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HEADS OF AGENCIES – CMDh 
 
22 January 
 
NEW - 23-25 January 2024 CMDh agenda 
 
 
HEADS OF AGENCIES – PAEDIATRIC REGULATION 
 
Article 45 work-sharing: click here 
 
 
EUROPEAN MEDICINES AGENCY (EMA) 
 

26/01/2024 Document: Production API and registration process - production release 
version 01.03 July 2021 - Veterinary Medicinal Products Regulation: Union 
Product Database 

Updated 

26/01/2024 Document: Applications for new human medicines under evaluation: 
January 2024 

Updated 

26/01/2024 Orphan: EU/3/23/2802 - orphan designation for treatment of acute 
lymphoblastic leukaemia 

New 

26/01/2024 Page: ICH Q14 Analytical procedure development - Scientific guideline Updated 
26/01/2024 Event: European Medicines Agency (EMA) Patients' and Consumers' 

(PCWP) and Healthcare Professionals' (HCPWP) Working Parties joint 
meeting 

Updated 

26/01/2024 Document: Work plan for the CVMP Novel Therapies & Technologies 
Working Party (NTWP) 2024 

New 

26/01/2024 Event: Meeting of the Executive Steering Group on Shortages and Safety of 
Medicinal Products (MSSG) 

New 

26/01/2024 Document: Work plan for the Committee for Veterinary Medicinal Products 
(CVMP) Safety Working Party (SWP-V) 2024 

New 

26/01/2024 Document: Work plan for the Committee for Veterinary Medicinal Products 
(CVMP) Scientific Advice Working Party (SAWP-V) for 2024 

New 

26/01/2024 Document: Scientific advice and protocol assistance adopted during the 
CHMP meeting 22-25 January 2023 

New 

26/01/2024 Document: Start of Union reviews adopted during the CHMP meeting of 
22-25 January 2024 

New 

26/01/2024 Document: Work plan for the Committee for Veterinary Medicinal Products 
(CVMP) Environmental Risk Assessment Working Party (ERAWP) 2024 

New 

https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html#c7446
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/documents/other/production-api-and-registration-process-production-release-version-0103-july-2021-veterinary-medicinal-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/documents/other/production-api-and-registration-process-production-release-version-0103-july-2021-veterinary-medicinal-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/documents/other/production-api-and-registration-process-production-release-version-0103-july-2021-veterinary-medicinal-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/documents/other/applications-new-human-medicines-under-evaluation-january-2024_en.xlsx
https://www.ema.europa.eu/en/documents/other/applications-new-human-medicines-under-evaluation-january-2024_en.xlsx
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2802
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2802
https://www.ema.europa.eu/en/ich-q14-analytical-procedure-development-scientific-guideline
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-and-consumers-pcwp-and-healthcare-professionals-hcpwp-working-parties-joint-meeting-7
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-and-consumers-pcwp-and-healthcare-professionals-hcpwp-working-parties-joint-meeting-7
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-and-consumers-pcwp-and-healthcare-professionals-hcpwp-working-parties-joint-meeting-7
https://www.ema.europa.eu/en/documents/work-programme/work-plan-cvmp-novel-therapies-technologies-working-party-ntwp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-cvmp-novel-therapies-technologies-working-party-ntwp-2024_en.pdf
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-and-safety-medicinal-products-mssg-18
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-and-safety-medicinal-products-mssg-18
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-safety-working-party-swp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-safety-working-party-swp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-scientific-advice-working-party-sawp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-scientific-advice-working-party-sawp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/scientific-advice-and-protocol-assistance-adopted-during-chmp-meeting-22-25-january-2023_en.pdf
https://www.ema.europa.eu/en/documents/other/scientific-advice-and-protocol-assistance-adopted-during-chmp-meeting-22-25-january-2023_en.pdf
https://www.ema.europa.eu/en/documents/other/start-union-reviews-adopted-during-chmp-meeting-22-25-january-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/start-union-reviews-adopted-during-chmp-meeting-22-25-january-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-environmental-risk-assessment-working-party-erawp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-environmental-risk-assessment-working-party-erawp-2024_en.pdf
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26/01/2024 Document: Work plan for the Committee for Veterinary Medicinal Products 
(CVMP) Antimicrobials Working Party (AWP) 2024 

New 

26/01/2024 Document: Work plan for the Committee for Medicinal Products for 
Veterinary Use (CVMP) Pharmacovigilance Working Party (PhVWP-V) 
2024 

New 

26/01/2024 Document: 2023/2024 Work plan for the European Sales and Use of 
Antimicrobials in veterinary medicine Working Group (ESUAvet WG) 

Updated 

26/01/2024 Event: Committee for Advanced Therapies (CAT): 6-8 December 2023 Updated 
26/01/2024 Document: Decision of the Management Board amending budget No. 01, 

amending appropriations in budget 2024 
New 

26/01/2024 Page: Maximum residue limit (MRL) evaluation for biological substances - 
Scientific guideline 

Updated 

26/01/2024 Document: Work plan for the Committee for Veterinary Medicinal Products 
(CVMP) Efficacy Working Party (EWP-V) 2024 

New 

26/01/2024 Event: Committee for Herbal Medicinal Products (HMPC): 29-31 January 
2024 

Updated 

26/01/2024 Page: Live recombinant vector vaccines for veterinary use - Scientific 
guideline 

Updated 

26/01/2024 Page: Plasmid DNA vaccines for veterinary use – Scientific guideline Updated 
26/01/2024 Document: Work plan for the Committee for Veterinary Medicinal Products 

(CVMP) Immunologicals Working Party (IWP) 2024 
New 

26/01/2024 News: Precautionary measures to address potential risk of 
neurodevelopmental disorders in children born to men treated with valproate 
medicines 

New 

26/01/2024 Page: Clinical data publication Updated 
26/01/2024 Post-authorisation: Retsevmo - opinion on variation to marketing 

authorisation 
New 

26/01/2024 Post-authorisation: Apexxnar - opinion on variation to marketing 
authorisation 

New 

26/01/2024 Medicine: Niapelf New 
26/01/2024 Orphan: EU/3/16/1770 - orphan designation for treatment of 

adrenoleukodystrophy 
Updated 

26/01/2024 Medicine: Exblifep New 
26/01/2024 Post-authorisation: Aspaveli - opinion on variation to marketing 

authorisation 
New 

26/01/2024 Medicine: Nezglyal New 
26/01/2024 Medicine: Aerinaze Updated 
26/01/2024 Post-authorisation: Abecma - opinion on variation to marketing 

authorisation 
New 

26/01/2024 Referral: Synapse - referral Updated 
26/01/2024 News: Meeting highlights from the Committee for Medicinal Products for 

Human Use (CHMP) 22-25 January 2024 
New 

26/01/2024 News: EMA confirms measures to minimise the risk of serious side effects 
with medicines containing pseudoephedrine 

New 

26/01/2024 News: EMA confirms recommendation for non-renewal of authorisation of 
Duchenne muscular dystrophy medicine Translarna 

New 

26/01/2024 Page: Veterinary medicinal products for zootechnical purposes - Scientific 
guideline 

Updated 

26/01/2024 Page: Clinical evaluation of medicinal products intended for treatment of 
hepatitis B - Scientific guideline 

Updated 

26/01/2024 Medicine: ellaOne Updated 
26/01/2024 Medicine: Rilutek Updated 
25/01/2024 Medicine: Trydonis Updated 
25/01/2024 Event: Enpr-EMA Coordinating Group and networks meeting Updated 

https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-antimicrobials-working-party-awp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-antimicrobials-working-party-awp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-medicinal-products-veterinary-use-cvmp-pharmacovigilance-working-party-phvwp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-medicinal-products-veterinary-use-cvmp-pharmacovigilance-working-party-phvwp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-medicinal-products-veterinary-use-cvmp-pharmacovigilance-working-party-phvwp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/2023-2024-work-plan-european-sales-and-use-antimicrobials-veterinary-medicine-working-group-esuavet-wg_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/2023-2024-work-plan-european-sales-and-use-antimicrobials-veterinary-medicine-working-group-esuavet-wg_en.pdf
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-6-8-december-2023
https://www.ema.europa.eu/en/documents/other/decision-management-board-amending-budget-no-01-amending-appropriations-budget-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/decision-management-board-amending-budget-no-01-amending-appropriations-budget-2024_en.pdf
https://www.ema.europa.eu/en/maximum-residue-limit-mrl-evaluation-biological-substances-scientific-guideline
https://www.ema.europa.eu/en/maximum-residue-limit-mrl-evaluation-biological-substances-scientific-guideline
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-efficacy-working-party-ewp-v-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-efficacy-working-party-ewp-v-2024_en.pdf
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-29-31-january-2024
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-29-31-january-2024
https://www.ema.europa.eu/en/live-recombinant-vector-vaccines-veterinary-use-scientific-guideline
https://www.ema.europa.eu/en/live-recombinant-vector-vaccines-veterinary-use-scientific-guideline
https://www.ema.europa.eu/en/plasmid-dna-vaccines-veterinary-use-scientific-guideline
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-immunologicals-working-party-iwp-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/work-plan-committee-veterinary-medicinal-products-cvmp-immunologicals-working-party-iwp-2024_en.pdf
https://www.ema.europa.eu/en/news/precautionary-measures-address-potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines
https://www.ema.europa.eu/en/news/precautionary-measures-address-potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines
https://www.ema.europa.eu/en/news/precautionary-measures-address-potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication
https://www.ema.europa.eu/en/medicines/human/variation/retsevmo
https://www.ema.europa.eu/en/medicines/human/variation/retsevmo
https://www.ema.europa.eu/en/medicines/human/variation/apexxnar
https://www.ema.europa.eu/en/medicines/human/variation/apexxnar
https://www.ema.europa.eu/en/medicines/human/EPAR/niapelf
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-16-1770
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-16-1770
https://www.ema.europa.eu/en/medicines/human/EPAR/exblifep
https://www.ema.europa.eu/en/medicines/human/variation/aspaveli
https://www.ema.europa.eu/en/medicines/human/variation/aspaveli
https://www.ema.europa.eu/en/medicines/human/EPAR/nezglyal
https://www.ema.europa.eu/en/medicines/human/EPAR/aerinaze
https://www.ema.europa.eu/en/medicines/human/variation/abecma
https://www.ema.europa.eu/en/medicines/human/variation/abecma
https://www.ema.europa.eu/en/medicines/human/referrals/synapse
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-22-25-january-2024
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-22-25-january-2024
https://www.ema.europa.eu/en/news/ema-confirms-measures-minimise-risk-serious-side-effects-medicines-containing-pseudoephedrine
https://www.ema.europa.eu/en/news/ema-confirms-measures-minimise-risk-serious-side-effects-medicines-containing-pseudoephedrine
https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-duchenne-muscular-dystrophy-medicine-translarna
https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-duchenne-muscular-dystrophy-medicine-translarna
https://www.ema.europa.eu/en/veterinary-medicinal-products-zootechnical-purposes-scientific-guideline
https://www.ema.europa.eu/en/veterinary-medicinal-products-zootechnical-purposes-scientific-guideline
https://www.ema.europa.eu/en/clinical-evaluation-medicinal-products-intended-treatment-hepatitis-b-scientific-guideline
https://www.ema.europa.eu/en/clinical-evaluation-medicinal-products-intended-treatment-hepatitis-b-scientific-guideline
https://www.ema.europa.eu/en/medicines/human/EPAR/ellaone
https://www.ema.europa.eu/en/medicines/human/EPAR/rilutek
https://www.ema.europa.eu/en/medicines/human/EPAR/trydonis
https://www.ema.europa.eu/en/events/enpr-ema-coordinating-group-and-networks-meeting-1
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25/01/2024 PSUSA: PSUSA/00000022/202303 - periodic safety update report single 
assessment 

New 

25/01/2024 Document: Appendix 1: Acceptable intakes established for N-nitrosamines Updated 
25/01/2024 Orphan: EU/3/23/2772 - orphan designation for treatment of oesophageal 

atresia 
New 

25/01/2024 Orphan: EU/3/23/2775 - orphan designation for treatment of mastocytosis New 
25/01/2024 Orphan: EU/3/23/2773 - orphan designation for treatment of 

hyperphenylalaninaemia 
New 

25/01/2024 Orphan: EU/3/23/2777 - orphan designation for treatment of spinal cord 
injury 

New 

25/01/2024 Medicine: Exjade Updated 
25/01/2024 Orphan: EU/3/23/2785 - orphan designation for treatment of recurrent 

respiratory papillomatosis 
New 

25/01/2024 Medicine: Elrexfio Updated 
25/01/2024 Medicine: Pemetrexed Accord Updated 
25/01/2024 Medicine: Icatibant Accord Updated 
25/01/2024 Page: Outcomes of imposed non-interventional post-authorisation safety 

studies 
Updated 

25/01/2024 Document: Aprotinin : CMDh Scientific conclusions and grounds for 
variation, amendments to the Product Information and timetable for the 
implementation - EMEA/H/N/PSR/S/0030 

New 

25/01/2024 Document: Aprotinin : List of nationally authorised medicinal products - 
EMEA/H/N/PSR/S/0030 

New 

25/01/2024 Document: Multi-annual artificial intelligence workplan 2023-2028: HMA-
EMA joint Big Data Steering Group 

Updated 

25/01/2024 Medicine: Ryzneuta New 
25/01/2024 Page: Union Product Database Updated 
25/01/2024 Document: Submission deadlines for paediatric applications 2024-2026 New 
25/01/2024 Event: ACT EU Training for non-commercial sponsors: Transitioning trials 

to the CTR (CTIS) 
New 

25/01/2024 Page: Website outages and upgrades Updated 
25/01/2024 Orphan: EU/3/23/2758 - orphan designation for treatment of spinal cord 

injury 
New 

25/01/2024 Orphan: EU/3/23/2755 - orphan designation for treatment of limb girdle 
muscular dystrophy 

New 

25/01/2024 Orphan: EU/3/23/2753 - orphan designation for treatment of limb girdle 
muscular dystrophy 

New 

25/01/2024 Orphan: EU/3/23/2748 - orphan designation for treatment of fusariosis New 
25/01/2024 Orphan: EU/3/23/2750 - orphan designation for treatment of 

lomentosporiosis 
New 

25/01/2024 Medicine: Kaftrio Updated 
24/01/2024 Event: EMA Veterinary Medicines Info Day 2024 New 
24/01/2024 Medicine: Mixtard Updated 
24/01/2024 Orphan: EU/3/23/2754 - orphan designation for treatment of Huntington's 

disease 
New 

24/01/2024 Orphan: EU/3/23/2757 - orphan designation for treatment of perinatal 
asphyxia 

New 

24/01/2024 Document: Veterinary medicines highlights 2023 New 
24/01/2024 Orphan: EU/3/23/2856 - orphan designation for treatment of hereditary 

angioedema 
New 

24/01/2024 Orphan: EU/3/23/2760 - orphan designation for treatment of recessive X-
linked ichthyosis 

New 

24/01/2024 Orphan: EU/3/23/2752 - orphan designation for treatment of pancreatic 
cancer 

New 

https://www.ema.europa.eu/en/medicines/psusa/psusa-00000022-202303
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000022-202303
https://www.ema.europa.eu/en/documents/other/appendix-1-acceptable-intakes-established-n-nitrosamines_en.xlsx
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2772
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2772
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2775
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2773
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2773
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2777
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2777
https://www.ema.europa.eu/en/medicines/human/EPAR/exjade
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2785
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2785
https://www.ema.europa.eu/en/medicines/human/EPAR/elrexfio
https://www.ema.europa.eu/en/medicines/human/EPAR/pemetrexed-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/icatibant-accord
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass/outcomes-imposed-non-interventional-post-authorisation-safety-studies
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass/outcomes-imposed-non-interventional-post-authorisation-safety-studies
https://www.ema.europa.eu/en/documents/psusa/aprotinin-cmdh-scientific-conclusions-and-grounds-variation-amendments-product-information-and-timetable-implementation-emea-h-n-psr-s-0030_en.pdf
https://www.ema.europa.eu/en/documents/psusa/aprotinin-cmdh-scientific-conclusions-and-grounds-variation-amendments-product-information-and-timetable-implementation-emea-h-n-psr-s-0030_en.pdf
https://www.ema.europa.eu/en/documents/psusa/aprotinin-cmdh-scientific-conclusions-and-grounds-variation-amendments-product-information-and-timetable-implementation-emea-h-n-psr-s-0030_en.pdf
https://www.ema.europa.eu/en/documents/psusa/aprotinin-list-nationally-authorised-medicinal-products-emea-h-n-psr-s-0030_en.pdf
https://www.ema.europa.eu/en/documents/psusa/aprotinin-list-nationally-authorised-medicinal-products-emea-h-n-psr-s-0030_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/multi-annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/multi-annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/ryzneuta
https://www.ema.europa.eu/en/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/union-product-database
https://www.ema.europa.eu/en/documents/other/submission-deadlines-paediatric-applications-2024-2026_en.pdf
https://www.ema.europa.eu/en/events/act-eu-training-non-commercial-sponsors-transitioning-trials-ctr-ctis
https://www.ema.europa.eu/en/events/act-eu-training-non-commercial-sponsors-transitioning-trials-ctr-ctis
https://www.ema.europa.eu/en/about-us/about-website/website-outages-upgrades
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2758
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2758
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2755
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2755
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2753
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2753
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2748
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2750
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2750
https://www.ema.europa.eu/en/medicines/human/EPAR/kaftrio
https://www.ema.europa.eu/en/events/ema-veterinary-medicines-info-day-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/mixtard
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2754
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2754
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2757
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2757
https://www.ema.europa.eu/en/documents/other/veterinary-medicines-highlights-2023_en.pdf
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2856
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2856
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2760
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2760
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2752
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2752
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24/01/2024 News: Veterinary medicines: Highlights of 2023 New 
24/01/2024 Document: QRD Appendix V - Adverse-drug-reaction reporting details Updated 
24/01/2024 Medicine: Imraldi Updated 
24/01/2024 Medicine: Rezzayo New 
24/01/2024 Orphan: EU/3/23/2778 - orphan designation for treatment of soft tissue 

sarcoma 
New 

24/01/2024 Orphan: EU/3/23/2784 - orphan designation for treatment of chronic 
inflammatory demyelinating polyneuropathy 

New 

24/01/2024 Orphan: EU/3/23/2780 - orphan designation for treatment of Dravet 
syndrome 

New 

24/01/2024 PSUSA: PSUSA/00002438/202304 - periodic safety update report single 
assessment 

New 

24/01/2024 Document: QRD PSUR annex IV template Updated 
24/01/2024 Document: PSUSA nationally authorised products template Updated 
24/01/2024 PSUSA: PSUSA/00003104/202305 - periodic safety update report single 

assessment 
New 

24/01/2024 Medicine: Zometa Updated 
24/01/2024 Medicine: Vydura Updated 
24/01/2024 PSUSA: PSUSA/00002500/202303 - periodic safety update report single 

assessment 
New 

24/01/2024 PSUSA: PSUSA/00002085/202305 - periodic safety update report single 
assessment 

New 

24/01/2024 Medicine: Mirapexin Updated 
24/01/2024 Medicine: Sifrol Updated 
23/01/2024 Medicine: Briumvi Updated 
23/01/2024 Page: Innovation in medicines Updated 
23/01/2024 Event: Meeting of the Medicine Shortages Single Point of Contact (SPOC) 

Working Party 
Updated 

23/01/2024 News: Major update of the SME user guide New 
23/01/2024 Page: Support to SMEs Updated 
23/01/2024 Document: Annex - National provisions for SMEs applicable to the 

pharmaceutical sector 
New 

23/01/2024 Document: User guide for micro, small and medium-sized enterprises Updated 
23/01/2024 Document: Guideline on the clinical evaluation of anticancer medicinal 

products - Revision 6 
New 

23/01/2024 DHPC: Voxzogo - direct healthcare professional communication (DHPC) New 
23/01/2024 DHPC: Leqvio - direct healthcare professional communication (DHPC) New 
23/01/2024 Medicine: Ucedane Updated 
23/01/2024 Medicine: Mavenclad Updated 
23/01/2024 Medicine: Rayvow Updated 
22/01/2024 Event: Multi-stakeholder workshop on the guideline on clinical 

investigation of medicinal products in the treatment of epileptic disorders 
Updated 

22/01/2024 Document: Shortage of Rybelsus (semaglutide) supply shortage Updated 
22/01/2024 PIP: EMEA-002464-PIP01-18 - paediatric investigation plan Updated 
22/01/2024 PIP: EMEA-002351-PIP01-18 - paediatric investigation plan Updated 
22/01/2024 Event: Multi-stakeholder workshop on Data Quality Framework for 

Adverse Drug Reaction reporting 
New 

22/01/2024 Page: Paediatric investigation plans Updated 
22/01/2024 Event: EMA and EORTC multi-stakeholder workshop on soft tissue and 

bone sarcoma 
Updated 

22/01/2024 Medicine: Sugammadex Mylan Updated 
22/01/2024 Event: Committee for Medicinal Products for Human Use (CHMP): 22-25 

January 2024 
Updated 

 

https://www.ema.europa.eu/en/news/veterinary-medicines-highlights-2023
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/imraldi
https://www.ema.europa.eu/en/medicines/human/EPAR/rezzayo
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2778
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2778
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2784
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2784
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2780
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2780
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002438-202304
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002438-202304
https://www.ema.europa.eu/en/documents/template-form/qrd-psur-annex-iv-template_en.docx
https://www.ema.europa.eu/en/documents/template-form/psusa-nationally-authorised-products-template_en.docx
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003104-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003104-202305
https://www.ema.europa.eu/en/medicines/human/EPAR/zometa
https://www.ema.europa.eu/en/medicines/human/EPAR/vydura
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002500-202303
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002500-202303
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002085-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002085-202305
https://www.ema.europa.eu/en/medicines/human/EPAR/mirapexin
https://www.ema.europa.eu/en/medicines/human/EPAR/sifrol
https://www.ema.europa.eu/en/medicines/human/EPAR/briumvi
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/innovation-medicines
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-11
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-11
https://www.ema.europa.eu/en/news/major-update-sme-user-guide
https://www.ema.europa.eu/en/about-us/support-smes
https://www.ema.europa.eu/en/documents/other/annex-national-provisions-smes-applicable-pharmaceutical-sector_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-national-provisions-smes-applicable-pharmaceutical-sector_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-and-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-evaluation-anticancer-medicinal-products-revision-6_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-evaluation-anticancer-medicinal-products-revision-6_en.pdf
https://www.ema.europa.eu/en/medicines/dhpc/voxzogo
https://www.ema.europa.eu/en/medicines/dhpc/leqvio
https://www.ema.europa.eu/en/medicines/human/EPAR/ucedane
https://www.ema.europa.eu/en/medicines/human/EPAR/mavenclad
https://www.ema.europa.eu/en/medicines/human/EPAR/rayvow
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-guideline-clinical-investigation-medicinal-products-treatment-epileptic-disorders
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-guideline-clinical-investigation-medicinal-products-treatment-epileptic-disorders
https://www.ema.europa.eu/en/documents/shortage/shortage-rybelsus-semaglutide-supply-shortage_en.pdf
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002464-pip01-18
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002351-pip01-18
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-data-quality-framework-adverse-drug-reaction-reporting
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-data-quality-framework-adverse-drug-reaction-reporting
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/paediatric-medicines-research-and-development/paediatric-investigation-plans
https://www.ema.europa.eu/en/events/ema-and-eortc-multi-stakeholder-workshop-soft-tissue-and-bone-sarcoma
https://www.ema.europa.eu/en/events/ema-and-eortc-multi-stakeholder-workshop-soft-tissue-and-bone-sarcoma
https://www.ema.europa.eu/en/medicines/human/EPAR/sugammadex-mylan
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-22-25-january-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-22-25-january-2024
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NOTICE TO APPLICANTS 
 
No updates since January 30th 2023. 
 
 
BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 
 

26.01.2024 Valproat: Potenzielles Risiko für neurologische Entwicklungsstörungen bei Kindern 
von Vätern, die valproathaltige Arzneimittel einnehmen 
 
Wirkstoff: Valproat 
 
CMDh-Entscheidung: PRAC empfiehlt Vorsichtsmaßnahmen aufgrund des 
potenziellen Risikos von neurologischen Entwicklungsstörungen bei Kindern, die 
von Vätern gezeugt wurden, die valproathaltige Arzneimittel eingenommen haben. 

26.01.2024 Pseudoephedrin: Risiko für posteriores reversibles Enzephalopathiesyndrom und 
reversibles zerebrales Vasokonstriktionssyndrom 
 
Wirkstoff: Pseudoephedrin 
 
Der Ausschuss für Humanarzneimittel (CHMP) der Europäischen Arzneimittel-
Agentur (EMA) bestätigte die vom Ausschuss für Risikobewertung im Bereich der 
Pharmakovigilanz (PRAC) empfohlenen Maßnahmen zur Minimierung der Risiken 
des posterioren reversiblen Enzephalopathiesyndroms (PRES) und des reversiblen 
zerebralen Vasokonstriktionssyndroms (RCVS) bei pseudoephedrinhaltigen 
Arzneimitteln 

25.01.2024 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe 
EMA/CMDh/305358/2023 vom 20.07.2023 betreffend die Zulassungen für 
Humanarzneimittel mit dem Wirkstoff Apomorphin 
 
Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Apomorphin 
infolge des Europäischen PSUR Single Assessment Verfahrens nach Artikel 107d) 
bis g) der Richtlinie 2001/83/EG. 

25.01.2024 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe 
EMA/CMDh/305324/2023 vom 20.07.2023 betreffend die Zulassungen für 
Humanarzneimittel mit dem Wirkstoff Flurbiprofen 
 
Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Flurbiprofen 
infolge des Europäischen PSUR Single Assessment Verfahrens nach Artikel 107d) 
bis g) der Richtlinie 2001/83/EG. 

25.01.2024 Umsetzung des Durchführungsbeschlusses der Europäischen Kommission zum 
PSUR Single Assessment betreffend die Zulassungen für Humanarzneimittel mit 
dem Wirkstoff Pramipexol vom 05.01.2024 
 
Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Pramipexol 
infolge des Europäischen PSUR Single Assessment Verfahrens nach Artikel 107d) 
bis g) der Richtlinie 2001/83/EG. 

23.01.2024 88. Sitzung (23. Januar 2024 per Videokonferenz) – Kurzprotokoll 
 
Sachverständigen-Ausschuss für Verschreibungspflicht nach § 53 Absatz 2 AMG 

 
 
 

https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2024/RI-valproat2.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2024/RI-valproat2.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/m-r/pseudoephedrin.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/m-r/pseudoephedrin.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Apomorphin3-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Apomorphin3-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Apomorphin3-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Flurbiprofen-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Flurbiprofen-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Flurbiprofen-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Pramipexol4-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Pramipexol4-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Pramipexol4-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/Verschreibungspflicht/Protokolle/88Sitzung/kurzprotokoll_88.html
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BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) 
 
No updates since December 28th 2023. 
 
 
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. 
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