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HEADS OF AGENCIES – CMDh 
 
No updates since January 31st 2024. 
 
 
HEADS OF AGENCIES – PAEDIATRIC REGULATION 
 
Article 45 work-sharing: click here 
 
 
EUROPEAN MEDICINES AGENCY (EMA) 
 

12/02/2024 Document: CTIS newsflash - 9 February 2024 New 
09/02/2024 Event: Meeting of the Executive Steering Group on Shortages and Safety 

of Medicinal Products (MSSG) 
Updated 

09/02/2024 Document: HMPC: overview of assessment work - priority list Updated 
09/02/2024 PSUSA: PSUSA/00001382/202306 - periodic safety update report single 

assessment 
New 

09/02/2024 Page: Evaluation of medicinal products indicated for treatment of bacterial 
infections - Scientific guideline 

Updated 

09/02/2024 Document: Minimum inhibitory concentration (MIC) breakpoints Updated 
09/02/2024 Referral: Hydroxyprogesterone-containing medicinal products - referral Updated 
09/02/2024 Herbal: Tribuli terrestris herba - herbal medicinal product Updated 
09/02/2024 Herbal: Matricariae aetheroleum - herbal medicinal product Updated 
09/02/2024 Herbal: Malvae sylvestris flos - herbal medicinal product Updated 
09/02/2024 Herbal: Malvae folium - herbal medicinal product Updated 
09/02/2024 Herbal: Soiae oleum raffinatum - herbal medicinal product Updated 
09/02/2024 Herbal: Lecithinum ex soya - herbal medicinal product Updated 
09/02/2024 Herbal: Fragariae folium - herbal medicinal product Updated 
09/02/2024 Herbal: Combination: Species pectorales - herbal medicinal product Updated 
09/02/2024 Herbal: Cnici benedicti herba - herbal medicinal product Updated 
09/02/2024 Medicine: Tyenne Updated 
09/02/2024 PSUSA: PSUSA/00001594/202306 - periodic safety update report single 

assessment 
New 

09/02/2024 PSUSA: PSUSA/00010291/202306 - periodic safety update report single 
assessment 

New 

09/02/2024 PSUSA: PSUSA/00010815/202307 - periodic safety update report single 
assessment 

New 

09/02/2024 Medicine: Bylvay Updated 

http://www.hma.eu/269.html
https://www.ema.europa.eu/en/documents/newsletter/ctis-newsflash-9-february-2024_en.pdf
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-0
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-0
https://www.ema.europa.eu/en/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001382-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001382-202306
https://www.ema.europa.eu/en/evaluation-medicinal-products-indicated-treatment-bacterial-infections-scientific-guideline
https://www.ema.europa.eu/en/evaluation-medicinal-products-indicated-treatment-bacterial-infections-scientific-guideline
https://www.ema.europa.eu/en/documents/other/minimum-inhibitory-concentration-mic-breakpoints_en.xlsx
https://www.ema.europa.eu/en/medicines/human/referrals/hydroxyprogesterone-containing-medicinal-products
https://www.ema.europa.eu/en/medicines/herbal/tribuli-terrestris-herba
https://www.ema.europa.eu/en/medicines/herbal/matricariae-aetheroleum
https://www.ema.europa.eu/en/medicines/herbal/malvae-sylvestris-flos
https://www.ema.europa.eu/en/medicines/herbal/malvae-folium
https://www.ema.europa.eu/en/medicines/herbal/soiae-oleum-raffinatum
https://www.ema.europa.eu/en/medicines/herbal/lecithinum-ex-soya
https://www.ema.europa.eu/en/medicines/herbal/fragariae-folium
https://www.ema.europa.eu/en/medicines/herbal/combination-species-pectorales
https://www.ema.europa.eu/en/medicines/herbal/cnici-benedicti-herba
https://www.ema.europa.eu/en/medicines/human/EPAR/tyenne
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001594-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001594-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010291-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010291-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010815-202307
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010815-202307
https://www.ema.europa.eu/en/medicines/human/EPAR/bylvay
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09/02/2024 Document: Meeting summary of the Medicine Shortages (SPOC) Working 
Party 14 December 2023 

New 

09/02/2024 Event: European Medicines Agency (EMA) Patients' and Consumers' 
(PCWP) and Healthcare Professionals' (HCPWP) Working Parties joint 
meeting 

Updated 

09/02/2024 Page: Big data Updated 
09/02/2024 News: Meeting highlights from the Pharmacovigilance Risk Assessment 

Committee (PRAC) 5-8 February 2024 
New 

09/02/2024 Document: Joint HMA/EMA multi-stakeholder workshop on Patient 
Registries 

Updated 

09/02/2024 Event: Joint Heads of Medicines Agencies (HMA)/European Medicines 
Agency (EMA) Multistakeholder workshop on Patient Registries 

Updated 

08/02/2024 Document: Human medicines highlights - February 2024 New 
08/02/2024 Medicine: Jcovden (previously COVID-19 Vaccine Janssen) Updated 
08/02/2024 EU-M4all: Arpraziquantel Updated 
08/02/2024 Medicine: Mometamax Ultra New 
08/02/2024 Document: Questions and answers on EMA pilot offering enhanced 

support to academic and non- profit developers of Advanced Therapy 
Medicinal Products (ATMPs) 

Updated 

08/02/2024 Document: Decision of the Executive Director on fee incentives for 
scientific advice, marketing authorisation applications and pre-
authorisation inspections in the ATMP support pilot for academia 

New 

08/02/2024 Medicine: Evanovo New 
08/02/2024 Document: Epirubicin: List of nationally authorised medicinal products - 

PSUSA/00001234/202306 
New 

08/02/2024 Medicine: DogStem New 
08/02/2024 Medicine: Coxatab New 
08/02/2024 Medicine: Cortaderm New 
08/02/2024 News: Progress update on pilot for academic and non-profit developers of 

advanced therapy medicines 
New 

08/02/2024 PSUSA: PSUSA/00001234/202306 - periodic safety update report single 
assessment 

New 

08/02/2024 Orphan: EU/3/23/2870 - orphan designation for treatment of amyotrophic 
lateral sclerosis 

New 

08/02/2024 Medicine: Rivastigmine Actavis Updated 
08/02/2024 Medicine: Ambirix Updated 
08/02/2024 Medicine: Buccolam Updated 
08/02/2024 Medicine: Elucirem Updated 
08/02/2024 Medicine: Omjjara Updated 
08/02/2024 Medicine: MenQuadfi Updated 
08/02/2024 DHPC: pseudoephedrine - direct healthcare professional communication 

(DHPC) 
New 

07/02/2024 Event: Committee for Herbal Medicinal Products (HMPC): 20-22 
November 2023 

Updated 

07/02/2024 Document: Saxenda (liraglutide) supply shortage Updated 
07/02/2024 Medicine: Jardiance Updated 
07/02/2024 Medicine: Uzpruvo Updated 
07/02/2024 Page: Plasma master file certificates Updated 
07/02/2024 Medicine: Bortezomib Fresenius Kabi Updated 
07/02/2024 Medicine: Twinrix Adult Updated 
07/02/2024 Medicine: Twinrix Paediatric Updated 
07/02/2024 Medicine: Strensiq Updated 
07/02/2024 Medicine: Briumvi Updated 
07/02/2024 Medicine: Hemlibra Updated 

https://www.ema.europa.eu/en/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-14-december-2023_en.pdf
https://www.ema.europa.eu/en/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-14-december-2023_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-5-8-february-2024
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-5-8-february-2024
https://www.ema.europa.eu/en/documents/agenda/joint-hma-ema-multi-stakeholder-workshop-patient-registries_en.pdf
https://www.ema.europa.eu/en/documents/agenda/joint-hma-ema-multi-stakeholder-workshop-patient-registries_en.pdf
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-multistakeholder-workshop-patient-registries
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-multistakeholder-workshop-patient-registries
https://www.ema.europa.eu/en/documents/newsletter/human-medicines-highlights-february-2024_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-vaccine-janssen
https://www.ema.europa.eu/en/opinion-medicine-use-outside-EU/human/arpraziquantel
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/mometamax-ultra
https://www.ema.europa.eu/en/documents/other/questions-answers-ema-pilot-offering-enhanced-support-academic-non-profit-developers-advanced-therapy-medicinal-products-atmps_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-ema-pilot-offering-enhanced-support-academic-non-profit-developers-advanced-therapy-medicinal-products-atmps_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-ema-pilot-offering-enhanced-support-academic-non-profit-developers-advanced-therapy-medicinal-products-atmps_en.pdf
https://www.ema.europa.eu/en/documents/other/decision-executive-director-fee-incentives-scientific-advice-marketing-authorisation-applications-pre-authorisation-inspections-atmp-support-pilot-academia_en.pdf
https://www.ema.europa.eu/en/documents/other/decision-executive-director-fee-incentives-scientific-advice-marketing-authorisation-applications-pre-authorisation-inspections-atmp-support-pilot-academia_en.pdf
https://www.ema.europa.eu/en/documents/other/decision-executive-director-fee-incentives-scientific-advice-marketing-authorisation-applications-pre-authorisation-inspections-atmp-support-pilot-academia_en.pdf
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/evanovo
https://www.ema.europa.eu/en/documents/psusa/epirubicin-list-nationally-authorised-medicinal-products-psusa-00001234-202306_en.pdf
https://www.ema.europa.eu/en/documents/psusa/epirubicin-list-nationally-authorised-medicinal-products-psusa-00001234-202306_en.pdf
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/dogstem
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/coxatab
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/cortaderm
https://www.ema.europa.eu/en/news/progress-update-pilot-academic-non-profit-developers-advanced-therapy-medicines
https://www.ema.europa.eu/en/news/progress-update-pilot-academic-non-profit-developers-advanced-therapy-medicines
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001234-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001234-202306
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2870
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2870
https://www.ema.europa.eu/en/medicines/human/EPAR/rivastigmine-actavis
https://www.ema.europa.eu/en/medicines/human/EPAR/ambirix
https://www.ema.europa.eu/en/medicines/human/EPAR/buccolam
https://www.ema.europa.eu/en/medicines/human/EPAR/elucirem
https://www.ema.europa.eu/en/medicines/human/EPAR/omjjara
https://www.ema.europa.eu/en/medicines/human/EPAR/menquadfi
https://www.ema.europa.eu/en/medicines/dhpc/pseudoephedrine
https://www.ema.europa.eu/en/medicines/dhpc/pseudoephedrine
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-20-22-november-2023
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-20-22-november-2023
https://www.ema.europa.eu/en/documents/shortage/saxenda-liraglutide-supply-shortage_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/jardiance
https://www.ema.europa.eu/en/medicines/human/EPAR/uzpruvo
https://www.ema.europa.eu/en/human-regulatory-overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
https://www.ema.europa.eu/en/medicines/human/EPAR/bortezomib-fresenius-kabi
https://www.ema.europa.eu/en/medicines/human/EPAR/twinrix-adult
https://www.ema.europa.eu/en/medicines/human/EPAR/twinrix-paediatric
https://www.ema.europa.eu/en/medicines/human/EPAR/strensiq
https://www.ema.europa.eu/en/medicines/human/EPAR/briumvi
https://www.ema.europa.eu/en/medicines/human/EPAR/hemlibra
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07/02/2024 Medicine: Spravato Updated 
07/02/2024 Medicine: Edistride Updated 
07/02/2024 Medicine: Qtern Updated 
07/02/2024 Medicine: Xigduo Updated 
06/02/2024 Document: Cibinqo-H-C-005452-P46-005 : EPAR - Assessment Report - 

Variation 
New 

06/02/2024 Medicine: Ebymect Updated 
06/02/2024 Medicine: Forxiga Updated 
06/02/2024 PIP: EMEA-002360-PIP02-22) - paediatric investigation plan New 
06/02/2024 PIP: EMEA-002597-PIP09-22 - paediatric investigation plan New 
06/02/2024 PSUSA: PSUSA/00001370/202304 - periodic safety update report single 

assessment 
New 

06/02/2024 Medicine: Xenpozyme Updated 
06/02/2024 Medicine: Voriconazole Accord Updated 
06/02/2024 Medicine: Brukinsa Updated 
06/02/2024 Medicine: Ayvakyt Updated 
05/02/2024 Document: List of signals discussed at PRAC since September 2012 Updated 
05/02/2024 Document: New product information wording – Extracts from PRAC 

recommendations on signals adopted at the 8-11 January 2024 PRAC 
New 

05/02/2024 Page: PRIME: priority medicines Updated 
05/02/2024 Document: PRAC recommendations on signals adopted at the 8-11 January 

2024 PRAC meeting 
New 

05/02/2024 Page: Union Product Database Updated 
05/02/2024 Document: List of medicines currently in PRIME scheme Updated 
05/02/2024 Document: Recommendations on eligibility to PRIME scheme adopted at 

the CHMP meeting of 22-25 January 2024 
New 

05/02/2024 Event: Sixth EMA-Medicines for Europe bilateral meeting Updated 
05/02/2024 Document: Enpr-EMA newsletter 2023 New 
05/02/2024 Document: Production API and registration process - production release 

version 01.6.42 - Veterinary Medicinal Products Regulation: Union 
Product Database 

Updated 

05/02/2024 Medicine: Trumenba Updated 
05/02/2024 Event: First European Medicines Agency (EMA) and IPFA – PPTA 

bilateral meeting 
New 

05/02/2024 Document: List of eligible industry stakeholder organisations Updated 
 
 
NOTICE TO APPLICANTS 
 
No updates since January 30th 2023. 
 
 
BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 
 

09.02.2024 Cobimetinib; Vemurafenib – aphtöses Geschwür, Mundgeschwür, Stomatitis 
Cobimetinib; Vemurafenib – aphtöses Geschwür, Mundgeschwür, Stomatitis 

09.02.2024 Cefotaxim – Arzneimittelexanthem mit Eosinophilie und systemischen Symptomen 
(DRESS) 
Cefotaxim – Arzneimittelexanthem mit Eosinophilie und systemischen Symptomen 
(DRESS) 

09.02.2024 Avatrombopag – Antiphospholipidsyndrom 
Avatrombopag – Antiphospholipidsyndrom 

09.02.2024 Amphotericin B, Lipidformulierungen – Hyperkaliämie 
Amphotericin B, Lipidformulierungen – Hyperkaliämie 

https://www.ema.europa.eu/en/medicines/human/EPAR/spravato
https://www.ema.europa.eu/en/medicines/human/EPAR/edistride
https://www.ema.europa.eu/en/medicines/human/EPAR/qtern
https://www.ema.europa.eu/en/medicines/human/EPAR/xigduo
https://www.ema.europa.eu/en/documents/variation-report/cibinqo-h-c-005452-p46-005-epar-assessment-report-variation_en.pdf
https://www.ema.europa.eu/en/documents/variation-report/cibinqo-h-c-005452-p46-005-epar-assessment-report-variation_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/ebymect
https://www.ema.europa.eu/en/medicines/human/EPAR/forxiga
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002360-pip02-22
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002597-pip09-22
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001370-202304
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001370-202304
https://www.ema.europa.eu/en/medicines/human/EPAR/xenpozyme
https://www.ema.europa.eu/en/medicines/human/EPAR/voriconazole-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/brukinsa
https://www.ema.europa.eu/en/medicines/human/EPAR/ayvakyt
https://www.ema.europa.eu/en/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/en/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-8-11-january-2024-prac_en.pdf
https://www.ema.europa.eu/en/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-8-11-january-2024-prac_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/prime-priority-medicines
https://www.ema.europa.eu/en/documents/other/prac-recommendations-signals-adopted-8-11-january-2024-prac-meeting_en.pdf
https://www.ema.europa.eu/en/documents/other/prac-recommendations-signals-adopted-8-11-january-2024-prac-meeting_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/union-product-database
https://www.ema.europa.eu/en/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/en/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-22-25-january-2024_en.pdf
https://www.ema.europa.eu/en/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-22-25-january-2024_en.pdf
https://www.ema.europa.eu/en/events/sixth-ema-medicines-europe-bilateral-meeting
https://www.ema.europa.eu/en/documents/newsletter/enpr-ema-newsletter-2023_en.pdf
https://www.ema.europa.eu/en/documents/other/production-api-registration-process-production-release-version-01642-veterinary-medicinal-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/documents/other/production-api-registration-process-production-release-version-01642-veterinary-medicinal-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/documents/other/production-api-registration-process-production-release-version-01642-veterinary-medicinal-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/trumenba
https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-ipfa-ppta-bilateral-meeting
https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-ipfa-ppta-bilateral-meeting
https://www.ema.europa.eu/en/documents/other/list-eligible-industry-stakeholder-organisations_en.pdf
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/signale/weitere_informationen/cobimetinib.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/signale/weitere_informationen/cefotaxim.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/signale/weitere_informationen/cefotaxim.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/signale/weitere_informationen/avatrombopag.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/signale/weitere_informationen/amphotericin.html
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09.02.2024 Pharmacovigilance Risk Assessment Committee (PRAC) 

 
Das Bundesinstitut für Arzneimittel und Medizinprdoukte (BfArM) veröffentlicht die 
neuen Signale, die im Rahmen der PRAC-Sitzung vom 08.01-11.01.2024 behandelt 
wurden. 

09.02.2024 Informationen zu Rote-Hand-Briefen und Informationsbriefen 
 
Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) veröffentlicht 
neue Hinweise zu anstehenden Rote-Hand-Briefen und Informationsbriefen. 

 
 
 
BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) 
 

08.02.2024 Antrag auf Sonderzulassung von Medizinprodukten 
 
Sonderzulassung von Medizinprodukten 

. 
 
 
PEI - VIGILANZ (SPECIFIC FOR GERMANY) 
 
No updates since November 16th 2023. 
 
 
 
PHARMEUROPA TEXTS FOR COMMENT 
 
Information on Pharmeuropa updates will be presented quarterly. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Trotz regelmäßiger Aktualisierung und sorgfältiger Überwachung der Veröffentlichungen können wir keine Haftung oder Garantie für die 
Aktualität, Richtigkeit und Vollständigkeit der hier bereitgestellten Informationen übernehmen. 
Dieser Newsletter enthält Links zu anderen Websites. Trotz sorgfältiger inhaltlicher Kontrolle übernehmen wir keine Haftung für die Inhalte 
externer Links. Für den Inhalt der verlinkten Seiten sind ausschließlich deren Betreiber verantwortlich. 
 
Despite regular updating and careful monitoring of the publications, we cannot take any responsibility or guarantee for the topicality, 
correctness and completeness of the information provided here. 
This Newsletter contains links to other websites. Despite careful control of the contents we would like to point out that we are not liable for 
the contents of external web links. The editors of the respective websites are fully responsible for their contents. 

https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Rote-Hand-Briefe/Zusatzinformationen/_artikel.html
https://www.bfarm.de/DE/Medizinprodukte/Antraege-und-Meldungen/Antrag-auf-Sonderzulassung/_artikel.html
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