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HEADS OF AGENCIES – CMDh 
 
No updates since April 3rd 2024. 
 
 
HEADS OF AGENCIES – PAEDIATRIC REGULATION 
 
Article 45 work-sharing: click here 
 
 
EUROPEAN MEDICINES AGENCY (EMA) 
 

Date Content Status 
19/04/2024 Medicine: Lymphoseek Updated 
19/04/2024 Event: Paediatric Oncology Strategy Forum: 24-25 October 2024 New 
19/04/2024 Event: Product Management Service (PMS) Info-Day Updated 
19/04/2024 News: Meeting highlights from the Committee for Veterinary Medicinal 

Products (CVMP) 16-18 April 2024 
New 

19/04/2024 Medicine: Tevimbra Updated 
19/04/2024 Medicine: Cyramza Updated 
19/04/2024 Event: Industry Update webinar on Regulatory Procedure Management for 

Product Lifecycle Management on IRI 
New 

19/04/2024 Event: Network Update webinar on Regulatory Procedure Management for 
Product Lifecycle Management on IRIS 

New 

19/04/2024 Medicine: Respivac TRT New 
19/04/2024 Document: Call for proposals - Grant procedure 

EMA/GRANT/2024/02/IA “Medicines regulatory systems strengthening in 
Sub-Saharan Africa” 

New 

19/04/2024 Document: Annex II to the call for proposals - Vendor financial 
identification form 

New 

19/04/2024 Document: Annex Va to the call for proposals - Draft grant agreement for 
an action with one beneficiary 

New 

19/04/2024 Document: Annex Vb to the call for proposals - Draft grant agreement for 
an action with multiple beneficiaries 

New 

19/04/2024 Event: Product Management Service (PMS) Product UI and API training 
(access & navigation) 

New 

19/04/2024 Event: EMA multi-stakeholder workshop on psychedelics – Towards an 
EU regulatory framework 

Updated 

http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/lymphoseek
https://www.ema.europa.eu/en/events/paediatric-oncology-strategy-forum-24-25-october-2024
https://www.ema.europa.eu/en/events/product-management-service-pms-info-day
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/tevimbra
https://www.ema.europa.eu/en/medicines/human/EPAR/cyramza
https://www.ema.europa.eu/en/events/industry-update-webinar-regulatory-procedure-management-product-lifecycle-management-iri
https://www.ema.europa.eu/en/events/industry-update-webinar-regulatory-procedure-management-product-lifecycle-management-iri
https://www.ema.europa.eu/en/events/network-update-webinar-regulatory-procedure-management-product-lifecycle-management-iris
https://www.ema.europa.eu/en/events/network-update-webinar-regulatory-procedure-management-product-lifecycle-management-iris
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/respivac-trt
https://www.ema.europa.eu/en/documents/procurement/call-proposals-grant-procedure-ema-grant-2024-02-ia-medicines-regulatory-systems-strengthening-sub-saharan-africa_en.pdf
https://www.ema.europa.eu/en/documents/procurement/call-proposals-grant-procedure-ema-grant-2024-02-ia-medicines-regulatory-systems-strengthening-sub-saharan-africa_en.pdf
https://www.ema.europa.eu/en/documents/procurement/call-proposals-grant-procedure-ema-grant-2024-02-ia-medicines-regulatory-systems-strengthening-sub-saharan-africa_en.pdf
https://www.ema.europa.eu/en/documents/template-form/annex-ii-call-proposals-vendor-financial-identification-form_en.docx
https://www.ema.europa.eu/en/documents/template-form/annex-ii-call-proposals-vendor-financial-identification-form_en.docx
https://www.ema.europa.eu/en/documents/procurement/annex-va-call-proposals-draft-grant-agreement-action-one-beneficiary_en.pdf
https://www.ema.europa.eu/en/documents/procurement/annex-va-call-proposals-draft-grant-agreement-action-one-beneficiary_en.pdf
https://www.ema.europa.eu/en/documents/procurement/annex-vb-call-proposals-draft-grant-agreement-action-multiple-beneficiaries_en.pdf
https://www.ema.europa.eu/en/documents/procurement/annex-vb-call-proposals-draft-grant-agreement-action-multiple-beneficiaries_en.pdf
https://www.ema.europa.eu/en/events/product-management-service-pms-product-ui-api-training-access-navigation
https://www.ema.europa.eu/en/events/product-management-service-pms-product-ui-api-training-access-navigation
https://www.ema.europa.eu/en/events/ema-multi-stakeholder-workshop-psychedelics-towards-eu-regulatory-framework
https://www.ema.europa.eu/en/events/ema-multi-stakeholder-workshop-psychedelics-towards-eu-regulatory-framework
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19/04/2024 Event: Committee for Medicinal Products for Human Use (CHMP): 19-22 
February 2024 

Updated 

19/04/2024 Medicine: Abiraterone Accord Updated 
19/04/2024 Event: SPOR Status Update New 
19/04/2024 Document: Timetable: Safety signal - Assessment of responses to request 

for supplementary information (RSI) 
Updated 

19/04/2024 Document: Timetable: Safety signal - Assessment of responses to request 
for supplementary information (RSI) - ATMP 

Updated 

19/04/2024 Document: Timetable: Post-authorisation measure (PAM) Paediatric art. 46 
submission - ATMP 

Updated 

19/04/2024 Document: Timetable: Post-authorisation measure (PAM) assessed by 
CHMP 

Updated 

19/04/2024 Document: Timetable: Post-authorisation measure (PAM) Paediatric art. 46 
submission 

Updated 

19/04/2024 Document: Timetable: Post-authorisation measure (PAM) assessed by 
PRAC 

Updated 

19/04/2024 Document: Timetable: Post-authorisation measures (PAMs) assessed by 
PRAC - ATMP 

Updated 

19/04/2024 Document: Timetable: Post-authorisation measure (PAM) assessed by 
CAT 

Updated 

19/04/2024 Document: Timetable: Initial (full) marketing authorisation application 
accelerated assessment timetables 

Updated 

19/04/2024 Document: Timetable: Initial (full) marketing authorisation application 
assessment 

Updated 

19/04/2024 Document: Timetable: Informed consent and multiple application Updated 
19/04/2024 PSUSA: PSUSA/00010752/202308 - periodic safety update report single 

assessment 
New 

18/04/2024 Document: Timetable: Initial (full) marketing authorisation application 
accelerated assessment timetables - Advanced therapy medicinal product 
(ATMP) 

Updated 

18/04/2024 Document: Timetable: Extension application Updated 
18/04/2024 Document: Timetable accelerated assessment request for initial marketing 

authorisation applications 
Updated 

18/04/2024 Document: Timetable: Extension application - ATMP Updated 
18/04/2024 Medicine: Sitagliptin / Metformin hydrochloride Mylan Updated 
18/04/2024 Document: Timetable: Companion diagnostic initial consultation - ATMP Updated 
18/04/2024 Medicine: Inflectra Updated 
18/04/2024 Medicine: Lenvima Updated 
18/04/2024 Medicine: Cystagon Updated 
18/04/2024 Medicine: Ponvory Updated 
18/04/2024 Medicine: Kisplyx Updated 
18/04/2024 Medicine: Ayvakyt Updated 
18/04/2024 Medicine: Alymsys Updated 
18/04/2024 Medicine: Javlor Updated 
18/04/2024 Document: Timetable: Accelerated assessment request for initial marketing 

authorisations - ATMP 
Updated 

18/04/2024 Event: Meeting of the Executive Steering Group on Shortages and Safety 
of Medicinal Products (MSSG) - March 2024 

Updated 

18/04/2024 Page: European Shortages Monitoring Platform New 
18/04/2024 Medicine: MenQuadfi Updated 
18/04/2024 Medicine: Betmiga Updated 
18/04/2024 Document: Draft template for assessment report for the development of 

European herbal monographs and European Union list entries - Revision 6 
New 

https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-19-22-february-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-19-22-february-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/abiraterone-accord
https://www.ema.europa.eu/en/events/spor-status-update-0
https://www.ema.europa.eu/en/documents/other/timetable-safety-signal-assessment-responses-request-supplementary-information-rsi_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-safety-signal-assessment-responses-request-supplementary-information-rsi_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-safety-signal-assessment-responses-request-supplementary-information-rsi-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-safety-signal-assessment-responses-request-supplementary-information-rsi-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-paediatric-art-46-submission-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-paediatric-art-46-submission-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-assessed-chmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-assessed-chmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-paediatric-art-46-submission_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-paediatric-art-46-submission_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-assessed-prac_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-assessed-prac_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measures-pams-assessed-prac-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measures-pams-assessed-prac-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-assessed-cat_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-post-authorisation-measure-pam-assessed-cat_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-assessment_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-assessment_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-informed-consent-multiple-application_en.xlsx
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010752-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010752-202308
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables-advanced-therapy-medicinal-product-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables-advanced-therapy-medicinal-product-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables-advanced-therapy-medicinal-product-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-extension-application_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisation-applications_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisation-applications_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-extension-application-atmp_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/sitagliptin-metformin-hydrochloride-mylan
https://www.ema.europa.eu/en/documents/other/timetable-companion-diagnostic-initial-consultation-atmp_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/inflectra
https://www.ema.europa.eu/en/medicines/human/EPAR/lenvima
https://www.ema.europa.eu/en/medicines/human/EPAR/cystagon
https://www.ema.europa.eu/en/medicines/human/EPAR/ponvory
https://www.ema.europa.eu/en/medicines/human/EPAR/kisplyx
https://www.ema.europa.eu/en/medicines/human/EPAR/ayvakyt
https://www.ema.europa.eu/en/medicines/human/EPAR/alymsys
https://www.ema.europa.eu/en/medicines/human/EPAR/javlor
https://www.ema.europa.eu/en/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisations-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisations-atmp_en.xlsx
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-march-2024
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-march-2024
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/european-shortages-monitoring-platform
https://www.ema.europa.eu/en/medicines/human/EPAR/menquadfi
https://www.ema.europa.eu/en/medicines/human/EPAR/betmiga
https://www.ema.europa.eu/en/documents/template-form/draft-template-assessment-report-development-european-herbal-monographs-european-union-list-entries-revision-6_en.pdf
https://www.ema.europa.eu/en/documents/template-form/draft-template-assessment-report-development-european-herbal-monographs-european-union-list-entries-revision-6_en.pdf
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18/04/2024 Document: Draft guideline on good agricultural and collection practice 
(GACP) for starting materials of herbal origin - Revision 1 

New 

18/04/2024 Medicine: Zinplava Updated 
18/04/2024 Medicine: Kinzalkomb Updated 
18/04/2024 Medicine: Dabigatran Etexilate Leon Farma Updated 
18/04/2024 Document: Timetable: Initial (full) marketing authorisation application 

accelerated assessment timetables - Advanced therapy medicinal product 
(ATMP) 

Updated 

18/04/2024 Event: Clinical Trials Information System (CTIS): Walk-in clinic - May 
2024 

Updated 

18/04/2024 Medicine: Takhzyro Updated 
17/04/2024 Document: Medicinal products for human use: monthly figures - March 

2024 
New 

17/04/2024 Document: Timetable: Companion diagnostic follow-up consultation Updated 
17/04/2024 Document: Timetable: Companion diagnostic follow-up consultation - 

ATMP 
Updated 

17/04/2024 Document: Timetable: Companion diagnostic initial consultation Updated 
17/04/2024 Medicine: Xolair Updated 
17/04/2024 PSUSA: PSUSA/00010444/202309 - periodic safety update report single 

assessment 
New 

17/04/2024 PSUSA: PSUSA/00009201/202308 - periodic safety update report single 
assessment 

New 

17/04/2024 PIP: EMEA-002981-PIP01-21 - paediatric investigation plan Updated 
17/04/2024 Medicine: Talzenna Updated 
17/04/2024 Medicine: Teriflunomide Accord Updated 
17/04/2024 Event: EMA/FVE info session on restrictions for the use of certain 

antimicrobials in animals 
Updated 

17/04/2024 Event: Joint HMA/EMA Big Data Steering Group workshop on RWE 
methods 

New 

17/04/2024 Medicine: Tepkinly Updated 
17/04/2024 Medicine: Ocaliva Updated 
17/04/2024 Medicine: Orserdu Updated 
17/04/2024 Medicine: Venclyxto Updated 
17/04/2024 News: COVID-19 vaccine strain updates: Global regulators agree on 

timing and data requirements 
New 

17/04/2024 Page: International Coalition of Medicines Regulatory Authorities 
(ICMRA) 

Updated 

16/04/2024 Medicine: GoResp Digihaler (previously Budesonide/Formoterol Teva 
Pharma B.V.) 

Updated 

16/04/2024 Medicine: Orkambi Updated 
16/04/2024 Medicine: Briviact (in Italy: Nubriveo) Updated 
16/04/2024 Page: Paediatric investigation plans: submitting documents Updated 
16/04/2024 Medicine: Entyvio Updated 
16/04/2024 Medicine: Evrenzo Updated 
16/04/2024 Medicine: Veoza Updated 
16/04/2024 Event: EMA traineeship programme informative session New 
16/04/2024 Medicine: Bimervax Updated 
16/04/2024 Medicine: Zoonotic Influenza Vaccine Seqirus Updated 
16/04/2024 Page: Clinical Trials Information System: training and support Updated 
16/04/2024 Event: Clinical Trials Information System Webinar: Last Year of 

Transition 
Updated 

16/04/2024 Document: Final Minutes – HMA-EMA joint Big Data Steering Group 
teleconference - 26 February 2024 

Updated 

16/04/2024 Event: Committee for Advanced Therapies (CAT): 17-19 April 2024 Updated 

https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-good-agricultural-collection-practice-gacp-starting-materials-herbal-origin-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-good-agricultural-collection-practice-gacp-starting-materials-herbal-origin-revision-1_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/zinplava
https://www.ema.europa.eu/en/medicines/human/EPAR/kinzalkomb
https://www.ema.europa.eu/en/medicines/human/EPAR/dabigatran-etexilate-leon-farma
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables-advanced-therapy-medicinal-product-atmp_en.xlsx-0
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables-advanced-therapy-medicinal-product-atmp_en.xlsx-0
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables-advanced-therapy-medicinal-product-atmp_en.xlsx-0
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-may-2024
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-may-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/takhzyro
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-march-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-march-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/timetable-companion-diagnostic-follow-consultation_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-companion-diagnostic-follow-consultation-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-companion-diagnostic-follow-consultation-atmp_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-companion-diagnostic-initial-consultation_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/xolair
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010444-202309
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010444-202309
https://www.ema.europa.eu/en/medicines/psusa/psusa-00009201-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00009201-202308
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002981-pip01-21
https://www.ema.europa.eu/en/medicines/human/EPAR/talzenna
https://www.ema.europa.eu/en/medicines/human/EPAR/teriflunomide-accord
https://www.ema.europa.eu/en/events/ema-fve-info-session-restrictions-use-certain-antimicrobials-animals
https://www.ema.europa.eu/en/events/ema-fve-info-session-restrictions-use-certain-antimicrobials-animals
https://www.ema.europa.eu/en/events/joint-hma-ema-big-data-steering-group-workshop-rwe-methods
https://www.ema.europa.eu/en/events/joint-hma-ema-big-data-steering-group-workshop-rwe-methods
https://www.ema.europa.eu/en/medicines/human/EPAR/tepkinly
https://www.ema.europa.eu/en/medicines/human/EPAR/ocaliva
https://www.ema.europa.eu/en/medicines/human/EPAR/orserdu
https://www.ema.europa.eu/en/medicines/human/EPAR/venclyxto
https://www.ema.europa.eu/en/news/covid-19-vaccine-strain-updates-global-regulators-agree-timing-data-requirements
https://www.ema.europa.eu/en/news/covid-19-vaccine-strain-updates-global-regulators-agree-timing-data-requirements
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-initiatives/international-coalition-medicines-regulatory-authorities-icmra
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-initiatives/international-coalition-medicines-regulatory-authorities-icmra
https://www.ema.europa.eu/en/medicines/human/EPAR/goresp-digihaler-previously-budesonide-formoterol-teva-pharma-bv
https://www.ema.europa.eu/en/medicines/human/EPAR/goresp-digihaler-previously-budesonide-formoterol-teva-pharma-bv
https://www.ema.europa.eu/en/medicines/human/EPAR/orkambi
https://www.ema.europa.eu/en/medicines/human/EPAR/briviact-italy-nubriveo
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-investigation-plans/paediatric-investigation-plans-submitting-documents
https://www.ema.europa.eu/en/medicines/human/EPAR/entyvio
https://www.ema.europa.eu/en/medicines/human/EPAR/evrenzo
https://www.ema.europa.eu/en/medicines/human/EPAR/veoza
https://www.ema.europa.eu/en/events/ema-traineeship-programme-informative-session
https://www.ema.europa.eu/en/medicines/human/EPAR/bimervax
https://www.ema.europa.eu/en/medicines/human/EPAR/zoonotic-influenza-vaccine-seqirus
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/events/clinical-trials-information-system-webinar-last-year-transition
https://www.ema.europa.eu/en/events/clinical-trials-information-system-webinar-last-year-transition
https://www.ema.europa.eu/en/documents/minutes/final-minutes-hma-ema-joint-big-data-steering-group-teleconference-26-february-2024_en.pdf
https://www.ema.europa.eu/en/documents/minutes/final-minutes-hma-ema-joint-big-data-steering-group-teleconference-26-february-2024_en.pdf
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-17-19-april-2024
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16/04/2024 Event: ACT EU Clinical Trials Analytics Workshop - January 2024 Updated 
16/04/2024 Event: Committee for Medicinal Products for Veterinary Use (CVMP): 16-

18 April 2024 
Updated 

16/04/2024 Event: Committee for Orphan Medicinal Products (COMP): 16-18 April 
2024 

Updated 

16/04/2024 Event: Simultaneous National Scientific Advice - information and training 
webinar 

Updated 

16/04/2024 Document: Organisation chart: Advisory functions Updated 
16/04/2024 Document: Organisation chart: Stakeholders and Communication Updated 
15/04/2024 Document: Template - Application for transfer of marketing authorisation 

from transferor to transferee, cover letter 
Updated 

15/04/2024 PSUSA: PSUSA/00010224/202308 - periodic safety update report single 
assessment 

New 

15/04/2024 PSUSA: PSUSA/00010242/202308 - periodic safety update report single 
assessment 

New 

15/04/2024 PSUSA: PSUSA/00003151/202308 - periodic safety update report single 
assessment 

New 

15/04/2024 PSUSA: PSUSA/00000435/202308 - periodic safety update report single 
assessment 

New 

15/04/2024 PSUSA: PSUSA/00002322/202308 - periodic safety update report single 
assessment 

New 

15/04/2024 PSUSA: PSUSA/00002392/202308 - periodic safety update report single 
assessment 

New 

15/04/2024 PSUSA: PSUSA/00003012/202308 - periodic safety update report single 
assessment 

New 

15/04/2024 Medicine: Xevudy Updated 
15/04/2024 Medicine: Translarna Updated 
15/04/2024 PSUSA: PSUSA/00002834/202308 - periodic safety update report single 

assessment 
New 

15/04/2024 PSUSA: PSUSA/00000986/202309 - periodic safety update report single 
assessment 

New 

15/04/2024 Medicine: Scemblix Updated 
15/04/2024 Medicine: Jakavi Updated 
15/04/2024 Medicine: Vargatef Updated 
15/04/2024 Medicine: Xospata Updated 
15/04/2024 Medicine: Holoclar Updated 
15/04/2024 Event: Meeting of the Medicine Shortages Single Point of Contact (SPOC) 

Working Party 
Updated 

15/04/2024 Herbal: Pilosellae herba cum radice - herbal medicinal product Updated 
15/04/2024 Herbal: Eucalypti aetheroleum - herbal medicinal product Updated 
15/04/2024 Page: Template for a European Union herbal monograph Updated 
15/04/2024 Document: Template for a European Union herbal monograph New 

 
 
NOTICE TO APPLICANTS 
 
No updates since January 30th 2023. 
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19.04.2024 Umsetzung des Durchführungsbeschlusses der Europäischen Kommission zum 
PSUR Single Assessment betreffend die Zulassungen für Humanarzneimittel mit 
dem Wirkstoff Fentanyl (transmukosale Anwendung) vom 25.03.2024 

https://www.ema.europa.eu/en/events/act-eu-clinical-trials-analytics-workshop-january-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/events/committee-orphan-medicinal-products-comp-16-18-april-2024
https://www.ema.europa.eu/en/events/committee-orphan-medicinal-products-comp-16-18-april-2024
https://www.ema.europa.eu/en/events/simultaneous-national-scientific-advice-information-training-webinar
https://www.ema.europa.eu/en/events/simultaneous-national-scientific-advice-information-training-webinar
https://www.ema.europa.eu/en/documents/other/organisation-chart-advisory-functions_en.pdf
https://www.ema.europa.eu/en/documents/other/organisation-chart-stakeholders-communication_en.pdf
https://www.ema.europa.eu/en/documents/template-form/template-application-transfer-marketing-authorisation-transferor-transferee-cover-letter_en.pdf
https://www.ema.europa.eu/en/documents/template-form/template-application-transfer-marketing-authorisation-transferor-transferee-cover-letter_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010224-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010224-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010242-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010242-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003151-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003151-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000435-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000435-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002322-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002322-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002392-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002392-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003012-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003012-202308
https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy
https://www.ema.europa.eu/en/medicines/human/EPAR/translarna
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002834-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002834-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000986-202309
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000986-202309
https://www.ema.europa.eu/en/medicines/human/EPAR/scemblix
https://www.ema.europa.eu/en/medicines/human/EPAR/jakavi
https://www.ema.europa.eu/en/medicines/human/EPAR/vargatef
https://www.ema.europa.eu/en/medicines/human/EPAR/xospata
https://www.ema.europa.eu/en/medicines/human/EPAR/holoclar
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-12
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-12
https://www.ema.europa.eu/en/medicines/herbal/pilosellae-herba-cum-radice
https://www.ema.europa.eu/en/medicines/herbal/eucalypti-aetheroleum
https://www.ema.europa.eu/en/template-european-union-herbal-monograph
https://www.ema.europa.eu/en/documents/template-form/template-european-union-herbal-monograph_en.pdf-0
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Fentanyl4_transmukosal-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Fentanyl4_transmukosal-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Fentanyl4_transmukosal-durchfuehrungsbeschluss-EU.html
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Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Fentanyl 
(transmukosale Anwendung) infolge des Europäischen PSUR Single Assessment 
Verfahrens nach Artikel 107d) bis g) der Richtlinie 2001/83/EG. 

19.04.2024 Informationsbrief zu Aptivus 250 mg Weichkapseln: Fehlender oder schwach 
lesbarer Kapselaufdruck 
 
Wirkstoff: Tipranavir 
 
Die Firma Boehringer Ingelheim Pharma GmbH & Co. KG informiert darüber, dass 
bei der Charge 308715 des Arzneimittels Aptivus 250 mg Weichkapseln (120 
Kapseln pro Flasche), Kapseln mit nur schwachem Aufdruck „TPV 250“ oder auch 
ganz ohne diesen Aufdruck auftreten können. 

16.04.2024 Informationen zu Rote-Hand-Briefen und Informationsbriefen 
 
Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) veröffentlicht 
neue Hinweise zu anstehenden Rote-Hand-Briefen und Informationsbriefen. 

15.04.2024 Pseudoephedrin: Risiko für posteriores reversibles Enzephalopathiesyndrom und 
reversibles zerebrales Vasokonstriktionssyndrom 
 
Wirkstoff: Pseudoephedrin 
 
Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) setzt mit 
Bescheid vom 10. April 2024 den Durchführungsbeschluss der EU-Kommission 
vom 27.03.2024 national um. 

 
 
BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) 
 

17.04.2024 Wissenswertes zu DiGA 
Ergänzung Schreiben der DiGA in die ePA/Implementierung der GesundheitsID 

 
 
PEI - VIGILANZ (SPECIFIC FOR GERMANY) 
 
No updates since February 27th 2024. 
 
 
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/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2024/info-aptivus.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2024/info-aptivus.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Rote-Hand-Briefe/Zusatzinformationen/_artikel.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/Medizinprodukte/Aufgaben/DiGA-und-DiPA/DiGA/Wissenswertes/_artikel.html
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