommendations for centrally authorised veterinary medicinal products during

2021 (updated)

Medicinal Products for Veterinary Use | Minutes: Minutes of the CVMP meeting of 3-4
November 2021

Medicinal Products for Human Use | Report: Heterologous primary and booster
COVID-19 vaccination - Evidence based requlatory considerations

Medicinal Products for Human Use | Other: Quick guide: How to manage a CT - CTIS
Training Programme - Module 05

Medicinal Products for Human Use | Other: Step-by-step guide: How to manage a CT
- CTIS Training Programme - Module 05

Medicinal Products for Human Use | Other: FAQs: How to manage a CT - CTIS
Training Programme - Module 05 (updated)

Medicinal Products for Human Use | Other: Instructor's quide: How to manage a CT -
CTIS Training Programme - Module 05 (updated)

Medicinal Products for Human Use | Template or form: Clinical Trial Information
System (CTIS) structured data form - Multi trial substantial modification (updated)

Medicinal Products for Human Use | News and press releases: EMA issues advice on
use of Paxlovid (PF-07321332 and ritonavir) for the treatment of COVID-19

Medicinal Products for Human Use | Template or form: Clinical Trial Information
System (CTIS) structured data form - Notifications (updated)

Medicinal Products for Human Use | Template or form: Clinical Trial Information
System (CTIS) structured data form - Annual Safety Report (ASR)

Medicinal Products for Human Use | Template or form: Clinical Trial Information
System (CTIS) structured data form - Request for information (RFI)

Medicinal Products for Human Use | Template or form: Clinical Trial Information
System (CTIS) list values
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https://www.ema.europa.eu/documents/report/sales-veterinary-antimicrobial-agents-31-european-countries-2019-2020-trends-2010-2020-eleventh_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/documents/other/checklist-required-fields-application-type-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/documents/template-form/appendix-iii-b-information-be-submitted-notification-serious-breach-guideline-notification-serious/2014-clinical-trial-protocol_en.docx
https://www.ema.europa.eu/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-3-4-november-2021_en.pdf
https://www.ema.europa.eu/documents/report/heterologous-primary-booster-covid-19-vaccination-evidence-based-regulatory-considerations_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-multi-trial-substantial-modification_en.xlsx
https://www.ema.europa.eu/en/news/ema-issues-advice-use-paxlovid-pf-07321332-ritonavir-treatment-covid-19
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-notifications_en.xlsx
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-annual-safety-report-asr_en.xlsx
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-request-information-rfi_en.xlsx
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-list-values_en.xlsx
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Medicinal Products for Human Use | Template or form: Clinical Trial Information
System (CTIS) structured data form - Initial application, additional Member State
Concerned, substantial modification, non-substantial modification (updated)

Medicinal Products for Human Use | News and press releases: Increase in
manufacturing capacity for COVID-19 vaccines from Janssen, Moderna and
BioNTech/Pfizer

Medicinal Products for Human Use | Other: FAQs: How to respond to Requests for
Information received during the evaluation of a Clinical Trial Application - CTIS
Training Programme - Module 11 (updated)

Medicinal Products for Human Use | Other: Instructor's quide: How to respond to
Requests for Information received during the evaluation of a Clinical Trial Application
- CTIS Training Programme - Module 11 (updated)

Medicinal Products for Human and Veterinary Use | News and press releases: EMA
launches the Reqgulatory Science Research Needs initiative

Medicinal Products for Human and Veterinary Use | Agenda: Agenda - Regulatory
science research needs (RSRN) launch event

Medicinal Products for Human Use | List of medicines under additional
monitoring (updated)

Medicinal Products for Human Use | News and press releases: COVID-19 Vaccine
Janssen: EMA recommendation on booster dose

Medicinal Products for Human Use | Minutes: Minutes - PDCO minutes of the 20-23
July 2021 meeting

EMA

Medicinal Products for Human and Veterinary Use | Other: Step-by-step guide: How
to respond to requests for information received during the evaluation of a Clinical
Trial Application - CTIS Training Programme - Module 11

Medicinal Products for Human and Veterinary Use | Other: Guide to CTIS training
material catalogue (updated)

Medicinal Products for Human and Veterinary Use | Other: Step-by-step guide :
Union Controls in CTIS - CTIS Training Programme - Module 21

Medicinal Products for Human and Veterinary Use | Other: FAQs : Union Controls in
CTIS - CTIS Training Programme - Module 21

Medicinal Products for Veterinary Use | Other: Release notes - production release
version 1.5.1-0O December 2021 - Veterinary Medicinal Products Requlation: Union
Product Database

Medicinal Products for Veterinary Use | Other: Example files - production release
version 1.5.1-0O December 2021 - Veterinary Medicinal Products Requlation: Union
Product Database

Medicinal Products for Human and Veterinary Use | Other: Step-by-step guide :
Create, submit and withdraw a clinical trial application and nonsubstantial
modifications - CTIS Training Programme - Module 10

Medicinal Products for Human and Veterinary Use | Other: FAQs: Introduction to CTIS
for public users - CTIS Training Programme - Module 22
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https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member_en.xlsx
https://www.ema.europa.eu/en/news/increase-manufacturing-capacity-covid-19-vaccines-janssen-moderna-biontech-pfizer
https://www.ema.europa.eu/documents/other/faqs-how-respond-requests-information-received-during-evaluation-clinical-trial-application-ctis_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-respond-requests-information-received-during-evaluation-clinical-trial_en.pdf
https://www.ema.europa.eu/en/news/ema-launches-regulatory-science-research-needs-initiative
https://www.ema.europa.eu/documents/agenda/agenda-regulatory-science-research-needs-rsrn-launch-event_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/en/news/covid-19-vaccine-janssen-ema-recommendation-booster-dose
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-20-23-july-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-how-respond-requests-information-received-during-evaluation-clinical-trial_en.pdf
https://www.ema.europa.eu/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-union-controls-ctis-ctis-training-programme-module-21_en.pdf
https://www.ema.europa.eu/documents/other/faqs-union-controls-ctis-ctis-training-programme-module-21_en.pdf
https://www.ema.europa.eu/documents/other/release-notes-production-release-version-151-0-december-2021-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/other/example-files-production-release-version-151-0-december-2021-veterinary-medicinal-products_en.zip
https://www.ema.europa.eu/documents/other/step-step-guide-create-submit-withdraw-clinical-trial-application-nonsubstantial-modifications-ctis_en.pdf
https://www.ema.europa.eu/documents/other/faqs-introduction-ctis-public-users-ctis-training-programme-module-22_en.pdf
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Medicinal Products for Human and Veterinary Use | Other: Quick quide: Introduction
to CTIS for public users - CTIS Training Programme - Module 22

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data in the Union Product
Database - Chapter 6: Examples for submission of legacy data (updated)

Medicinal Products for Human Use | Other: Register of deadlines to put a medicinal
product on the market In accordance with Article 33 of the Regulation (EC) No
1901/2006 of the European Parliament and of the Council of 12 December

2006 (updated)

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data - Chapter 2: Format
for the electronic submission of veterinary medicinal product information (updated)

Medicinal Products for Human Use | Agenda: Agenda - PDCO agenda of the 14-17
December 2021 meeting

Medicinal Products for Human Use | Minutes: Minutes of the COMP meeting 5-7
October 2021

Medicinal Products for Human Use | News and press releases: EMA reviewing new
data on effectiveness of Lagevrio (molnupiravir) for the treatment of COVID-19

Medicinal Products for Human and Veterinary Use | Newsletter: News bulletin for
small and medium-sized enterprises - Issue 54

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: The
revised checking process of mock-ups and specimens of outer/immediate labelling
and package leaflets in the centralised procedure for veterinary medicinal
products (updated)

EMA

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: Mock-
ups checklist - Guidance for checking mock-ups (updated)

Medicinal Products for Human and Veterinary Use | Other: Quick guide: How to use
the Organisation Management Service (OMS) - CTIS Training Programme - Module
03

Medicinal Products for Human and Veterinary Use | Newsletter: Clinical Trials
Information System (CTIS) highlights - December 2021

Medicinal Products for Human Use | Other: Questions and answers on labelling
flexibilities for COVID-19 vaccines (updated)

Medicinal Products for Human Use | Other: Timetable: Initial (Full) Marketing
Authorisation application accelerated assessment timetables (updated)

Medicinal Products for Human Use | Other: Timetable: Post-authorisation measures
(PAMSs) assessed by PRAC - ATMP (updated)

Medicinal Products for Human Use | Other: Timetable: Post-authorisation measure
(PAM) assessed by PRAC (updated)

Medicinal Products for Human Use | Other: Timetable: Type |l variation and
worksharing application assessment - ATMP (updated)
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https://www.ema.europa.eu/documents/other/quick-guide-introduction-ctis-public-users-ctis-training-programme-module-22_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-6_en.pdf
https://www.ema.europa.eu/documents/other/register-deadlines-put-medicinal-product-market-accordance-article-33-regulation-ec-no-1901/2006-european-parliament-council-12-december-2006_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-14-17-december-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting_en.pdf
https://www.ema.europa.eu/en/news/ema-reviewing-new-data-effectiveness-lagevrio-molnupiravir-treatment-covid-19
https://www.ema.europa.eu/documents/newsletter/news-bulletin-small-medium-sized-enterprises-issue-54_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/revised-checking-process-mock-ups-specimens-outer/immediate-labelling-package-leaflets-centralised-procedure-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/mock-ups-checklist-guidance-checking-mock-ups_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-how-use-organisation-management-service-oms-ctis-training-programme-module-03_en.pdf
https://www.ema.europa.eu/documents/newsletter/clinical-trials-information-system-ctis-highlights-december-2021_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-labelling-flexibilities-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en-0.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measures-pams-assessed-prac-atmp_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measure-pam-assessed-prac_en.pdf
https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-assessment-atmp_en.pdf
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Medicinal Products for Human Use | Other: Timetable: Type |l variation and
worksharing application monthly assessment (updated)

Medicinal Products for Human Use | Other: Timetable: Type |l variation and
worksharing application weekly assessment (updated)

Medicinal Products for Human Use | Other: Getting started with CTIS: Sponsor quick
quide

Medicinal Products for Human Use | Agenda: Agenda - CHMP agenda of the 13-16
December 2021 meeting

Medicinal Products for Human Use | PRAC recommendation on signal: PRAC
recommendations on signals adopted at the 25-28 October 2021 PRAC
meeting (updated)

Medicinal Products for Human Use | Other: Quick guide: User access management -
CTIS Training Programme - Module O3 (updated)

Medicinal Products for Human Use | Template or form: Template - Translations
required with the submission of an application for transfer of orphan medicinal
product designation (updated)

Medicinal Products for Veterinary Use | News and press releases: Meeting highlights
from the Committee for Medicinal Products for Veterinary Use (CVMP) 7-9 December
2021

Medicinal Products for Human and Veterinary Use | Regulatory and procedural
guideline: |IRIS guide to registration (updated)

Medicinal Products for Human Use | News and press releases: International requlators
stress continued need for COVID-19 therapeutics

Medicinal Products for Human Use | Minutes: Highlights - 16th industry stakeholder
platform - operation of European Union (EU) pharmacovigilance (updated)

Questions and answers (version 19) - Safety features for medicinal products for human use

Flash Report - Stakeholder Webinar on Healthier together — EU NonCommunicable
Diseases |nitiative (15 December 2021)

Flash report - Steering Group on Health Promotion, Disease Prevention and Management
of Non-Communicable Diseases (15 December 2021)

Speech by President von der L eyen at the European Parliament Plenary on the
preparation of the European Council and EU's response to the global resurgence of
COVID-19

SCCS - Preliminary Opinion open for comments on Revision of the scientific Opinion
(SCCS/1576/16) on Vitamin A (Retinol, Retinyl Acetate, Retinyl Palmitate) - deadline for
comments: 7 February 2022

2021 edition - State of Health in the EU’'s Companion Report

2021 edition - Country Health Profiles

The urgency of implementing swift and targeted public health measures to slow down and
contain the spread of the SARS-CoV-2 Omicron variant of concern
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https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-monthly-assessment_en.pdf
https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-weekly-assessment_en.pdf
https://www.ema.europa.eu/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-13-16-december-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-25-28-october-2021-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-user-access-management-ctis-training-programme-module-03_en.pdf
https://www.ema.europa.eu/documents/template-form/template-translations-required-submission-application-transfer-orphan-medicinal-product-designation_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-veterinary-use-cvmp-7-9-december-2021
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-registration_en.pdf
https://www.ema.europa.eu/en/news/international-regulators-stress-continued-need-covid-19-therapeutics
https://www.ema.europa.eu/documents/minutes/highlights-16th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance_en.pdf
https://ec.europa.eu/health/sites/default/files/files/falsified_medicines/qa_safetyfeature_en.pdf
https://ec.europa.eu/health/sites/default/files/non_communicable_diseases/docs/ev_20211215-2_flash_en.pdf
https://ec.europa.eu/health/sites/default/files/non_communicable_diseases/docs/ev_20211215_flash_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/SPEECH_21_6902
https://ec.europa.eu/health/sites/default/files/scientific_committees/consumer_safety/docs/sccs_o_261.pdf
https://ec.europa.eu/health/state/companion_report_en
https://ec.europa.eu/health/state/country_profiles_en
https://ec.europa.eu/health/sites/default/files/preparedness_response/docs/hsc_omicron_ph-measures_en.pdf
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