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https://www.ema.europa.eu/en/news-events/whats-new 
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EMA: PSUR Worksharing
https://www.hma.eu/348.html
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EMA: EURD-Liste	
Periodic safety update reports (PSURs) | European Medicines Agency (europa.eu) 
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EMA: Additional Monitoring
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
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EMA: Signale
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/signal-management/prac-recommendations-safety-signals
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EUDRAVIGILANCE
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance
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EMA: PSUR Repository
http://esubmission.ema.europa.eu/psur/psur_repository.html
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PRAC: Agendas, minutes and highlights
https://www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights
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CHMP: Committee meeting reports
https://www.ema.europa.eu/en/committees/chmp/chmp-agendas-minutes-highlights[image: Ein Bild, das Text enthält.  Automatisch generierte Beschreibung]
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HMA: What’s new? 
http://www.hma.eu/186.html[image: Ein Bild, das Text enthält.  Automatisch generierte Beschreibung]
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EU-Kommission: Newly adopted Marketing Authorisation Decisions (last six months) 
http://ec.europa.eu/health/documents/community-register/html/reg_last.htm
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Union Register of medicinal products - Public health - European Commission (europa.eu) 
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BfArM: Aktuelles (Bereich Pharmakovigilanz) 
https://www.bfarm.de/DE/Aktuelles/Aus-den-Fachbereichen/Pharmakovigilanz-Aktuelles/_node.html
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BfArM: Liste der PRAC-Empfehlungen (Signale) zu Textanpassungen 
https://www.bfarm.de/SharedDocs/Downloads/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/textanpassung/Signalbewertung/Textanpassung_PRAC-Empfehlung.pdf;jsessionid=273312EE4CB9251D50EA670370B5AA87.1_cid344?__blob=publicationFile&v=5
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PEI: Aktuelles 
https://www.pei.de/DE/newsroom/hp-meldungen/hp-meldungen-node.html
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https://www.pei.de/DE/arzneimittelsicherheit/pharmakovigilanz/pharmakovigilanz-node.html;jsessionid=17D377557C6088DA4F715F210E76020F.2_cid344
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scheme and other substances contained in Nationally Authorised Products with DLP
synchronised in order to accommadate the outcome of the December 2012 EMA
Management Board meeting not to start the EY single assessment until further notice
of PSURs for active substances and combinations of active substances contained only
in nationally authorised medicinal products (NAPs).

Such active substances and combinations of active substances originally included in
the List of Union reference dates and frequency of submission of Periodic Safety
Update Reports (also called EURD list and defined as the tool to allow for the EY
single assessment of PSURS in Article 107¢ paragraphs (4) and (7) of Directive
2001/83/EC as amended) with Data Lock Points (DLPs) between 1 April 2013 and 31
August 2014, were removed from the EURD list and transferred to the new PSUR WS
list until they follow the EY single assessment procedure of PSURs.

MAHs were strongly advised to submit their PSURS in accordance with the List of
substances under BSUR Work Sharing scheme and other substances contained in
Nationally Authorised Products with DLP synchronised which was legally interpreted
s a "coordinated” national request addressed to MAHs in accordance with Article
107c (2) of Directive 2001/83/EG as amended.

With the introduction of the single PSUR assessment for NAPs at the end of 2014, the
lst has been superseded by the List of Union reference dates and frequency of
submission of Periodic Safety Update Reports (EURD list). A small number of work
sharing procedures are still ongoing and are listed in the Iatest version of the 'List of
substances under BSUR Work Sharing scheme and other substances contained in
Nationally Authorised Products with DLP synchronised’ - see link below:

- List of substances under PSUR Work Sharing scheme and other
substances contained in Nationally Authorised Products with DLP
synchronised-Excel [PDF version] (September 2016)

The EURD list should be followed for future data lock points.

Any comments or questions should be addressed via ASK EMA.

PSUR Work Sharing - Other guidance documents

- CMDh Best Practice Guide for Transitional Arrangements for PSUR Work
Sharing (January 2015) [Track version]
Annex 1 - Assessment report template (April 2014)
Annex 2 - Email templates
Annex 3 - Template for sending comments to P-RMS

Templates

- Templates for PSUR Work Sharing
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PRAC recommendations on safety signals

PRAC recommendations on signals adopted at the 4-7 July 2022 PRAC meeting (PDF/160.13 KB)
(new)

Adopted

First published: 01/08/2022
EMA/PRAC/610990/2022

PRAC recommendations on signals adopted at the 7-10 June 2022 PRAC meeting (PDF/154.79 kB)
Adopted

First published: 04/07/2022
EMA/PRAC/407574/2022

PRAC recommendations on signals adopted at the 2-5 May 2022 PRAC meeting (PDF/136.03 KB)

Adopted

EMA/PRAC/242991/2022

PRAC recommendations on signals adopted at the 4-7 April 2022 PRAC meeting (PDF/145.74 kB)
Adopted

First published: 02/05/2022
EMA/PRAC/201501/2022

PRAC recommendations on signals adopted at the 7-10 March 2022 PRAC meeting (PDF/317.17
KB)

Adopted ‘
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EudraVigilance is the system for managing and analysing information on suspected adverse
reactions to medicines which have been authorised or being studied in clinical trials in the
European Economic Area (EEA). The European Medicines Agency (EMA) operates the system
on behalf of the European Union (EU) medicines regulatory network.

Eudravigilance supports safe and effective use of medicines by facilitating:

« electronic exchange of individual case safety reports (ICSRs) between EMA, national competent
authorities (NCAs), marketing authorisation holders (MAHs) and sponsors of linical trials in the
EEA;

« early detection and evaluation of possible safety signals;

« better product information for medicines authorised in the EEA.

This electronic reporting is obligatory for marketing authorisation holders and sponsors of clinical trials.

The Eudrat

lance system includes:

« afully automated safety and message-processing mechanism using XML-based messaging;
« alarge pharmacovigilance database with query and tracking functions.

It complies with the formats and standards of the International Council on Harmonisation of Technical

Requirements for Registration of Pharmaceuticals for Human Use [ (ICH).

From 30 June 2022, it will be mandatory to report side effects to EudraVigilance using a data format
based on international standards set by the International Organization for Standardization (2 (IS0).
crease the data quality and analytical capabi

Two IS0 standards will apply:

« the Individual Case Safety Report (ICSR) standard (ISO 27953-2:2011) and the modalities on how
to implement this standard, as defined in the ICH E2B(R3) quideline 12 ;

« terminology on pharmaceutical dose forms and routes of administration (ISO/FDIS 11239:
in line with EMA's Referentials Management Service (RMS).

012),

These standards are referred to in Commission Implementing Regulation (EU) No 520/2012 2 on the
performance of pharmacovigilance activities, in articles 26(2)(a) and 25(1)(f) of chapter IV (‘Use of
terminology, formats and standards’).

EMA's Management Board endorsed this approach on 19 December 2019, based on a recommendation
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Guide and provide face-to-face and online training, including webinars, to address technical and -

operational questions during 2020.

For more information, see:

= [B Management Board announcement of mandatory use of 1SO ICSR format
- Data on medicines (SO IDMP standards): Overview

Mor

formaf

n on Eudravigilance and how to interact with the system

Registering and reporting ‘The EudraVigilance system
« Howto register « Eudravigilance system overview
« Electronic reporting « Eudravigilance change management
« Access to Eudravigilance data « Eudravigilance training
Security principles and responsibilties

EudraVigilance operational plan

To continue to support the new EudraVigilance (human) system with enhanced features for the
reporting and analysis of suspected adverse reactions, EMA's Pharmacovigilance Risk Assessment
Committee (PRAC) has adopted the EudraVigilance operational plan for 2020 to 2022.

‘The plan describes key activities and developments that will take place between 2020 and 2022 and
their impact on EudraVigilance and its stakeholder:

- [B Eudravigilance Operational Plan - Milestones 2020 to 2022
- [B Eudravigilance Operational Plan - Milestones 2018 to 2020

For more information on the new EudraVigilance (human) system, see EudraVigilance change
management and EudraVigilance training.

Release of data

EMA publishes data from EudraVigilance in the European database for suspected adverse drug reaction ‘
reports (2. -
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« [y Eudravigilance Operational Plan - Milestones 2020 to 2022
« [y Eudravigilance Operational Plan - Milestones 2018 to 2020
For more information on the new EudraVigilance (human) system, see EudraVigilance change
management and EudraVigilance training.
Release of data
EMA publishes data from EudraVigilance in the European database for suspected adverse drug reaction
reports 2.
The EudraVigilance access policy governs the level of access different stakeholder groups have to
adverse drug reactions reports.
Analysis of data
EMA and national competent authorities are responsible for regularly reviewing and analysing
EudraVigilance data to detect safety signals.
The Pharmacovigilance Risk Assessment Committee (PRAC) evaluates the safety signals detected in
EudraVigilance and may recommend regulatory action as a result.
For more information on how EMA interprets information on reported cases of suspected adverse
reactions, see:
« [ Guide on the interpretation of spontaneous case reports of suspected adverse reactions to
medicines
Annual reports
EMA publishes annual reports to provide a summary of the EudraVigilance-related activities the Agency
undertakes within the European medicines regulatory network and with stakeholders:
+ [ 2021 annual report on EudraVigilance for the European Parliament, the Council and the
Commission
+ [ 2020 annual report on EudraVigilance for the European Parliament, the Council and the
Commission
* [8 2019 annual report on Eudravigilance for the European Parliament, the Council and the
Commission
« [& 2018 annual report on Eudravigilance for the European Parliament, the Council and the
Commission
* [8 2017 annual report on EudraVigilance for the European Parliament, the Council and the
Commission ‘

= [ 2016 annual report on Eudravigilance for the European Parliament, the Council and the .
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) https;//esubmission.ema.europa.eu/psur/psur_repository.html A 0

PSUR Repository
PSUR Repository

“The PSUR repository i 2 singl, central patform for PSURS and related documents fo be used by al regulatory authorities and pharmaceutical companies n the EU. The PSUR Repository provides an important simpification for marketing authorisation holders allowing them {0 send all PSURS and related
‘submissions to 2 single recipient I also facltates the assessment by ensuring that NCAs, EMA and s scientfic committees have fimely and secure access {0 al rlevant documents. The PSUR Repository s infroduced by the EU pharmacovigilance legisiaton to faclfate the exchange of nformation on
the safety of authorised medicines betvieen regulators and pharmaceutcal companies and i supports both the PSUR Single Assessment Procedure (PSUSA), 2 govened by the EURD fst, 3 well as the pure NAP procedures where the actve substancef(s) are outside of the EURD st

45 of 13 June 2016 the use of the PSUR Repostory s mandatory. All PSURS for products authorised in Europe must now be submitted o the PSUR Repository (PSURS for products authorised under Art. 58 are excluded).
PSUR submissions to the Reposilory are made using the eSubmission Gateay/Web ient with the use of an XML delvery fle. The defvery fles are used to provide required metadata allowing the EMAto process the submissions. You can find the ik fo the fool o create the deiiery fil here. The XL
‘elvery fle must be included withn the submission package (1. in th relevant ZIP fie).

Itis essentialthat all MAHS, who have not reviously used the eSubmission Gatewiay / Web Clent, registr o use the eSubmission Gateway as soon as possible using the online regisiration form. Guidance on how 10 register can be found from the eSubmission Gateviay and Vieb Cient online registraion
guidance document. Exsting eSubmission GalewayVieb Client users do not need o re-register.

News

Previous nevs can be found here.

14-06-2022

A new version of the PSUR Repository Industry UI (xml delivery file UI) is now available
An updated version ofthe PSUR Repositry Idustry Ul (i efivery i user nferface)is now avaiable . The new version praides an update o the frameviork for the defivery fil user interface the PSUR Repositry UL The update fs mainly fechnical, providing a sight diferent ook and fel.
‘Adcitonaly. the anly technical changeisto imit the submission format to <CTD viich was done i the view of the mandatory use of €CTD since Janary 2019

10-06-2022

PSUR Repository MAH user interface - technic Tueday 14th June 2022

“The PSUR Repositry team has been working on an update of the framework fo the user interface
“This updated user interace il be deployed in production on 14th o June 2022.

08-06-2022

PSUR Repository MAH user interface - tech e 10th June 2022

| update go

“The PSUR Repositry team has been working on an update of the framework forthe user interface. This s 2 technical update only providing a sihty ifierent ook and feel hoviever,there are no major functional changes fo the MAH user nterface.
“This updated user interace il be deployed in production on 10th of June 2022.

24-05-2022

PSUR Repository MAH user interface - technical update

“The PSUR Repository team has been working on an update of the framework forthe user interface. This s a technical update only providing a sighty ifferent ook and feel. It shoud also be noted that the option t select subimission format NeeS has been disabled n the view of mandatory use of eCTD for
all procedure types since 1st January 2019. There are no other functional changes {0 the MAH user iterface.
“The updated user interface vl be deploye in producion once the internal user acceptance testing has been finafsed (exactdate TEC).

A updated user guide and refease notes wil be published at the fime of the go ve.
16-01-2021

Dueto the end ofthe Brexi transitonal perod on 31t of December products autharised inthe UK are no longer avaiable for sefecton inthe PSUR Repository delivery fle. More nformation s availabl n the guidance to applicants with regards to impact of Brext:
hips: s ema europa euien/documentsiregulatory-procedural-guidelne practicalquidance- procedures-related bt medicinal-products-human-veferinary-use-vihin_en paf

Please note that al data submited for single assessment of periodic safety update reports (PSUSA), inluding data submited before the withdrawal date on UK nafionall approved products, wil be considered during the assessment. Hoviever, after the fransiion period, UK products il formally no longer be ~
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17 you wish to submit a PSUR or respanses and the product is not available in the PSUR Repostory, the following changes must be made in the Arl. 57 database:

+ The product authorisation country code must be updated to UK (Northern Ireland) vih new country code X1 for UK(NI)

« The MaH country needs o be in EEA or UK (Norther Ireland)

15-12-2020

[ esubmission:Pre x| 4 - o

V8

% Marketingliste: Mar.

BAH, Assistenz - ..

A new version of the PSUR Reposiory (industry and NCA user nterfaces) is now available. Minor changes have been infroduced {0 both indusiry and NCA user inerfaces due o the end ofthe Brexi transifional perod on 31t of December

“The changes relae to use of terms United Kingdom (Northern Ielanc) and new country code XI for UK(NI)inthe product selecton tables n the industy user inferface.

09-06-2020

A new version of the PSUR Repository

dustry and NCA user interfaces now av:

X

Keine Synchvorizizrung 8) -

40 updated version ofthe PSUR Reposiory (v1.17.0.0)is now available. Thisrelease provides minor changes to the MAH and NCA user nterfaces, news features for ENA users and number of new nofificaions for al users. Details of the changes are availabl i the updated NCA and MAH User Guides, the

PSUR Repository Training Guide for MAHs and NCAs and the updated Release Notes
Announcements

Announcement on the mandatory use ofthe PSUR repository

PSUR Repository Bulletin

Previous Repository Bulletns are available here

User Documents

* Presentations and webinars have been developed during the transiional period, prio o the mandatory use of the system and may refe fo nafonal submission requirements. All users should note that the use of the PSUR Repositoryis now mandatory and all PSURs must be submitied o the PSUR
Repository onl. The national submission requirements no longer apply. PSURS submited direcy to National Competent Authorites only will be excluded from the PSUR assessment procedure.

[PSUR Repository user registation form for NCA users.

[Reposiory user regisiraion

[112F PSUR Repostory User Guidance document

[WaH user guice (14.06.2022) Updated

[NCAPSUR Reposiory User Gudance document [NCA user gude (09.06.2020)
[Fow 1o send submissions via the Web Gient — User Guide [User guide 22-06:2020)

[PSUR Repositry FAQ document [Freaquently Asked uestons
[Mandatory use Questions and Ansviers documen for MAHS [WaH aas 2.0.2016)

[Release tiotes [Refease notes (14.06.2022) updated

[PSUR repository presentation on changes on Brexit related changes —vA17.3.0

[Presentation (15.12.2020)

[PSUR Reposiory training for MAHS and NCA on new functionaity —v1 17.0.0°

[Presenation (09.06.2020)

[PSUR Reposiory training for MAHS and NCA on new functionaity —v1 16.0.0°

[Presentation (09.10.2019)

[PSUR Reposiory training for MAHS on new functionaity —v1.07.00"

[Presentation®25 07 2016)

[PSUR Reposiory training for MAHS on new functionaity —v1.06.00"

[Presentation (17.05.2016)

[PSUR Repository interactive QA session with MAHs —v1.06 00"

[Presentation 2405 2016)

[PSUR Reposiory training for MAHS on new functionalty —v1.04.00"

[Presentation (14.10.2015)

[PSUR Reposiory interactive Q&A session with MAHs —v1.04 00"

[Presentation 28.10.2015)

[PSUR Reposiory for MAH - New functionalty v1.03 00

[Presentation (12.08:2015)

[PSUR Reposiory interactive QA session with MAHs —v1.03 00

[Presentation (10.09:2015)

[Fow to submitto PSUR Reposiory - existing Gateway users

[Presentation

[Fow 1o submit to PSUR Repository — New Galeway users

[Presentation

[Sides and the Q& from 21 May webinar

[Sides ana 0aAs

[Formatied table ormpiate

[pownicaa

[Eucravigiance system downtime — mpact on PSUR Repostory and the eAF

[Document 05 10 2017)





image14.png
O | B Portsl-Homepe: X | B BAH-Alodemie . X | B¥ Veranstotungen X | @ Lstofmedicines X | Unbenennt x| @l lstmedicinabpre X | @ PRACrecommen X | @ EudraVigiance| X | [3 eSuomission:Pre x |+ - o x
C @ @ hitps//esubmission.ema.europa.eu/psur/psur_repositoryhtml A m 75

G GiM @ BAHEundesverban.. 47 TYPO3CMSLogini.. 3] AIDAWeb (5 BAH Umfrsgen £t Wilkommen bei GE.. 8} GELPSUPPORT [ & GELP Cockpit £ banetsimingde/bs.. (9 Wilkommen bei GE.. BN Marketingiite: Mar BAH Assistenz -D.. >

[Fov o subrt o PSUR Reposior - xistin Gateway users Prosenaton S

[Fowto submit 1o PSUR Reposiry —New Gatevay users [resentaton

[Sidos and he GBA fom 21 Way webiar Sides sna GaAs

[Fomated bl termpiate Bowrtoad

[FucraVgiance system donnime ~ mpacton PSUR Reposiory and he £AF [Document @3 102017

[Multimedia Tutorials

[PSUR Reposton raining or MAFS o new nlonalty — release 1 0700) [utimeaa weoinar 2507 20161

[Febinar on he mandstor use of e PSUR Reposiory for MARS [utimeaa weoinar (1306 2016)

[Febinar o the mandtor use of PSUR Reposton for NCA wsers [utimeaa weoina (1306 2016)

[PSUR Reposion vaiing for MAFS o new fnctonalty—elease 1 0500 [utimeaa weoinar (1705 2016)

[PSUR Repostony ~ nteracive QA session fo NGAS on v functonaiy — riase v1.06 00 [utimeaa weoinar (2605 2016)

[PSUR Reposton iraming fo I1CA users on ne: fnctonaiy — elesse 1 06,00~ [utimeaa weoinar (1705 2016)

[PSUR Reposion raning or MAFS o new funcoalty—reloase v1 0400) [utimeaa weonar (14.102015)

[PSUR Repostor raming for NCA users on ne: fnctonaiy — relesse 1 04.00 [utimeaia weoinar (15.102015)

[PSUR Reposton interacie G5 session wih WAHS — rease 1 04,00 [utimeaa weoinar (28 102015)

[PSUR Repostor raming forMARS onnew uncionaity (v 03.00) [utimeaa weoinar (1208 2015)

[PSUR Repostor raming for \CA users on nei functonaiy (v1.0300) [utimeaa weoinar (13082015)

[FSUR Reposton inferacive G5 session v WAS — reease 1 03,00 [iutieda weoinar (10 69 2075)

[Fow 1o submitPSURS ranin for eisting Gty users [utimeaa weonar

Fow 1 submitPSURS aining fornew Gteway users [utimeaa weonar

Fow 1 submit 1o PSUR Reposiry — ot raing or AR [utimeaa weonar

[Pt raming for NCA users iimeda webinar

|Technical Documents

st vy xctinef e i s PSUR et evn 1\ st 10 PSUR S| o ety 117 10201

[Suppementar Specieaton [Aaaions emal notfcations specifeston

|Who to contact

VAR Gatewsy ser regirston s senvosdes ems suope o0

[NCA User egation [ts-senvosdesc em euop eu

[Gatenay sbmisson et techmca wsues [ts-senvosdesc em euop eu

A auesios ted 1 the PSUR Reposon; subrisson o PSURs o rcedur s wih PSUSA and avestons osteato [ =

frsning,user g o documentato on this page

[PSUR procsaural questons for th EU Singe Assossment coodinatod by the Ageney. 1 [PSUR procedura guance G&A

1 Please note that procedural questions on non-EU single assessment procedures conducted only in one Member State must be addressed to the relevant National Competent Authoriy

s of 1.2.2020, the UK is no longer an EU Hember State. However, EU law still ap

£o the UK during the transition period.

0 EUROPEAN MEDICINES AGENCY

Europesn Medicnes Agency €1595-2022 | Discaimer| For tachnical support plesse vistthe EVA Serice Dk portl ueing your user cradantils for 3 system hostad by EMA (sxcapt Eudraviglance). I you da o have an sccount or have forgotan your cradanisls, slesse click here
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EMA has published the st of acronyms and abbreviations commonly used in the PRAC agendas and
minutes:

« [ List of acronyms and abbreviations commonly used in PRAC agenda and minutes .

‘The table below lists the different types of publications EMA publishes in relation to PRAC plenaries.

Publication type Publication time.
Meeting highlights Friday after Committee plenary

Agendas. Before start of Committee plenary.

Minutes ‘after Committee plenary where minutes are adopted

Meeting highlights

« Mesting highlights from PRAC 4-7 July 2022

* Mesting highlights from PRAC 7-10 June 2022

« Mesting highlights from PRAC 2 - 5 May 2022

* Mesting highlights from PRAC 4 - 7 April 2022

« Mesting highlights from PRAC 7 - 10 March 2022

« Mesting highlights from PRAC 7 - 10 February 2022

« Mesting highlights from PRAC 10 - 13 January 2022

« Mesting highlights from PRAC 29 November - 2 December 2021
* Mesting highlights from PRAC 25 - 28 October 2021

* Mesting highlights from PRAC 27 - 30 September 2021

« Mesting highlights from PRAC 30 August - 2 September 2021
« Mesting highlights from PRAC 5 August 2021

* Mesting highlights from PRAC 5 - 8 July 2021

* Mesting highlights from PRAC 7 - 10 June 2021

« Mesting highlights from PRAC 3 - 6 May 2021

* Mesting highlights from PRAC 6 - 9 April 2021

« Mesting highlights from PRAC 8 - 11 March 2021

* Mesting highlights from PRAC 8 - 11 February 2021

+ Mesting highlights from PRAC 11 - 14 January 2021

« Mesting highlights from PRAC 23 - 26 November 2020

« Mesting highlights from PRAC 26 - 29 October 2020

« Meeting highlights from PRAC 28 September - 1 October 2020
« Meeting highlights from PRAC 31 August - 3 September 2020
* Mesting highlights from PRAC 6 - 9 July 2020

* Mesting highlights from PRAC 8 - 11 June 2020

« Mesting highlights from PRAC 11 - 14 May 2020

« Mesting highlights from PRAC 14 - 17 April 2020

« Mesting highlights from PRAC 9 - 12 March 2020 >





image16.png
DO | @ Portal-Home X | ) BAH-Akadem x | B2 Vernstatune X | @ Lstofmedici X | Unbenannt X | B listmedicinal X | @ PRACrecomr X | © EuciaVigianc X | [3 eSubmission: X | @ PRACAgenc: x | + - o X

C ® (1 httpsy//www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights A a v 1= Keine Synchronisierung )+

G GM @ BaH Bundesverben.. 4" TYPO3CMSlogin.. [S] ADAWeb (5 BAHUmfragen X WilkommenbeiGE. 4 GELPSUPPORT R R GELP Cockpit ' bah-trainingde/ba.. (D) Wilkommen bei GE.. BH Marketingliste: Mar. BAH, Assistenz - .. >
* Meeting highlights from PRAC 8 - 11 January 2018 -

Agenda - PRAC draft agenda of meeting 4-7 July 2022 (PDF/615.13 kB)

Draft

First published: 04/07/2022
EMA/PRAC/573334/2022

Agenda - PRAC draft agenda of meeting 7-10 June 2022 (PDF/728.42 K8)

Draft

First published: 07/06/2022
EMA/PRAC/246158/2022

Agenda - PRAC draft agenda of meeting 2-5 May 2022 (PDF/542.12 KB)

Draft

First published: 02/05/2022
EMA/PRAC/198890/2022

Agenda - PRAC draft agenda of meeting 4-7 April 2022 (PDF/651.17 KB)

Draft

First published: 04/04/2022
EMA/PRAC/142420/2022

Agenda - PRAC draft agenda of meeting 7-10 March 2022 (PDF/660.05 KB)

Draft

First published: 07/03/2022
EMA/PRAC/76497/2022

Agenda - PRAC draft agenda of meeting 7-10 February 2022 (PDF/601.34 KB)

Draft

First published: 08/02/2022
EMA/PRAC/76191/2022

Agenda - PRAC draft agenda of meeting 10 - 13 January 2022 (PDF/631.51 KB)

Draft

EMA/PRAC/13739/2022 >
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First published: 08/01/2018
Last updated: 08/01/2018
EMA/PRAC/5221/2018

[ Minutes of the PRAC meeting 25-28 October 2021 (POF/960.77 K) (new)
Adopted

First published: 02/08/2022
EMA/PRAC/648171/2022

[ Minutes of the PRAC meeting 27-30 September 2021 (FDF/1.01 ME) (new)
First published: 21/07/2022

EMA/PRAC/244588/2022

Minutes of the PRAC meeting 30 August - 2 September 2021 (PDF/1.06 MB) (new)

Adopted

First published: 20/07/2022
EMA/PRAC/233544/2022

Minutes of the PRAC meeting 5 August 2021 (PDF/351.15 K8)

Adopted

First published: 12/05/2022
EMA/PRAC/178649/2022

Minutes of the PRAC meeting 5-8 July 2021 (PDF/1.04 M)

Adopted

First published: 10/05/2022
EMA/PRAC/171547/2022

Minutes of the PRAC meeting 7-10 June 2021 (PDF/1.08 M8)

First published: 04/05/2022
EMA/PRAC/139868/2022

Minutes of the PRAC meeting 3-6 May 2021 (PDF/S75.6 k8) ‘

First published: 24/03/2022 -
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‘The table below lists the the different types of publications EMA publishes in relation to CHMP plenaries.

Publication type  Publication Additional information

The web-based format of the CHMP meeting highlights
Mesting highlights  Friday after Committee plenary  replaced the PDF format of the CHIIP press releases
2nd monthly report in September 2011

Before start of Committee

Agendas. Before

EMA publishes the CHIP's agendas and minutes since
its December 2013 mecting
After Committee plenary

Hinutes where minutes are adopted

Week before Committee

PROM agendas ek

EMA publishes the agenda and minutes of the CHMP'S

PROM (formerly ORGAM) mesting since October 2016
After current month's

PROM minutes Committee plenary.

CHMP meeting highlights: 2022

* CHMP meeting highlights 18-21 July 2022
« CHMP meeting highlights 20-23 June 2022

* CHMP meeting highlights 16-19 May 2022

« CHMP meeting highlights 19-22 April 2022

* CHMP meeting highlights 21-24 March 2022

* CHMP meeting highlights 21-24 February 2022
* CHMP meeting highlights 24-27 January 2022

CHMP meeting highlights: 2021

* CHMP meeting highlights 13-16 December 2021
* CHMP meeting highlights 8-11 November 2021

* CHMP meeting highlights 11-14 October 2021

* CHMP meeting highlights 13-16 September 2021
* CHMP meeting highlights 19-22 July 2021

* CHMP meeting highlights 21-24 June 2021

* CHMP meeting highlights 17-20 May 2021

* CHMP meeting highlights 19-22 April 2021

* CHMP meeting highlights 22-25 March 2021

* CHMP meeting highlights 22-25 February 2021

* CHMP meeting highlights 25-29 January 2021

CHMP meeting highlights: 2020
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* CHMP meeting highlights: 25-28 February 2019 B
* CHMP meeting highlights: 28-31 January 2019

[} Agenda - CHIYP agenda of the 18-21 July 2022 meeting (FDF/1.13 15) (new)
Draft

First published: 18/07/2022
EMA/CHIMP/608233/2022

[ Agenda - CHMP agenda of the 20-23 June 2022 mesting (PoF/1.1 ME)
Draft

First published: 20/06/2022
EMA/CHIMP/298604/2022

[} Agenda - CHIYP agenda of the 16-10 May 2022 meeting (POF/s55.16 KB)
Draft
First published: 16/05/2022

Last updated: 29/06/2022
EMA/CHIMP/234723/2022 Corrit

[y Acenda - CHMP agenda of the 19-22 Aprl 2022 meeting (¢0F/291.15 KB)
Draft
First published: 15/04/2022

Last updated: 21/04/2022
EMA/CHIMP/184332/2022 Corr:

[y Avenda - CHIMP agenda of the 2124 March 2022 meeting (POF/522.04 KE)
Draft

First published: 21/03/2022
EMA/CHIMP/125434/2022

[y Avenda - CHIMP agenda of the 2124 February 2022 meeting (POF/515.13 KE)
Draft

First published: 21/02/2022

EMA/CHIMP/60787/2022 ‘
hitps://uvnwema, europa eu/documents/agenda/gends-chmp-agends-19-22-3pril-2022-mesting_en.
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CHMP meeting highlights: 2020

CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:

20-23 July 2020
22-25 June 2020
25-28 May 2020
28-30 April 2020
23-26 March 2020
24-27 February 2020
27-30 January 2020

CHMP meeting highlights: 2019

CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:
CHMP meeting highlights:

9-12 December 2019
11-14 November 2019
14-17 October 2019
16-19 September 2019
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24-27 June 2019
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25-28 February 2019
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Agenda - CHMP agenda of the 28-31 January 2019 meeting (PDF/370.34 K8)

Draft
First published: 28/01/2015

Last updated: 01/02/2015
EMA/CHMP/44613/2019 Corr.1

[) Minutes of the CHHP meeting 16-19 May 2022 (POF/1.18 ME) (new)
Adopted

First published: 12/07/2022
EMA/CHIMP/511583/2022

[ Minutes of the CHHP meeting 19-22 April 2022 (POF/1.36 ME)
Adopted

First published: 17/06/2022
EMA/CHIMP/253483/2022

[) Minutes of the CHHMP meeting 21-24 March 2022 (POF/1.2 ME)
Adopted

First published: 31/05/2022
EMA/CHINP/214270/2022

[) Minutes of the CHHMP meeting 21-24 February 2022 (POF/1.37 ME)
Adopted

First published: 02/05/2022
EMA/CHIMP/143023/2022

[ Minutes of the CHMP meeting 24-27 January 2022 (POF/1.31 ME)
Adopted

First published: 16/03/2022
EMA/CHIMP/35406/2022

[ Minutes of the CHHP meeting 13-16 December 2021 (PDF/1.59 Me)
Adopted
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About CMDh

Statistics RECENTLY PUBLISHED (LAST 6 MONTHS)

Agendas and Minutes

This i the Recently Published" page for the Human Med

Press Releases
Added in August 2022

covip-19
BREXIT -Annual Workplan to 2025
Procedural Guidance « NEW - Outcome of the public consultation on the CMDh Mu
t0 2025

CMDh-Referrals
Product Informat 4 August

« NEW - CMDh Statistics for New Applications (MRP/DCP), Variations, Referrals
Advice from CMDh and Paediatric Worksharing procedures (Jan-June 2022)
Templates « NEW - Outcome of PSUSA follow-up via variation - Iodixanol
CMD Working Parties /
Working Groups 3 August

= UPDATE - EMA/CMDh explanatory notes on Variation Application Form - Human
Paediatric Regulation medicinal products only
Pharmacovigilance « UPDATE - Chapter 7: CMDh BPG on Worksharing

Fal « UPDATE - RMS Validation Checklist for human medicinal products in DCP

ied Me

ines

y = UPDATE - CMS Validation Checklist for human medicinal products in DCP
Questions & Answers

- UPDATE - Procedural advice on Validation of MR/Repeat-use/DC Procedures

Contact Points

= UPDATE - Recommendations on Informed Consent Applications in Mutual
Recognition and Decentralised Procedures

- UPDATE - Best Practice Guide for Article 45 and 46 - Paediatric Regulation - EU

MRI Product Index Worksharing Procedure

Pharmacovigilance « NEW - Outcome of PSUSA follow-up via variation - Todixanol

N = NEW - Outcome of PSUSA follow-up via variation - Tomeprol
Availability of Medicines
= NEW - Outcome of PSUSA follow-up via variation - Topromide

publications and reports

Added in July 2022

National Contacts
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Marketingliste: Mar.

% Union Register support

Adopted Commission Decisions of the last six months

(a][Y][8]

Product

Marketing Authorisation Holder / Sponsor

Decision type

Decision date

+ @ comimaty

+ @ Alecensa

+ @ MBRUVICA

+ @ Lnparza

+ @ Frialt

+ @ COVID-19 Vaccine (inactivated, adjuvanted)

Valneva

+ @ BroPair Spiromax

+ @ Flucelvax Tetra

+ @ FluenzTetra

+ @ Phesgo

+ @ Rinvog

+ @ seffalair Spiromax
+ @ Braftovi

+ @ CrysviTA

+ @ cyramza

H L Zur Suche Text hier eingeben

B X

@ centrally authorised - Human use

BioNTech Manufacturing GmbH
Roche Registration GmbH
Janssen-Cilag Intemational NV
Astrazeneca AB

Esteve Pharmaceuticals GmbH

Valneva Austria GmbH

Teva B.V.
Seqirus Netherlands B.V.
Astrazeneca AB

Roche Registration GmbH

AbbVie Deutschiand GmbH & Co. KG
Teva B.V.

Pierre Fabre Médicament

Kyowa Kirin Holdings B.V.

Eli Lilly Nederland B.V.

Centralised - 2-Monthly update
Centralised - 2-Monthly update
Centralised - 2-Monthly update
Centralised - 2-Monthly update
Centralised - 2-Monthly update

Centralised - 2-Monthly update

Centralised - Yearly update
Centralised - Variation
Centralised - Variation
Centralised - Yearly update
Centralised - 2-Monthly update
Centralised - Yearly update
Centralised - 2-Monthly update
Centralised - Variation

Centralised - 2-Monthly update

05Aug 2022
02Aug 2022
02Aug 2022
02Aug 2022
02Aug 2022
28 Jul 2022

27 Jul 2022
27 Jul 2022
27 Jul 2022
27 Jul 2022
27 Jul 2022
27 Jul 2022
25 Jul 2022
25 Jul 2022

25 Jul 2022
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=M = Commission I <

Marketingliste: Mar.

European Commission > Live, work, travel in the EU >

Public Health - Union Register of medicinal products —_—

Adopted Commission Decisions of the last six months

Product Marketing Authorisation Holder / Sponsor Decision type Decision date

(@ Nationally authorised - Human use

+ @ Daruph and Anafezyn and associated names Zentivaks. Referral 18 Jul 2022
+ @ Brinzolamide - PSUSA - Modification 24 Jun 2022
+ @ mercaptopurine - PSUSA - Modification 21 Jun 2022
+ @ desioratadine - PSUSA - Modification 30 May 2022
+ @ cabazitaxel - PSUSA - Modification 24 May 2022
+ @ HES (hydroxyetnyl starch) - PASS - Suspension 24 May 2022
+ @ Nasolam and associated names Tiofarma B.V. Referral 01 Apr 2022
+ @ Lidocain/Prilocain IDETEC and associated International Drug Development Referral 28 Mar 2022
names
+ @ etifoxine - Referral 24 Mar 2022
+ @ imatinib - PSUSA - Modification 22 Mar 2022
+ @ tacrolimus (systemic formulations) - PSUSA - Modification 21 Fen 2022
+ @ mycophenolate mofeti, mycophenolic acid - PSUSA - Modification 16 Feb 2022
+ @ uipristal acetate - PSUSA - Modification 16 Feb 2022
13 entries displayed from a total of 815 Previous
Last upatea on 050872022
Public Health Follow us: w Twitter DG Health and Food Safety.

European Commission

Follow the European Commission European Union

L Zur Suche Text hier eingeben N h
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1 4 @

Datum Titel

08052022 Rote-Hand-Brief zu Rubraca® ¥ (Ruca
Indikation
Wirkstoff: Rucaparib-Camsylat
Die Firma Clovis Oncology Ireland Ltd informiert dber eine Einschrankung der
Indikation im Hinblick auf eine Monotherapie bei envachsenen Patientinnen.

ib-Camsylat): Einschrénkung der

05082022 Umsetaung des einstimmigen Beschlusses der Koordinieruneseruppe
EMA/CMDN/26912/2022 vom 27.01.2022 betreffend die Zulassungen fix
Humanarzneimittel mit der Wirkstoffkombination Benazepril/Hydrochlorothiazid
Das BfATM veroffentlicht den Umsetzungsbescheid fur die Wirkstoffkombination
Benazepri/Hydrochlorothiazid infolge des Europsischen PSUR Single Assessment.
Verfahrens nach Artkel 1076 bis g)der Richtlinie 2001/83/EG

03052022 Arznelmittelzulassungen unter Verwendung von Studien der Firma Micro
‘Therapeutic Research Labsin Indien: Ruhen der Zulassungen
Wirkstoff: Verschiedene
Das Bundesinstitut o Arzneimittel und Medizinprodukte (BfArM) hat mit Bescheid
Vom 20.07.2022 das Ruhen der Zulassungen verlangert,deren Grundlage Studien der
Firma Micro Therapeutic Research Labs (MTR) in Indien waren.

26072022 Umsetzung des Durchfihrungsbeschlusses der
PSUR Single Assessment betreffend die Zulassungen i Humanarzneimittel mit
dem Wirkstoft Brinzolamid vom 24.06.2022
Das BfA veroffentlicht den Umsetzungsbescheid fur den WirkstoffBrinzolamid
infolg des Europsischen PSUR Singe Assessment Verfahrens noch Artkel 107d) bis
£ der Richtlinie 2001/53/

20072022 Umsetzung des einstimmigen Beschlusses der Koordinieruneseruppe
EMA/CMDN/722974/2021 vom 16.12.2021 betreffend die Zulassungen fir
Humanarzneimittel mit dem Wirkstoff Oxycodon
Das BfATM veroffentlicht den Umsetzungsbescheid fur den Wikstoff Oxycodon
infolge des Europischen PSUR Single Assessment Verfahrens nach Artikel 1076] bis
) der Richtlinie 2001/83/£G.

28072022 Umsetzung des einstimmigen Beschlusses der Koordinierungseruppe.
EMA/CMDN/26881/2022 vom 27.01.2022 betreffend die Zulassungen fir

Humanarzneimittel mit dem Wirkstoff Remifentanil
Das BEArM veroffentlicht den Umsetzungsbescheid fur den Wirkstoff Remifentanil
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Meldungen
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seit Beginn der Impfungen mit Nuvaxovid
05.07.2022 nformationen zu Antigen-Schnelltests zum direkten Nachweis des
Coronavirus SARS-CoV-2, die zukiinftig zu Lasten der GKV erstattungsfahig
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Datum Titel

Sicherheitsinformationen (Human)
Schulungsmaterial

03062022 | > Rote-Hand-Brief: Imlygic (Talimogen laherparepvec)

07032022 > Rote-Hand-Brief: Remicade, Flixabi, Inflectra, Remsima und Zessly
(Infliximab)

12012022 > Schreiben von medac GmbH: Information zur Versorgungslage von BCG-

medac

05112021 > Rote-Hand-Brief: Beovu (Brolucizumab)

13102021 > Rote-Hand-Brief: COVID-19 Vaccine Janssen

13102021 > Rote-Hand-Brief: Vaxzevria / COVID-19 Vaccine AstraZeneca

19072021 | > Rote-Hand-Brief: Comirnaty (BioNTech) und Spikevax (Moderna)

1907.2021 > Rote-Hand-Brief: COVID-19 Vaccine Janssen

23062021 > Rote-Hand-Brief: Vaxzevria / COVID-19 Vaccine AstraZeneca

02062021 > Rote-Hand-Brief: Vaxzevria / COVID-19 Vaccine AstraZeneca
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