‘Yd&VIEIRA DE ALMEIDA
A

Lt 218 de marco de 2¢

I3S11Ld3dX3 VPA

)22




‘YLA{\\/IEIRADEALMEIDA ViA EXPERTISE

REGULACAO

ECONOMIAE
TRANSICAO
DIGITAL,
FINANGASE
SAUDE

INFARMED

Despacho n.2 3302/2022
Saude - Gabinete do Secretario de Estado Adjunto e da Sadde
Nomeia a Comissao de Regulamentacao e determina a sua composicao

Edital n.2 309/2022
Municipio de Ferreira do Alentejo
Regulamento de Comparticipagdo de Despesas com Medicamentos

Despacho n.2 3228/2022
Agricultura - Direcao-Geral de Alimentacao e Veterinaria
Tabela de custas nos processos de contraordenagado

Despacho n.2 3194/2022

Saude - Gabinetes dos Secretarios de Estado Adjunto e da Salde e da Saude
Define orientagdes no ambito da transferéncia de competéncias para os municipios,
freguesias e entidades intermunicipais, no dominio da saude

Deliberacdo n.2 326/2022

Saude - Administracao Central do Sistema de Salde, |. P.

Designacao, em regime de substitui¢do, da licenciada Sara dos Santos Magalhaes no
cargo de diretora do Departamento de Gest&o e Administracao Geral

Deliberacdo n.2 329/2022
Saude - Administracao Central do Sistema de Salde, |. P.
Cessacgao de fungdes da diretora do Departamento de Gestdo e Administragdo Geral

Deliberacdo n.2 327/2022

Saude - Administracao Central do Sistema de Salde, |. P.

Designacao, em regime de substituicdo, da licenciada Marta Joao Mesquita Pereira
Domingues Nunes no cargo de diretora do Departamento de Planeamento e Gest&o de
Recursos Humanos na Saude

Deliberacdo n.2 328/2022

Saude - Administracao Central do Sistema de Saude, |. P.

Cessagao de fungdes da diretora do Departamento de Planeamento e Gestao de Recursos
Humanos na Saude

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

Circulares e Deliberacdes

Circular Informativa 022/CD/100.20.200 de 14/03/2022 | Proibicao da utilizacdo de
ingredientes (Butylphenyl methylpropional e Piritiona de zinco) em produtos cosméticos

Noticias

Video e apresentacdes das Manhas Informativas sobre "Medicamentos Biossimilares” ja
disponiveis

14 a 18 de margo de 2022


https://dre.pt/dre/detalhe/despacho/3302-2022-180661618
https://dre.pt/dre/detalhe/edital/309-2022-180661983
https://dre.pt/dre/detalhe/despacho/3228-2022-180535639
https://dre.pt/dre/detalhe/despacho/3194-2022-180473847
https://dre.pt/dre/detalhe/deliberacao/326-2022-180473848
https://dre.pt/dre/detalhe/deliberacao/329-2022-180473851
https://dre.pt/dre/detalhe/deliberacao/327-2022-180473849
https://dre.pt/dre/detalhe/deliberacao/328-2022-180473850
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/5261817/Proibi%C3%A7%C3%A3o+da+utiliza%C3%A7%C3%A3o+deingredientes%28Butylphenyl+methylpropionale+Piritiona+de+zinco%29em+produtos+cosm%C3%A9ticos/fc77740e-075a-4240-f3bc-5c4b968fdd24
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5727102
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Normas e Circulares Normativas

Norma n2 002/2022 de 17/03/2022 | COVID-19: Condigao pos-COVID-19

Orientacdes e Circulares Informativas

Orientacdo n? 003/2022 de 15/03/2022 | COVID-19: Adequacdo das Medidas de Saude
Publica

DGS

Newsletter

Newsletter DGS n.2 164 de 2022-03-14

Informacdes

Informacdo n? 001/2022 de 14/03/2022 | 152 edicao anual do Prémio de Boas Praticas
em Salde®

SPMS ESTIMATIVAS EPOCA GRIPAL 2022 2023

HMA UPDATE - 25-27 January CMDh minutes

14 a 18 de margo de 2022


https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0022022-de-17032022-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0032022-de-15032022-pdf.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.dgs.pt/normas-orientacoes-e-informacoes/informacoes/informacao-n-0012022-de-14032022-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2022_01__CMDh_Minutes-_UPDATE.pdf
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Clinical Trials Information System| Clinical Trials Information System (CTIS): walk-in
clinic, Online, 16:00 - 17:00 Amsterdam time (CET), from 28/03/2022 to 28/03/2022

Data Analytics | Regulatory and procedural guideline: EudraVigilance registration
manual (updated)

Human Regulatory | Regulatory and procedural guideline: Guidance on parallel EMA /
EUnetHTA 21 Joint Scientific Consultation (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, 23,
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, 19,

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 | Human medicines European public assessment
report (EPAR): Vaxzevria (previously COVID-19 Vaccine AstraZeneca), ChAdOx1-SARS-
COV-2, COVID-19 virus infection, 29/01/2021, 19, Authorised (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, 1, Authorised (updated)

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

Medicinal Products for Human Use | Other: Letter of support for Sjdgren’s Tool for
Assessing Response (STAR)

Events | Seventh industry stakeholder platform on research and development support,
Online, from 23/11/2021 to 23/11/2021 (updated)

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)

Medicinal Products for Human Use | Supply shortage: Zerbaxa (ceftolozane /
tazobactam) supply shortage (updated)

IT | Other: EVVet3 EVWeb Production — Release notes (Release 1.0.1)

Corporate | News and press releases: EMA Management Board elects Lorraine Nolan
as chair

14 a 18 de margo de 2022


https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-registration-manual_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-parallel-ema/eunethta-21-joint-scientific-consultation_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
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/documents/covid-19-vaccine-safety-update/covid-19-vaccines-safety-update-17-march-2022_en.pdf
https://www.ema.europa.eu/documents/other/letter-support-sjogrens-tool-assessing-response-star_en.pdf
https://www.ema.europa.eu/en/events/seventh-industry-stakeholder-platform-research-development-support
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/documents/shortage/zerbaxa-ceftolozane/tazobactam-supply-shortage_en.pdf
https://www.ema.europa.eu/documents/other/evvet3-evweb-production-release-notes-release-101_en.pdf
https://www.ema.europa.eu/en/news/ema-management-board-elects-lorraine-nolan-chair
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Medicinal Products for Human Use | Agenda: Agenda - COMP agenda of the 15-17
March 2022 meeting

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

Medicinal Products for Human Use | Minutes: Minutes of the CHMP meeting 24-27
January 2022

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

Medicinal Products for Human Use | Work programme: PRAC work plan
2022 (updated)

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

Medicinal Products for Human Use | Q&A: Good clinical practice (GCP) (updated)

Data Analytics | Regulatory and procedural guideline: EudraVigilance - EVWEB user
manual - Version 1.6 Corr (updated)

Medicinal Products for Veterinary Use | Agenda: Agenda - CVMP agenda of the 15-
17 March 2022 meeting

Big Data | Report: Big Data Steering Group (BDSG): 2021 report

Big Data | Other: Membership list - HMA / EMA joint Big Data Steering
CGroup (updated

Clinical Trial Information System | Other:|nstructor's guide: Management roles and
permissions - CTIS Training Programme - Module 07 (updated)

Clinical Trial Information System | Other: Step-by-step guide (high level CTIS
administrator): Management of roles and permissions - CTIS training programme -
Module O7 (updated)

Clinical Trial Information System | Newsletter: CTIS newsflash - 11 March 2022

Human Regulatory | Good pharmacovigilance practices (updated)

Clinical Trial Information System | Other: FAQs: How to evaluate a CT application -
CTIS Training Programme - Module 06 (updated)

Medicinal Products for Human Use | Transparency: exceptional measures for COV|D-
19 medicines (updated)

Medicinal Products for Human Use | Paediatric Committee (PDCO): 12-15 October
2021, Virtual meeting, from 12/10/2021 to 15/10/2021 (updated)

Medicinal Products for Human Use | Minutes: Minutes - PDCO minutes of the 12-15
October 2021 meeting

Events | EMA reqgular press briefing on COVID-19, Online, from 17/03/2022 to
17/03/2022

14 a 18 de margo de 2022


https://www.ema.europa.eu/documents/agenda/agenda-comp-agenda-15-17-march-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-16-18-march-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-24-27-january-2022_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-115th-meeting-management-board-16-17-march-2022_en.pdf
https://www.ema.europa.eu/documents/work-programme/prac-work-plan-2022_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/compliance/good-clinical-practice/qa-good-clinical-practice-gcp
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-evweb-user-manual-version-16-corr_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-15-17-march-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/report/big-data-steering-group-bdsg-2021-report_en.pdf
https://www.ema.europa.eu/documents/other/membership-list-hma/ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-management-roles-permissions-ctis-training-programme-module-07_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-high-level-ctis-administrator-management-roles-permissions-ctis-training-programme_en.pdf
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-11-march-2022_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/good-pharmacovigilance-practices
https://www.ema.europa.eu/documents/other/faqs-how-evaluate-ct-application-ctis-training-programme-module-06_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/transparency-exceptional-measures-covid-19-medicines
https://www.ema.europa.eu/en/events/paediatric-committee-pdco-12-15-october-2021
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-12-15-october-2021-meeting_en.pdf
https://www.ema.europa.eu/en/events/ema-regular-press-briefing-covid-19-16
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Events | Data Quality Framework multi-stakeholder workshop, Online, from
07/04/2022 to 07/04/2022

EMA

Medicinal Products for Human Use INews and press releases: Meeting highlights
from the Pharmacovigilance Risk Assessment Committee (PRAC) 7-10 March 2022

New HSC agreement related to Common list of COVID-19 rapid antigen tests

HERA publishing calls for expression of interest to join Advisory Forum sub-groups

Flash report - Meeting of the Sub-group on the EU NCD Initiative (17 March 2022)

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

- Coronavirus response: monitoring of wastewater contributes to tracking coronavirus
COMISSAO and variants across all EU countries

EUROPEIA

Open Public Consultation- Final evaluation of the 3rd Health Programme 2014-2020

Remarks by Commissioner Kyriakides at the Informal Meeting of Health Ministers

Presentations and recording - HPP webinar: Thematic Network led by ENHA on
Integrated Nutrition Cancer Care (9 March 2022)

Minutes - 1st DG on facing the impact of post-COVID-19 condition on health systems
(8 February 2022)

14 a 18 de margo de 2022


https://www.ema.europa.eu/en/events/data-quality-framework-multi-stakeholder-workshop
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-7-10-march-2022
https://ec.europa.eu/health/latest-updates/new-hsc-agreement-related-common-list-covid-19-rapid-antigen-tests-2022-03-18_en
https://ec.europa.eu/health/latest-updates/hera-publishing-calls-expression-interest-join-advisory-forum-sub-groups-2022-03-18_en
https://ec.europa.eu/health/latest-updates/flash-report-meeting-sub-group-eu-ncd-initiative-17-march-2022-2022-03-18_en
https://ec.europa.eu/health/latest-updates/agenda-meeting-sub-group-eu-ncd-initiative-8-april-2022-2022-03-18_en
https://ec.europa.eu/health/latest-updates/coronavirus-response-monitoring-wastewater-contributes-tracking-coronavirus-and-variants-across-all-2022-03-17_en
https://ec.europa.eu/health/latest-updates/open-public-consultation-final-evaluation-3rd-health-programme-2014-2020-2022-03-16_en
https://ec.europa.eu/commission/presscorner/detail/en/SPEECH_22_1775
https://ec.europa.eu/health/latest-updates/presentations-and-recording-hpp-webinar-thematic-network-led-enha-integrated-nutrition-cancer-care-9-2022-03-14_en
https://ec.europa.eu/health/latest-updates/minutes-1st-dg-facing-impact-post-covid-19-condition-health-systems-8-february-2022-2022-03-14_en

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.



