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LEGISLACAO

NACIONAL

EUROPEIA

Declaracdo n.2 6/2022
Assembleia da Republica )
Substituicdo de membro no Conselho Nacional de Etica para as Ciéncias da Vida

Decreto-Lei n.2 35/2022

Presidéncia do Conselho de Ministros

Integra o Laboratdrio de Analises de Dopagem no Instituto Nacional de Saude Doutor
Ricardo Jorge, I. P.

Portaria n.2 151/2022

Saude

Altera a Portaria n.2 331-B/2021, de 31 de dezembro, que define a metodologia de revisao
das Redes de Referenciacdo Hospitalar

Declaracéo n.2 4/2022
Assembleia da Republica ]
Substituicdo de membro no Conselho Nacional de Etica para as Ciéncias da Vida

Decisdo de Execucdo (UE) 2022/757 da Comissdo, de 11 de maio de 2022, que altera a
Decisdo de Execucdo (UE) 2021/1182 no que diz respeito as normas harmonizadas
relativas aos sistemas de gestdo da qualidade, & esterilizacdo e a aplicacdo da gestdo de
risco aos dispositivos médicos
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https://dre.pt/dre/detalhe/declaracao/6-2022-183691728
https://dre.pt/dre/detalhe/decreto-lei/35-2022-183691730
https://dre.pt/dre/detalhe/portaria/151-2022-183691733
https://dre.pt/dre/detalhe/portaria/331-b-2021-176907550
https://dre.pt/dre/detalhe/declaracao/4-2022-183672401
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.138.01.0027.01.POR&toc=OJ:L:2022:138:TOC
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REGULACAO

ECONOMIAE
TRANSICAO
DIGITAL,
FINANGCASE
SAUDE

Despacho n.2 6413/2022

Saude - Gabinete da Ministra

Designa, em regime de comissao de servico, por um periodo de cinco anos, renovavel por
igual periodo, a licenciada Anabela Mendes Garcia Barata para exercer o cargo de vogal do
conselho diretivo da Administragdo Regional de Saude de Lisboa e Vale do Tejo

Despacho n.2 6416/2022

Saude - Gabinete da Ministra
Delegacao de competéncias da Ministra da Saude no Secretario de Estado Adjunto e da
Saude e na Secretaria de Estado da Saude

Despacho n.2 6417/2022

Saude - Gabinete da Ministra
Define os eixos estratégicos da politica de recursos humanos do Servico Nacional de
Saude e cria os respetivos mecanismos de operacionaliza¢do

Despacho n.2 6224/2022

Saude - Gabinete da Ministra

Designa, em regime de comissao de servico, por um periodo de cinco anos, renovavel por
igual periodo, a licenciada Ana Margarida de Brito Pedroso para exercer o cargo de
secretaria-geral do Ministério da Saude

Despacho n.2 6225/2022

Saude - Gabinete da Ministra

Designa, em regime de comissao de servico, por um periodo de cinco anos, renovavel por
igual periodo, o licenciado Fernando Elisio Pedrosa Cravo para exercer o cargo de vogal do
conselho diretivo da Administragdo Regional de Saude do Centro, I. P.

Despacho n.2 6226/2022

Saude - Gabinete da Ministra

Designa, em regime de comissao de servico, por um periodo de cinco anos, renovavel por
igual periodo, a licenciada Maria Clara Vieira de Castro Cabanas para exercer o cargo de
vice-presidente do conselho diretivo da Administracdo Regional de Salde do Norte, |. P.

Despacho n.2 6091/2022
Saude - Direcao-Geral da Satude
Nomeagdo do diretor do programa para a area da diabetes

Portaria n.2 514/2022

Financas e Sadude - Gabinetes da Ministra da Saude e da Secretaria de Estado do
Orcamento

Autoriza a Direcao-Geral da Saude a assumir um encargo plurianual referente a atribuicéo
de apoios financeiros a instituigdes sem fins lucrativos

16 a 20 de maio de 2022


https://dre.pt/dre/detalhe/despacho/6413-2022-183757884
https://dre.pt/dre/detalhe/despacho/6416-2022-183757887
https://dre.pt/dre/detalhe/despacho/6417-2022-183757888
https://dre.pt/dre/detalhe/despacho/6224-2022-183641001
https://dre.pt/dre/detalhe/despacho/6225-2022-183641002
https://dre.pt/dre/detalhe/despacho/6226-2022-183641003
https://dre.pt/dre/detalhe/despacho/6091-2022-183584366
https://dre.pt/dre/detalhe/portaria/514-2022-183476376
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REGULAGCAO

INFARMED

DGS

HMA

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 051/CD/100.20.200 | Novas funcionalidades SMUH-AIM e SMUH-
ALTER e indisponibilidade dos sistemas

Circular Informativa 047/CD/100.20.200 | Atualizagao das listas previstas no
Regulamento sobre notificacdo prévia de transagdes de medicamentos para o exterior do
pals

Deliberacdo n.2 42/CD/2022 | Atualizacdo da lista de grupos homogéneos e precos de
referéncia

Noticias

Hoje assinala-se o Dia Internacional dos Ensaios Clinicos

Infarmed Newsletter 16.maio.2022

Normas e Circulares Normativas

Norma n2 002/2021 de 30/01/2021 atualizada a 13/05/2022 | Campanha de Vacinagao
Contra a COVID-19

Orientacdes e Circulares Informativas

Orientac&o n? 022/2020 de 01/05/2020 atualizada a 19/05/2022 | COVID-19:
Procedimentos em Clinicas, Consultédrios ou Servicos de Salde Oral dos Cuidados de
Salde Primarios, Setor Social e Privado

Orientacio n? 031/2020 de 13/06/2020 atualizada a 19/05/2022 | COVID-19:
Estabelecimentos Termais

Orientac&o n2 033/2020 de 29/06/2020 atualizada a 19/05/2022 | COVID-19: Sistemas
AVAC (Aquecimento, Ventilagcdo e Ar Condicionado) nas Unidades de Prestac&o de
Cuidados de Saude

Newsletter

Newsletter DGS n.2 172 de 2022-05-16

NEW -17-19 May CMDh Agenda
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https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/5261813/Novas+funcionalidades+SMUH-AIM+e+SMUH-ALTER+e+indisponibilidade+dos+sistemas/7c5ce00c-576f-f2e4-8bf3-fe2a4cb61758
https://www.infarmed.pt/documents/15786/5261813/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/e0b1dc23-d2e0-339d-a0af-da65877279d3?version=1.0
https://www.infarmed.pt/documents/15786/5355901/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+trimestre+de+2022+%28junho%29/9b742198-a83f-b9c5-db4e-648dc079c355
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6417237
http://app10.infarmed.pt/newsletter/204/index.html
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/orientacoes-e-circulares-informativas/orientacao-n-0222020-de-01052020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0312020-de-13062020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0332020-de-29062020-pdf.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2022_05_CMDh_Agenda.pdf
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EMA

Quality and Safety | Report: Annual Report of the Good Clinical Practice
Inspectors’ Working Group 2020

ISO | Other: Mandatory use of ISO ICSR/ICH E2B(R3) and EDQM terminology for
Dosage Forms (DF) and Routes of Administration (RoA) (updated)

Data Analytics | Other: Monitoring of medical literature and the entry of relevant
information into the EudraVigilance database by the European Medicines Agency
- EMBASE (updated)

Medicinal Products for Human Use | Report: Medicinal products for human use:
monthly figures - April 2022

Medicinal Products for Veterinary Use | Data requirements for multi-strain
dossiers for inactivated veterinary vaccines (updated)

Medicinal Products for Veterinary Use | Procedural advice for veterinary vaccine
antigen master file (VAMF) certification (updated)

Medicinal Products for Veterinary Use | Procedural advice for vaccine platform
technology master file (vPTMF) certification

Clinical Trials | Clinical trials in human medicines (updated)

Clinical Trials | Clinical Trials Requlation: progress on implementation

Clinical Trials | Other: Key performance indicators (KPIs) to monitor the European
clinical trials environment

Medicinal Products for Human Use | Clinical investigation of medicinal products in
the treatment or prevention of diabetes mellitus (updated)

Medicinal Products for Veterinary Use | Environmental impact assessment for
veterinary medicinal products in support of the VICH guidelines GL6 and

GL 38 (updated)

Medicinal Products for Veterinary Use | Other: Questions and answers:
implementation of CVMP guideline on environmental impact assessment for
veterinary medicinal products in support of the VICH quidelines GL6 (Phase |) and
GL38 (Phase Il) (updated)

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

2022 (updated)

Corporate | External whistleblowing policy (updated)

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

Herbal Medicinal Products | Committee for Herbal Medicinal Products (HMPCQ): 28—
30 March 2022, from 28/03/2022 to 30/03/2022 (updated)

Medicinal Products for Human Use | Minutes: Minutes of the HMPC 28-30 March
2022 meeting

Events | European Medicines Agency and Federation of Veterinarians of Europe
(EVE) webinar on the Union Product Database, Online, 11:30-13:00 Amsterdam
time (CEST), from 27/06/2022 to 27/06/2022

Medicinal Products for Human Use | Report: COMP meeting report on the review
of applications for orphan designation: May 2022
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https://www.ema.europa.eu/documents/report/annual-report-good-clinical-practice-inspectors-working-group-2020_en.pdf
https://www.ema.europa.eu/documents/other/mandatory-use-iso-icsr/ich-e2br3-edqm-terminology-dosage-forms-df-routes-administration-roa_en.pdf
https://www.ema.europa.eu/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-april-2022_en.pdf
https://www.ema.europa.eu/en/data-requirements-multi-strain-dossiers-inactivated-veterinary-vaccines
https://www.ema.europa.eu/en/procedural-advice-veterinary-vaccine-antigen-master-file-vamf-certification
https://www.ema.europa.eu/en/procedural-advice-vaccine-platform-technology-master-file-vptmf-certification
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-regulation/clinical-trials-regulation-progress-implementation
https://www.ema.europa.eu/documents/other/key-performance-indicators-kpis-monitor-european-clinical-trials-environment_en.pdf
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-prevention-diabetes-mellitus
https://www.ema.europa.eu/en/environmental-impact-assessment-veterinary-medicinal-products-support-vich-guidelines-gl6-gl38
https://www.ema.europa.eu/documents/other/questions-answers-implementation-cvmp-guideline-environmental-impact-assessment-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal_en-0.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/external-whistleblowing-policy
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-e-11-13-april-2022_en.pdf
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-28-30-march-2022
https://www.ema.europa.eu/documents/minutes/minutes-hmpc-28-30-march-2022-meeting_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-federation-veterinarians-europe-fve-webinar-union-product-database
https://www.ema.europa.eu/documents/report/comp-meeting-report-review-applications-orphan-designation-may-2022_en.pdf
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Pharmacovigilance | Good pharmacovigilance practices (updated)

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)

Events | Clinical Trials Information System (CTIS) bitesize talk: Transitional trials
and additional Member State concerned (MSC) application , Online, 14:00 - 15:30
Amsterdam time (CEST), from 23/06/2022 to 23/06/2022

Clinical Trials Information System | Other: Speakers' biographies - Clinical Trials
Information System (CTIS) bitesize talk: Transitional trials and additional Member
State concerned (MSC) application

Medicinal Products for Human Use | Agenda: Agenda - PDCO agenda of the 17-20
May 2022 meeting

Partners & Networks | Healthcare Professionals’ Working Party (updated)

Systems | EMA-hosted virtual meetings (updated)

Partners & Networks | Patients’ and Consumers’ Working Party (updated)

SMEs Newsletter | Newsletter: News bulletin for small and medium-sized
enterprises - Issue 55

Clinical Trials Information System | Other: Clinical trials information system - Key
information for sponsors on CTIS (updated)

Events | Virtual live hands-on training course for clinical trials sponsors using
EudraVigilance system , Online, 09:00 - 18:00 Amsterdam time (CEST), from
05/10/2022 to 07/10/2022

Events |Virtual live hands-on training course for clinical trials sponsors using
EudraVigilance system, Online, 09:00 - 18:00 Amsterdam time (CET), from
30/11/2022 to 02/12/2022

Events |[Agenda: Agenda and registration form - Virtual live hands-on training
course for clinical trials sponsors using EudraVigilance system

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

International regulators and WHO | News and press releases: International
requlators and WHO: support healthcare professionals to enhance public
confidence in COVID-19 vaccines

Medicinal Products for Veterinary Use | Newsletter: Veterinary Medicinal Products
Regulation highlights - Issue 10

Clinical Trial Information System | Other: FAQs: How to evaluate an Initial Clinical
Trial Application: Assessment and Decision - CTIS Training Programme - Module

08 (updated)

Events | Digital application dataset integration (DADI) and Product Management
Service (PMS) webinar - Variations form for human medicinal products - What will
happen at go-live , Online, 10:00 - 12:00 Amsterdam time (CEST), from
16/05/2022 to 16/05/2022 (updated)

IRIS | Other: IRIS guide for applicants - How to create and submit scientific
applications, for industry and individual applicants (updated)
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https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/good-pharmacovigilance-practices
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/en/events/clinical-trials-information-system-ctis-bitesize-talk-transitional-trials-additional-member-state
https://www.ema.europa.eu/documents/other/speakers-biographies-clinical-trials-information-system-ctis-bitesize-talk-transitional-trials_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-17-20-may-2022-meeting_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/healthcare-professionals-working-party
https://www.ema.europa.eu/en/ema-hosted-virtual-meetings
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/patients-consumers-working-party
https://www.ema.europa.eu/documents/newsletter/news-bulletin-small-medium-sized-enterprises-issue-55_en.pdf
https://www.ema.europa.eu/documents/other/clinical-trials-information-system-key-information-sponsors-ctis_en.pdf
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-2
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-3
https://www.ema.europa.eu/documents/agenda/agenda-registration-form-virtual-live-hands-training-course-clinical-trials-sponsors-using_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/news/international-regulators-who-support-healthcare-professionals-enhance-public-confidence-covid-19
https://www.ema.europa.eu/documents/newsletter/veterinary-medicinal-products-regulation-highlights-issue-10_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis-training-programme_en.pdf
https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-product-management-service-pms-webinar-variations-form
https://www.ema.europa.eu/documents/other/iris-guide-applicants-how-create-submit-scientific-applications-industry-individual-applicants_en.pdf
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EMA

COMISSAO
EUROPEIA

Medicinal Products for Human Use | Report: Applications for new human medicines
under evaluation by the CHMP: May 2022

Medicinal Products for Human Use | Agenda: Agenda - HMPC agenda of the 16-18
May 2022 meeting

Medicinal Products for Human Use | Committee for Medicinal Products for Human
Use (CHMP): 16-19 May 2022, European Medicines Agency, Amsterdam, the
Netherlands, from 16/05/2022 to 19/05/2022 (updated)

Medicinal Products for Human Use | Agenda: Agenda - CHMP agenda of the 16-19
May 2022 meeting

Medicinal Products for Veterinary Use | News and press releases: Meeting highlights
from the Committee for Veterinary Medicinal Products (CVMP) 10-12 May 2022

Medicinal Products for Veterinary Use | News and press releases: Gerrit Johan
Schefferlie elected new Chair of EMA Committee for Veterinary Medicinal Products

(CVMP)

Medicinal Products for Human Use | Regulatory and procedural guideline: Public
consultation concerning the physical attendance and the location of personal
residency of the qualified person

Flash report - Joint Meeting of the Sub-group on Healthier Together - EU NCD Initiative
and Sub-group on Cancer (19 May 2022)

Minutes - 5th drafting group meeting on managing AMR across the health system (26

April 2022

Minutes - 3rd drafting group meeting on facing the impact of post-COVID-19 condition
on health systems (4 April 2022)

Members and observers of the Member State Coordination Group on HTA (HTACG)

Presentation and recording - Webinar on Implementing promising best practice(s) to
improve mental health and psychosocial wellbeing in migrant and refugee populations

New publication of Harmonised standards under the medical devices Regulations

HPP webinar - Open Virtual Meeting of the "Supporting Ukraine, neighbouring EU
Member States and Moldova" HPP Network (25 May 2022, 15.00-16.30)

HPP webinar - Access to financial services for persons with a history of cancer (30 May
2022,10.00-11.30 AM)

Flash report - Meeting of the Subgroup on Cancer (6 May 2022)

Speech by Commissioner Kyriakides to the European Alliance for Cardiovascular Health -
"Addressing cardiovascular health in a changed and changing world”

Keynote video speech by Commissioner Kyriakides to the MEP Digestive Health Group
and United European Gastroenterology - "Digestive Cancers: turning the tide through

prevention”

Coronavirus: Commission secures an agreement with BioNTech-Pfizer to adapt delivery
schedules to Member States' needs
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https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-may-2022_en.xlsx
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-agenda-16-18-may-2022-meeting_en.pdf
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-16-19-may-2022
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-16-19-may-2022-meeting_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-10-12-may-2022
https://www.ema.europa.eu/en/news/gerrit-johan-schefferlie-elected-new-chair-ema-committee-veterinary-medicinal-products-cvmp
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/public-consultation-concerning-physical-attendance-location-personal-residency-qualified-person_en.pdf
https://ec.europa.eu/health/latest-updates/flash-report-joint-meeting-sub-group-healthier-together-eu-ncd-initiative-and-sub-group-cancer-19-2022-05-20_en
https://ec.europa.eu/health/latest-updates/minutes-5th-drafting-group-meeting-managing-amr-across-health-system-26-april-2022-2022-05-19_en
https://ec.europa.eu/health/latest-updates/minutes-3rd-drafting-group-meeting-facing-impact-post-covid-19-condition-health-systems-4-april-2022-2022-05-19_en
https://ec.europa.eu/health/latest-updates/members-and-observers-member-state-coordination-group-hta-htacg-2022-05-19_en
https://ec.europa.eu/health/latest-updates/presentation-and-recording-webinar-implementing-promising-best-practices-improve-mental-health-and-2022-05-17_en
https://ec.europa.eu/health/latest-updates/new-publication-harmonised-standards-under-medical-devices-regulations-2022-05-17_en
https://ec.europa.eu/health/latest-updates/hpp-webinar-open-virtual-meeting-supporting-ukraine-neighbouring-eu-member-states-and-moldova-hpp-2022-05-17_en
https://ec.europa.eu/health/latest-updates/hpp-webinar-access-financial-services-persons-history-cancer-30-may-2022-1000-1130-am-2022-05-17_en
https://ec.europa.eu/health/latest-updates/flash-report-meeting-subgroup-cancer-6-may-2022-2022-05-16_en
https://ec.europa.eu/commission/presscorner/detail/en/SPEECH_22_3111
https://ec.europa.eu/commission/presscorner/detail/en/SPEECH_22_3104
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_3067

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.



