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NACIONAL

EUROPEIA

Resolucao do Conselho de Ministros n.2 49/2022

Presidéncia do Conselho de Ministros

Autoriza a realizacao da despesa pelas administra¢des regionais de salde com a aquisi¢ao
de vacinas contra a gripe

Decisdo Conselho, de 13 de junho de 2022, relativa a nomeacdo de guatro membros do
Conselho de Administracdo da Agéncia Europeia de Medicamentos

Regulamento de Execucdo (UE) 2022/925 da Comissdo, de 14 de junho de 2022, que
altera 0 anexo do Regulamento de Execucdo (UE) 2018/1882 no que diz respeito as
doencas listadas de animais aquaticos e a lista de espécies e grupos de espécies que
apresentam um risco consideravel para a propagacdo dessas doencas listadas
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https://dre.pt/dre/detalhe/resolucao-conselho-ministros/49-2022-184764704
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.233.01.0026.01.POR&toc=OJ:C:2022:233:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.160.01.0030.01.POR&toc=OJ:L:2022:160:TOC
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Despacho n.2 7566/2022

Saude - Gabinete da Ministra

Constitui os grupos técnicos para a elaboragdo das propostas de revisao das Redes de
Referenciac&o Hospitalar de cardiologia, cirurgia geral, cirurgia plastica, reconstrutiva e
estética, hematologia clinica, medicina nuclear, oncologia médica, pneumologia, psiquiatria
e salide mental, radioncologia e reumatologia

Aviso n.2 12052/2022
Ordem dos Psicélogos Portugueses
Regulamento que define o ato do psicélogo

Deliberacdo n.2 689/2022

Saude - Administragao Regional de Saude do Norte, I. P.

Nomeagao da responsavel regional do Plano das Deméncias, Dr.2 Maria Cristina de Castro
Brito Ramos Paz de Amorim

Deliberacdo n.2 690/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Designacdo dos membros da Comiss&o Regional de Salude para as Deméncias na
Administracdo Regional de Saide do Norte

Deliberacdo n.2 691/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Delegacao de competéncias do conselho diretivo nos diretores executivos, no ambito da
Administracdo Regional de Saude do Norte, |. P.

Deliberacdo n.2 692/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Delegacao de competéncias em cada um dos membros do conselho diretivo da
Administracdo Regional de Saude do Norte, |. P.

Despacho n.2 7478/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Delegacao de competéncias do presidente nos restantes membros do conselho diretivo da
Administracdo Regional de Salde do Norte

Publicac&o para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizagao de introdugdo no mercado de medicamentos genéricos.

Circulares e Deliberacdes

Circular Informativa 064/CD/100.20.200 de 14/06/2022 | Sistema de Precos de Referéncia
- 3.2 trimestre de 2022

Deliberacdo 054/CD/2022 de 08/06/2022 | Sistema de Precos de Referéncia - 3.2
trimestre de 2022

Circular Informativa 061/CD/100.20.200 de 09/06/2022 | Aposicao de Etiquetas em
Produtos Cosméticos

Noticias

Infarmed Newsletter N.2 206

Inicio da avaliacdo da vacina Comirnaty COVID-19 adaptada
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https://dre.pt/dre/detalhe/despacho/7566-2022-184827927
https://dre.pt/dre/detalhe/aviso/12052-2022-184762401
https://dre.pt/dre/detalhe/deliberacao/689-2022-184687809
https://dre.pt/dre/detalhe/deliberacao/690-2022-184687810
https://dre.pt/dre/detalhe/deliberacao/691-2022-184687811
https://dre.pt/dre/detalhe/deliberacao/692-2022-184687812
https://dre.pt/dre/detalhe/despacho/7478-2022-184687814
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/5261813/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+Trimestre+de+2022+%28julho%29/bee06ebc-db52-179e-bdc8-cb0f75b60c42
https://www.infarmed.pt/documents/15786/5355901/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+Trimestre+de+2022+%28julho%29/1a9a403f-eeb8-08e2-8522-bbf92b8c82ae
https://www.infarmed.pt/documents/15786/5261817/Aposi%C3%A7%C3%A3o+de+Etiquetasem+Produtos+Cosm%C3%A9ticos/524e20fa-7edd-79a4-13d2-1a2f4e47c3ea
http://app10.infarmed.pt/newsletter/206/index.html
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6609763
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Relatério de Farmacovigilancia: monitorizacdo da seguranca das vacinas contra a COVID-19
em Portugal (dados recebidos até 31 de maio de 2022)

Quadro regulamentar para dispositivos médicos e dispositivos médicos de diagndstico in
vitro - Implementacdo dos Regulamentos (UE) 2017/745 (MDR) e 2017/746 (IVDR)

INFARMED

Eventos

Manhas Informativas "Farmacovigilancia’ - Inscricées abertas | 28.06.2022 | Sessio hibrida
Inscrigdes até ao dia 24 de junho através do formulario.

Programa

SPMS Lista de Entrada em Vigor dos novos CPA 14-06-2022
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https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6609529
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6596444
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6596658
https://docs.google.com/forms/d/e/1FAIpQLSeLKCtu6MnXO6Lo97C9t-9PpIZr-e1cAgoUxL7fXsc_Ba-kBQ/viewform
https://www.infarmed.pt/documents/15786/5962161/Programa+das+MI+da+DGRM+de+28+de+junho+de+2022/77d79c71-3e49-9039-747f-4d53543d617f
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
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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, 25,

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, 21, Authorised (updated)

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): Spikevax (previously COVID-19 Vaccine Moderna), CX-024414 (single-
stranded, 5'-capped messenger RNA (mMRNA) 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, 23, Authorised (updated)

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19
vaccines - Safety update: 17 June 2022

Events | Eighth meeting of the industry stakeholder platform on the operation of the
centralised procedure for human medicine , Online, from 27/06/2022 to 27/06/2022

Data Management | Other: Article 57 product data (updated)

Corporate | Agenda: Agenda for the 116th meeting of the Management Board

Events | Virtual live hands-on training course for clinical trials sponsors using
EudraVigilance system , Online, 09:00 - 18:00 Amsterdam time (CEST), from 22/06/2022
to 24/06/2022 (updated)

Corporate | Management Board meeting: 15-16 June 2022 . European Medicines Agency,
Amsterdam, the Netherlands, from 15/06/2022 to 16/06/2022 (updated)

Corporate | Minutes: Minutes of the 115th meeting of the Management Board: 16-17
March 2022

Medicinal Products for Human Use | Regulatory and procedural guideline: List of
centrally authorised products requiring a notification of a change for update of
annexes (updated)

Events | Clinical Trials Information System (CTIS) webinar: Six months of CTIS and looking
forward, Online, 09:30-13:30 Amsterdam time (CEST), from 01/07/2021 to 01/07/2021

Events | Organisation Management System (OMS) Trouble Shooting Session for CTIS
users, Online, 14:00 - 15:00 Amsterdam time (CEST), from 30/06/2022 to 30/06/2022

Medicinal Products for Veterinary Use | Other: Validation checklist for initial marketing
authorisation applications - biologicals other than immunologicals (applicable to
submissions under Regulation (EU) 2019/6)

Events | Virtual live hands-on training course for clinical trials sponsors using
EudraVigilance system , Online, 09:00 - 13:30 Amsterdam time (CET), from 30/11/2022 to
02/12/2022
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https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccines-safety-update-17-june-2022_en.pdf
https://www.ema.europa.eu/en/events/eighth-meeting-industry-stakeholder-platform-operation-centralised-procedure-human-medicine
https://www.ema.europa.eu/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/documents/agenda/agenda-116th-meeting-management-board_en.pdf
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-1
https://www.ema.europa.eu/en/events/management-board-meeting-15-16-june-2022
https://www.ema.europa.eu/documents/minutes/minutes-115th-meeting-management-board-16-17-march-2022_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-webinar-six-months-ctis-looking-forward
https://www.ema.europa.eu/en/events/organisation-management-system-oms-trouble-shooting-session-ctis-users
https://www.ema.europa.eu/documents/other/validation-checklist-initial-marketing-authorisation-applications-biologicals-other-immunologicals/6_en.pdf
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-5
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Events | Virtual live hands-on training course for clinical trials sponsors using
EudraVigilance system , Online, 14:00 - 18:00 Amsterdam time (CEST), from 05/10/2022
to 07/10/2022

Medicinal Products for Human Use | News and press releases: Start of rolling review for
adapted Comirnaty COVID-19 vaccine

Corporate | Template or form: Declaration on the gualification of an enterprise as a micro,
small or medium-sized enterprise (SME) (updated)

Corporate | Template or form: Guidance for usage of application form related to Article 16
of the Staff Regulations (updated)

Medicinal Products for Human Use | Agenda: Agenda - CAT agenda of the 15-17 June
2022 meeting

Events | Mandatory use of ISO/ICH E2B(R3) individual case safety reporting in the EU:
hands-on training course on using the EudraVigilance system , Online, from 12/09/2022
10 16/09/2022

Events | Mandatory use of ISO/ICH E2B(R3) individual case safety reporting in the EU:
hands-on training course on using the EudraVigilance system , Online, from 10/10/2022
t0 14/10/2022

Events | Mandatory use of ISO/ICH E2B(R3) individual case safety reporting in the EU:
hands-on training course on using the EudraVigilance system , Online, from 24/10/2022
to 28/10/2022

Events | Mandatory use of ISO/ICH E2B(R3) individual case safety reporting in the EU:
hands-on training course on using the EudraVigilance system , Online, from 21/11/2022 to
25/11/2022

Events | Mandatory use of ISO/ICH E2B(R3) individual case safety reporting in the EU:
hands-on training course on using the EudraVigilance system , Online, from 05/12/2022
to 09/12/2022

Medicinal Products for Human Use | Other: Dates of 2023 Scientific Advice Working
Party (SAWP) meetings and submission deadlines scientific advice, protocol assistance,
qualification of biomarkers and EMA/EUnetHTA parallel consultation requests

Medicinal Products for Veterinary Use | Agenda: Agenda - CVMP agenda of the 14-16
June 2022 meeting

Big Data | Big Data Steering Group and industry stakeholders meeting , Online, from
30/05/2022 to 30/05/2022

Events | First industry standing group (ISG) meeting, Online, from 21/06/2022 to
21/06/2022

Medicinal Products for Human Use | EPAR - Steps taken after authorisation when a
cutoff date has been used: Evra : EPAR - Steps taken after authorisation when a cutoff
date has been used (updated)

Medicinal Products for Human Use | EPAR - Procedural steps taken before
authorisation: Evra : EPAR - Procedural steps taken before authorisation (updated)

Big Data | News and press releases: Big Data strateqy for veterinary medicines in the EU
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https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-4
https://www.ema.europa.eu/en/news/start-rolling-review-adapted-comirnaty-covid-19-vaccine
https://www.ema.europa.eu/documents/template-form/declaration-qualification-enterprise-micro-small-medium-sized-enterprise-sme_en.pdf
https://www.ema.europa.eu/documents/template-form/guidance-usage-application-form-related-article-16-staff-regulations_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-15-17-june-2022-meeting_en.pdf
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-reporting-eu-hands-training-course-using-22
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-reporting-eu-hands-training-course-using-23
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-reporting-eu-hands-training-course-using-24
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-reporting-eu-hands-training-course-using-25
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-reporting-eu-hands-training-course-using-26
https://www.ema.europa.eu/documents/other/dates-2022-scientific-advice-working-party-sawp-meetings-submission-deadlines-scientific-advice/eunethta-parallel-consultation-requests_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-14-16-june-2022-meeting_en.pdf
https://www.ema.europa.eu/en/events/big-data-steering-group-industry-stakeholders-meeting
https://www.ema.europa.eu/en/events/first-industry-standing-group-isg-meeting
https://www.ema.europa.eu/documents/steps-after-cutoff/evra-epar-steps-taken-after-authorisation-when-cutoff-date-has-been-used_en.pdf
https://www.ema.europa.eu/documents/procedural-steps/evra-epar-procedural-steps-taken-authorisation_en.pdf
https://www.ema.europa.eu/en/news/big-data-strategy-veterinary-medicines-eu
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Big Data | Big data (updated)

Data Elemetns Guideline | Other: Standard term lists mapping from Data Elements
Guideline (DEG) standard to VICH standard (updated)

Medicinal Products for Human Use | [nnovation in medicines (updated)

Medicinal Products for Human Use | Report: Faecal microbiota transplantation EU-IN
Horizon Scanning Report

Medicinal Products for Human Use | Minutes: Minutes of the COMP meeting on 15-17

March 2022

Events | European Medicines Agency (EMA) Patients’ and Consumers’ (PCWP) and
Healthcare Professionals' (HCPWP) Working Parties joint meeting , Online, from

01/06/2022 to 02/06/2022 (updated)

Pharmacovigilance | Other: EVVet3 EVWeb Production — Release notes (Release 1.3)

Pharmacovigilance | News and press releases: Meeting highlights from the
Pharmacovigilance Risk Assessment Committee (PRAC) 7-10 June 2022

Medicinal Products for Human Use | News and press releases: EMA recommends
withdrawal of marketing authorisation for amfepramone medicines

Pharmacovigilance | Pharmacovigilance (veterinary medicines) (updated)

Medicinal Products for Veterinary Use | Other: Recommended due dates (non-CAPs) for
submission of the annual statement: July 2022 to December 2022

Medicinal Products for Veterinary Use | Other: Recommended due dates for centrally
authorised products (CAPs) for the submission of the annual statements for the period:
July 2022 to December 2022 (updated)

Corporate | News and press releases: EMA publishes annual report 2021

Corporate | Annual reports and work programmes (updated)

SME | Report: Small and medium-sized enterprise (SME) Office annual report 2021

Events | Clinical Trials Information System (CTIS) bitesize talk: Deferral rules and Public
website, Online, 14:30 - 16:00 Amsterdam time (CET), from 20/07/2022 to 20/07/2022

Events | Meeting of the Executive Steering Group on Shortages and Safety of Medicinal
Products (MSSG) , Online, 10:00 - 11:30 Amsterdam time (CEST), from 11/05/2022 to
11/05/2022 (updated)

Medicinal Products for Human Use | Minutes: Minutes - Meeting of the Executive
Steering Group on Shortages and Safety of Medicinal Products (MSSQ)

Medicinal Products for Human Use | Agenda: Agenda - COMP agenda of the 14-16 June
2022 meetin

Medicinal Products for Human Use | Regulatory and procedural guideline: Compilation
of quality review of documents (QRD) on stylistic matters in product
information (updated)
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https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/documents/other/standard-term-lists-mapping-data-elements-guideline-deg-standard-vich-standard_en.xls
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines
https://www.ema.europa.eu/documents/report/faecal-microbiota-transplantation-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-15-17-march-2022_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-6
https://www.ema.europa.eu/documents/other/evvet3-evweb-production-release-notes-release-13_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-7-10-june-2022
https://www.ema.europa.eu/en/news/ema-recommends-withdrawal-marketing-authorisation-amfepramone-medicines
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/pharmacovigilance-veterinary-medicines
https://www.ema.europa.eu/documents/other/recommended-due-dates-non-caps-submission-annual-statement-july-2022-december-2022_en.pdf
https://www.ema.europa.eu/documents/other/recommended-due-dates-centrally-authorised-products-caps-submission-annual-statements-period-july_en.pdf
https://www.ema.europa.eu/en/news/ema-publishes-annual-report-2021
https://www.ema.europa.eu/en/about-us/annual-reports-work-programmes
https://www.ema.europa.eu/documents/report/small-medium-sized-enterprise-sme-office-annual-report-2021_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-deferral-rules-public-website
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg
https://www.ema.europa.eu/documents/minutes/minutes-meeting-executive-steering-group-shortages-safety-medicinal-products-mssg_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-comp-agenda-14-16-june-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/compilation-quality-review-documents-qrd-stylistic-matters-product-information_en.pdf
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Medicinal Products for Human Use | Report: Medicinal products for human use: monthly
figures - May 2022

Medicinal Products for Human Use | Submitting annual reports on medicine
development (updated)

Medicinal Products for Human Use | Changing the name or address of a
sponsor (updated)

Medicinal Products for Human Use | Template or form: QRD Appendix Il - Medical
Dictionary for Regulatory Activities terminology to be used in section 4.8 'undesirable
effects’ of the summary of product characteristics (updated)

Medicinal Products for Human Use | Orphans: Requlatory and procedural guidance and

forms (updated

Medicinal Products for Human Use | Other: Procedural advice for post-orphan medicinal
product designation activities: Guidance for sponsors (updated)

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

Medicinal Products for Human Use | Transferring an orphan designation (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 Human Use | Regulatory and procedural guideline: Checklist for
sponsors applying for the transfer of Orphan Medicinal Product (OMP)
designation (updated)

Draft Opinion - Managing antimicrobial resistance across the health system

Stakeholder meeting - Monkeypox, information meeting and exchange of activities (17
June 2022, 12.15-14.00 CET)

Reqistration open - 2023 EU4Health Stakeholders’ Event (8 July 2022)

HERA secures vaccines for EUJ Member states in response to the monkeypox outbreaks

Agenda - 12th Plenary meeting of the Expert Panel (2019-2022) (23 June 2022)

Minutes - 4th drafting group meeting on facing the impact of post-COVID-19 condition
on health systems (13 May 2022)

Minutes - Meeting of the Coalition for Vaccination (20 May 2022)

MDCG 2022-11 - MDCG Position Paper: Notice to manufacturers to ensure timely
compliance with MDR reguirements

General Guidelines - Guidelines on the electronic exchange of health data under Cross-
Border Directive 2011/24/EU

ePrescription and eDispensation of Authorised Medicinal Products - Guidelines on the
electronic exchange of health data under Cross-Border Directive 2011/24/EU
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https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-may-2022_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/submitting-annual-reports-medicine-development
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/changing-name-address-sponsor
https://www.ema.europa.eu/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-terminology-be-used-section-48-undesirable_en.docx
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/applying-designation/orphans-regulatory-procedural-guidance-forms
https://www.ema.europa.eu/documents/other/procedural-advice-post-orphan-medicinal-product-designation-activities-guidance-sponsors_en.pdf
https://www.ema.europa.eu/documents/template-form/template-translations-required-submission-application-orphan-medicinal-product-designation_en.doc
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/transferring-orphan-designation
https://www.ema.europa.eu/documents/template-form/template-translations-required-submission-application-transfer-orphan-medicinal-product-designation_en-0.doc
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/checklist-sponsors-applying-transfer-orphan-medicinal-product-omp-designation_en.pdf
https://ec.europa.eu/health/latest-updates/draft-opinion-managing-antimicrobial-resistance-across-health-system-2022-06-16_en
https://ec.europa.eu/health/latest-updates/stakeholder-meeting-monkeypox-information-meeting-and-exchange-activities-17-june-2022-1215-1400-cet-2022-06-15_en
https://ec.europa.eu/health/latest-updates/registration-open-2023-eu4health-stakeholders-event-8-july-2022-2022-06-15_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_3674
https://ec.europa.eu/health/latest-updates/agenda-12th-plenary-meeting-expert-panel-2019-2022-23-june-2022-2022-06-14_en
https://ec.europa.eu/health/latest-updates/minutes-4th-drafting-group-meeting-facing-impact-post-covid-19-condition-health-systems-13-may-2022-2022-06-14_en
https://ec.europa.eu/health/latest-updates/minutes-meeting-coalition-vaccination-20-may-2022-2022-06-13_en
https://ec.europa.eu/health/latest-updates/mdcg-2022-11-mdcg-position-paper-notice-manufacturers-ensure-timely-compliance-mdr-requirements-2022-06-13_en
https://ec.europa.eu/health/latest-updates/general-guidelines-guidelines-electronic-exchange-health-data-under-cross-border-directive-201124eu-2022-06-10_en
https://ec.europa.eu/health/latest-updates/eprescription-and-edispensation-authorised-medicinal-products-guidelines-electronic-exchange-health-2022-06-10_en

N
‘L}XVIEIRADEALMEIDA VaA EXPERTISE

EMA

COMISSAO
EUROPEIA

Information Management | Regulatory and procedural guideline: Article 57 user
interface (Ul) installation guide: Installation of Article 57 Ul components and initial set

up (updated

Information Management | Other: eXtended EudraVigilance Medicinal Product
Dictionary (XEVMPD) Data-Entry Tool (EVWEB) user manual (updated)

Events | Committee for Herbal Medicinal Products (HMPC): 16-18 May 2022, Onling,
from 16/05/2022 to 18/05/2022 (updated)

Events | Paediatric Committee (PDCO): 22-25 March 2022 , Virtual meeting, from
22/03/2022 to 25/03/2022 (updated)

Clinical Trials Information System | Other: Quick guide - Introduction: How to evaluate
an Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme
- Module 08 (updated)

Clinical Trials Information System | Other: Quick guide - Part | : How to evaluate an
Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme -
Module O8 (updated)

Clinical Trials Information System | Other: Quick guide - Part Il : How to evaluate an
Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme -
Module 08 (updated)

Clinical Trials Information System | Other: Quick guide - Decision: How to evaluate an
Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme -
Module 08 (updated)

Clinical Trials Information System | Other: Quick guide - Introduction: CTIS for SMEs
and Academia - CTIS Training Programme - Module 19 (updated)

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

SCCS - Minutes of the Working Group meeting on Cosmetic Ingredients of 31 May - 1
June 2022

Minutes - 6th drafting group meeting on managing AMR across the health system (16

May 2022

Invitation and agenda - Hearing on Managing antimicrobial resistance across the
health system

Agenda and registration - Webinar: Healthier Together - EU Non-communicable
diseases initiative (22 June 2022)

Presentation - Stakeholder webinar: Healthier Together - EU NCD [nitiative (3 June
2022)

13 a 17 de junho de 2022


https://www.ema.europa.eu/documents/regulatory-procedural-guideline/article-57-user-interface-ui-installation-guide-installation-article-57-ui-components-initial-set_en.pdf
https://www.ema.europa.eu/documents/other/extended-eudravigilance-medicinal-product-dictionary-xevmpd-data-entry-tool-evweb-user-manual_en.pdf
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-16-18-may-2022
https://www.ema.europa.eu/en/events/paediatric-committee-pdco-22-25-march-2022
https://www.ema.europa.eu/documents/other/quick-guide-introduction-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-part-i-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis-training_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-part-ii-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-decision-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-introduction-ctis-smes-academia-ctis-training-programme-module-19_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines
https://ec.europa.eu/health/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-31-may-1-june-2022-2022-06-09_en
https://ec.europa.eu/health/latest-updates/minutes-6th-drafting-group-meeting-managing-amr-across-health-system-16-may-2022-2022-06-08_en
https://ec.europa.eu/health/latest-updates/invitation-and-agenda-hearing-managing-antimicrobial-resistance-across-health-system-2022-06-08_en
https://ec.europa.eu/health/latest-updates/agenda-and-registration-webinar-healthier-together-eu-non-communicable-diseases-initiative-22-june-2022-06-07_en
https://ec.europa.eu/health/latest-updates/presentation-stakeholder-webinar-healthier-together-eu-ncd-initiative-3-june-2022-2022-06-03_en
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15th update - Common list of COVID-19 rapid antigen tests

EU Digital COVID Certificate: Commission welcomes political agreement on one

- year extension
COMISSAO
EUROPEIA European Commission and United States sign cooperation arrangement on

preparedness and response to public health threats

SCCS - Minutes of the Working Group meeting on Cosmetic Ingredients of 31 May
-1 June 2022

13 a 17 de junho de 2022


https://ec.europa.eu/health/latest-updates/15th-update-common-list-covid-19-rapid-antigen-tests-2022-06-10_en
https://ec.europa.eu/commission/presscorner/detail/en/IP_22_3695
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_3203
https://ec.europa.eu/health/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-31-may-1-june-2022-2022-06-09_en
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