
DiaMed GmbH 

Regulatory News 

 

 

 

Date: 2025-07-14  1/8 

TABLE OF CONTENTS 

HEADS OF AGENCIES – CMDH ........................................................................................................ 1 

HEADS OF AGENCIES – PAEDIATRIC REGULATION .................................................................. 1 

EUROPEAN MEDICINES AGENCY (EMA) ...................................................................................... 1 

NOTICE TO APPLICANTS .................................................................................................................. 7 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) ................................................... 7 

BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) ...................................................... 8 

PEI - VIGILANZ (SPECIFIC FOR GERMANY) ................................................................................. 8 

PHARMEUROPA TEXTS FOR COMMENT ....................................................................................... 8 

 

 

 

HEADS OF AGENCIES – CMDh 

 

08 July 

UPDATE - Contact Points 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

11/07/2025 PSUSA: PSUSA/00002047/202412 - periodic safety update report single 

assessment 

New 

11/07/2025 PSUSA: PSUSA/00001013/202411 - periodic safety update report single 

assessment 

New 

11/07/2025 PSUSA: PSUSA/00002257/202412 - periodic safety update report single 

assessment 

New 

11/07/2025 Medicine: Idacio Updated 

11/07/2025 Medicine: Carvykti Updated 

11/07/2025 Medicine: Sugammadex Fresenius Kabi Updated 

11/07/2025 Medicine: Epoetin Alfa Hexal Updated 

11/07/2025 Medicine: Binocrit Updated 

11/07/2025 Document: Antimicrobial Sales and Use (ASU) Platform: Release notes Updated 

11/07/2025 Medicine: Abseamed Updated 

11/07/2025 Medicine: Opdualag Updated 

11/07/2025 Event: SPOR and XEVMPD status update webinar Updated 

11/07/2025 Document: Q&A extract - SPOR and XEVMPD status update webinar 9 

April 2025 

New 

https://www.hma.eu/human-medicines/cmdh/contact-points.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002047-202412
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002047-202412
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001013-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001013-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002257-202412
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002257-202412
https://www.ema.europa.eu/en/medicines/human/EPAR/idacio
https://www.ema.europa.eu/en/medicines/human/EPAR/carvykti
https://www.ema.europa.eu/en/medicines/human/EPAR/sugammadex-fresenius-kabi
https://www.ema.europa.eu/en/medicines/human/EPAR/epoetin-alfa-hexal
https://www.ema.europa.eu/en/medicines/human/EPAR/binocrit
https://www.ema.europa.eu/en/documents/other/antimicrobial-sales-use-asu-platform-release-notes_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/abseamed
https://www.ema.europa.eu/en/medicines/human/EPAR/opdualag
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar
https://www.ema.europa.eu/en/documents/other/qa-extract-spor-xevmpd-status-update-webinar-9-april-2025_en.pdf
https://www.ema.europa.eu/en/documents/other/qa-extract-spor-xevmpd-status-update-webinar-9-april-2025_en.pdf
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Date Content Status 

11/07/2025 Event: Unlocking PMS API potential: Edit functionality training for MAHs New 

11/07/2025 Event: PMS PUI Training: Product data submission & bulk edit made easy New 

11/07/2025 Medicine: Kayfanda Updated 

11/07/2025 Medicine: Bylvay Updated 

11/07/2025 Medicine: Levetiracetam Accord Updated 

11/07/2025 Medicine: Imfinzi Updated 

11/07/2025 Referral: Ixchiq - referral Updated 

11/07/2025 News: Meeting highlights from the Pharmacovigilance Risk Assessment 

Committee (PRAC) 7 – 10 July 2025 

New 

11/07/2025 News: Ixchiq: temporary restriction on vaccinating people 65 years and 

older to be lifted 

New 

11/07/2025 Medicine: Filsuvez Updated 

11/07/2025 Medicine: Capecitabine Teva Updated 

10/07/2025 Page: Artificial intelligence Updated 

10/07/2025 Page: Sharing data across systems: Master data on human medicines New 

10/07/2025 Document: Review of artificial intelligence and machine learning 

applications in medicines lifecycle 2024: Horizon Scanning Short Report 

New 

10/07/2025 Document: 2024 AI Observatory report New 

10/07/2025 Document: 2024 AI Observatory report: Compilation of 2024 experience New 

10/07/2025 Page: Medical device expert panels Updated 

10/07/2025 PSUSA: PSUSA/00001098/202411 - periodic safety update report single 

assessment 

New 

10/07/2025 PSUSA: PSUSA/00000893/202411 - periodic safety update report single 

assessment 

New 

10/07/2025 PSUSA: PSUSA/00000054/202412 - periodic safety update report single 

assessment 

New 

10/07/2025 PSUSA: PSUSA/00001110/202411 - periodic safety update report single 

assessment 

New 

10/07/2025 Medicine: Revlimid Updated 

10/07/2025 Medicine: Xbryk Updated 

10/07/2025 Medicine: Fymskina Updated 

10/07/2025 Medicine: Avtozma Updated 

10/07/2025 Medicine: Temozolomide Sun Updated 

https://www.ema.europa.eu/en/events/unlocking-pms-api-potential-edit-functionality-training-mahs
https://www.ema.europa.eu/en/events/pms-pui-training-product-data-submission-bulk-edit-made-easy
https://www.ema.europa.eu/en/medicines/human/EPAR/kayfanda
https://www.ema.europa.eu/en/medicines/human/EPAR/bylvay
https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/imfinzi
https://www.ema.europa.eu/en/medicines/human/referrals/ixchiq
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-7-10-july-2025
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-7-10-july-2025
https://www.ema.europa.eu/en/news/ixchiq-temporary-restriction-vaccinating-people-65-years-older-be-lifted
https://www.ema.europa.eu/en/news/ixchiq-temporary-restriction-vaccinating-people-65-years-older-be-lifted
https://www.ema.europa.eu/en/medicines/human/EPAR/filsuvez
https://www.ema.europa.eu/en/medicines/human/EPAR/capecitabine-teva
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/artificial-intelligence
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/sharing-data-across-systems-master-data-human-medicines
https://www.ema.europa.eu/en/documents/report/review-artificial-intelligence-machine-learning-applications-medicines-lifecycle-2024-horizon-scanning-short-report_en.pdf
https://www.ema.europa.eu/en/documents/report/review-artificial-intelligence-machine-learning-applications-medicines-lifecycle-2024-horizon-scanning-short-report_en.pdf
https://www.ema.europa.eu/en/documents/report/2024-ai-observatory-report_en.pdf
https://www.ema.europa.eu/en/documents/report/2024-ai-observatory-report-compilation-2024-experience_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/medical-device-expert-panels
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001098-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001098-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000893-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000893-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000054-202412
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000054-202412
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001110-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001110-202411
https://www.ema.europa.eu/en/medicines/human/EPAR/revlimid
https://www.ema.europa.eu/en/medicines/human/EPAR/xbryk
https://www.ema.europa.eu/en/medicines/human/EPAR/fymskina
https://www.ema.europa.eu/en/medicines/human/EPAR/avtozma
https://www.ema.europa.eu/en/medicines/human/EPAR/temozolomide-sun
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Date Content Status 

10/07/2025 Medicine: Plegridy Updated 

10/07/2025 Document: New fee regulation working arrangements Updated 

10/07/2025 Page: Fees payable to the European Medicines Agency: Fees, charges and 

remuneration for assessment procedures and services relating to medicinal 

products for human use 

Updated 

10/07/2025 Page: Fees payable to the European Medicines Agency: Fees, charges and 

remuneration for assessment procedures and services relating to veterinary 

medicinal products 

Updated 

10/07/2025 Page: Fees payable to the European Medicines Agency: General questions 

and answers 

Updated 

10/07/2025 Page: Fees payable to the European Medicines Agency: Other fees and 

charges for medicinal products for human use, veterinary medicinal products 

and consultations on medical devices 

Updated 

10/07/2025 Document: New fee regulation: General questions and answers for all 

applicants 

Updated 

10/07/2025 Document: Annex I questions and answers – Fees, charges and remuneration 

for assessment procedures and services relating to medicinal products for 

human use 

Updated 

10/07/2025 Document: Annex II questions and answers – Fees, charges and 

remuneration for assessment procedures and services relating to veterinary 

medicinal products 

Updated 

10/07/2025 Document: Annex IV questions and answers – Other fees and charges for 

medicinal products for human use, veterinary medicinal products and 

consultations on medical devices 

Updated 

10/07/2025 Medicine: Arikayce liposomal Updated 

10/07/2025 Medicine: Evotaz Updated 

10/07/2025 Document: Dronedarone film-coated tablets 400 mg product-specific 

bioequivalence guidance - Revision 1 

New 

10/07/2025 Page: Dronedarone product-specific bioequivalence guidance Updated 

10/07/2025 Page: Ledipasvir/sofosbuvir product-specific bioequivalence guidance Updated 

10/07/2025 Document: Ledipasvir/sofosbuvir film-coated tablet 45 mg/200 mg and 90 

mg/400 mg, coated granules 33.75mg/150mg and 45mg/200mg product-

specific bioequivalence guidance - Revision 1 

New 

09/07/2025 PIP: EMEA-003549-PIP01-23 - paediatric investigation plan New 

09/07/2025 PIP: EMEA-003616-PIP01-24 - paediatric investigation plan New 

09/07/2025 PIP: EMEA-003521-PIP01-23 - paediatric investigation plan New 

09/07/2025 PIP: EMEA-003513-PIP01-23 - paediatric investigation plan New 

https://www.ema.europa.eu/en/medicines/human/EPAR/plegridy
https://www.ema.europa.eu/en/documents/other/new-fee-regulation-working-arrangements_en.pdf
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-fees-charges-remuneration-assessment-procedures-services-relating-medicinal-products-human-use
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-fees-charges-remuneration-assessment-procedures-services-relating-medicinal-products-human-use
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-fees-charges-remuneration-assessment-procedures-services-relating-medicinal-products-human-use
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-fees-charges-remuneration-assessment-procedures-services-relating-veterinary-medicinal-products
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-fees-charges-remuneration-assessment-procedures-services-relating-veterinary-medicinal-products
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-fees-charges-remuneration-assessment-procedures-services-relating-veterinary-medicinal-products
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-general-questions-answers
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-general-questions-answers
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-other-fees-charges-medicinal-products-human-use-veterinary-medicinal-products-consultations-medical-devices
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-other-fees-charges-medicinal-products-human-use-veterinary-medicinal-products-consultations-medical-devices
https://www.ema.europa.eu/en/fees-payable-european-medicines-agency-other-fees-charges-medicinal-products-human-use-veterinary-medicinal-products-consultations-medical-devices
https://www.ema.europa.eu/en/documents/other/new-fee-regulation-general-questions-answers-all-applicants_en.pdf
https://www.ema.europa.eu/en/documents/other/new-fee-regulation-general-questions-answers-all-applicants_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-i-questions-answers-fees-charges-remuneration-assessment-procedures-services-relating-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-i-questions-answers-fees-charges-remuneration-assessment-procedures-services-relating-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-i-questions-answers-fees-charges-remuneration-assessment-procedures-services-relating-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-ii-questions-answers-fees-charges-remuneration-assessment-procedures-services-relating-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-ii-questions-answers-fees-charges-remuneration-assessment-procedures-services-relating-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-ii-questions-answers-fees-charges-remuneration-assessment-procedures-services-relating-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-iv-questions-answers-other-fees-charges-medicinal-products-human-use-veterinary-medicinal-products-consultations-medical-devices_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-iv-questions-answers-other-fees-charges-medicinal-products-human-use-veterinary-medicinal-products-consultations-medical-devices_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-iv-questions-answers-other-fees-charges-medicinal-products-human-use-veterinary-medicinal-products-consultations-medical-devices_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/arikayce-liposomal
https://www.ema.europa.eu/en/medicines/human/EPAR/evotaz
https://www.ema.europa.eu/en/documents/scientific-guideline/dronedarone-film-coated-tablets-400-mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/dronedarone-film-coated-tablets-400-mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/dronedarone-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/ledipasvir-sofosbuvir-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/documents/scientific-guideline/ledipasvir-sofosbuvir-film-coated-tablet-45-mg-200-mg-90-mg-400-mg-coated-granules-3375mg-150mg-45mg-200mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ledipasvir-sofosbuvir-film-coated-tablet-45-mg-200-mg-90-mg-400-mg-coated-granules-3375mg-150mg-45mg-200mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ledipasvir-sofosbuvir-film-coated-tablet-45-mg-200-mg-90-mg-400-mg-coated-granules-3375mg-150mg-45mg-200mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003549-pip01-23
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003616-pip01-24
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003521-pip01-23
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003513-pip01-23
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Date Content Status 

09/07/2025 PIP: EMEA-003610-PIP01-24 - paediatric investigation plan New 

09/07/2025 PIP: EMEA-003628-PIP01-24 - paediatric investigation plan New 

09/07/2025 PIP: EMEA-003502-PIP01-23 - paediatric investigation plan New 

09/07/2025 PIP: EMEA-003622-PIP01-24 - paediatric investigation plan New 

09/07/2025 PIP: EMEA-003344-PIP01-22-M01 - paediatric investigation plan Updated 

09/07/2025 PIP: EMEA-003253-PIP01-22-M01 - paediatric investigation plan New 

09/07/2025 Document: Guide to CTIS training material catalogue Updated 

09/07/2025 PIP: EMEA-003607-PIP01-24 - paediatric investigation plan New 

09/07/2025 Orphan: EU/3/10/841 - orphan designation for treatment of non-24-hour 

sleep-wake disorders in blind people with no light perception 

Updated 

09/07/2025 Medicine: Hetlioz Updated 

09/07/2025 Medicine: Toujeo (previously Optisulin) Updated 

09/07/2025 Document: Clinical Trial Information System (CTIS) structured data form - 

Notifications, Annual Safety Report (ASR) and results 

Updated 

09/07/2025 Medicine: Duvyzat Updated 

09/07/2025 Document: Minutes of the HMPC meeting 5-7 May 2025 New 

09/07/2025 Medicine: Braftovi Updated 

09/07/2025 Document: Clinical Trial Information System (CTIS) structured data form - 

Initial application, additional Member State Concerned, (Multi trial) 

substantial modification, non-substantial modification, and Request for 

information (RFI) 

Updated 

09/07/2025 Medicine: Benlysta Updated 

09/07/2025 EU-M4all: Dengue Tetravalent Vaccine (Live, Attenuated) Takeda - 

opinion on medicine for use outside EU 

Updated 

09/07/2025 Event: 14th industry stakeholder platform on research and development 

support 

Updated 

09/07/2025 Document: Clinical Trial Information System (CTIS) - Sponsor handbook Updated 

09/07/2025 Event: Training session on Human variations web-based electronic 

Application Form (eAF) for non-CAPs 

Updated 

09/07/2025 Medicine: Ozempic Updated 

09/07/2025 Medicine: Exjade Updated 

09/07/2025 Medicine: Ituxredi Updated 

09/07/2025 Page: Clinical Trials Information System (CTIS): training and support Updated 

https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003610-pip01-24
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003628-pip01-24
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003502-pip01-23
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003622-pip01-24
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003344-pip01-22-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003253-pip01-22-m01
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003607-pip01-24
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-10-841
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-10-841
https://www.ema.europa.eu/en/medicines/human/EPAR/hetlioz
https://www.ema.europa.eu/en/medicines/human/EPAR/toujeo
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-notifications-results_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-notifications-results_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/duvyzat
https://www.ema.europa.eu/en/documents/minutes/minutes-hmpc-meeting-5-7-may-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/braftovi
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member-state-concerned-substantial-modification-non-substantial-modification_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member-state-concerned-substantial-modification-non-substantial-modification_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member-state-concerned-substantial-modification-non-substantial-modification_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member-state-concerned-substantial-modification-non-substantial-modification_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/benlysta
https://www.ema.europa.eu/en/opinion-medicine-use-outside-EU/human/dengue-tetravalent-vaccine-live-attenuated-takeda
https://www.ema.europa.eu/en/opinion-medicine-use-outside-EU/human/dengue-tetravalent-vaccine-live-attenuated-takeda
https://www.ema.europa.eu/en/events/14th-industry-stakeholder-platform-research-development-support
https://www.ema.europa.eu/en/events/14th-industry-stakeholder-platform-research-development-support
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/en/events/training-session-human-variations-web-based-electronic-application-form-eaf-non-caps-0
https://www.ema.europa.eu/en/events/training-session-human-variations-web-based-electronic-application-form-eaf-non-caps-0
https://www.ema.europa.eu/en/medicines/human/EPAR/ozempic
https://www.ema.europa.eu/en/medicines/human/EPAR/exjade
https://www.ema.europa.eu/en/medicines/human/EPAR/ituxredi
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support
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Date Content Status 

09/07/2025 Page: Clinical Trials Information System (CTIS): online training modules 

for authorities 

Updated 

08/07/2025 PSUSA: PSUSA/00002832/202409 - periodic safety update report single 

assessment 

New 

08/07/2025 Medicine: Qdenga Updated 

08/07/2025 Medicine: Gohibic Updated 

08/07/2025 Medicine: Ritonavir Viatris (previously Ritonavir Mylan) Updated 

08/07/2025 Event: Meeting of the Executive Steering Group on Shortages and Safety of 

Medicinal Products (MSSG) – November 2025 

Updated 

08/07/2025 Document: Minutes - PDCO minutes of the 20-23 May 2025 meeting New 

08/07/2025 Medicine: Cibinqo Updated 

08/07/2025 Document: Dates of 2026 Scientific Advice Working Party (SAWP) 

meetings and submission deadlines for scientific advice, protocol assistance, 

qualification of novel methodologies and HTACG/EMA parallel Joint 

Scientific Consultation (JSC) requests 

New 

08/07/2025 Document: Minutes of the CHMP meeting 24-27 February 2025 New 

08/07/2025 Document: Annex to 24-27 February 2025 CHMP Minutes New 

08/07/2025 Shortage: Ecalta Updated 

08/07/2025 Document: Minutes of the CAT meeting 14-16 May 2025 New 

08/07/2025 Document: CHMP PROM minutes for the meeting on 20 January 2025 New 

08/07/2025 Event: SPOR and XEVMPD status update webinar Updated 

08/07/2025 Document: EU Implementation Guide (IG) on veterinary medicines product 

data in the Union Product Database - Chapter 5: Technical specifications 

Updated 

08/07/2025 Medicine: Filgrastim Hexal Updated 

08/07/2025 Medicine: Zarzio Updated 

08/07/2025 Medicine: Voydeya Updated 

08/07/2025 Medicine: Rybelsus Updated 

08/07/2025 Medicine: Obgemsa Updated 

08/07/2025 Medicine: Holoclar Updated 

08/07/2025 Medicine: Erleada Updated 

07/07/2025 Medicine: Stronghold Plus Updated 

07/07/2025 Medicine: NexGard Combo Updated 

07/07/2025 PSUSA: PSUSA/00001048/202409 - periodic safety update report single 

assessment 

New 

https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support/clinical-trials-information-system-ctis-online-training-modules-authorities
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support/clinical-trials-information-system-ctis-online-training-modules-authorities
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002832-202409
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002832-202409
https://www.ema.europa.eu/en/medicines/human/EPAR/qdenga
https://www.ema.europa.eu/en/medicines/human/EPAR/gohibic
https://www.ema.europa.eu/en/medicines/human/EPAR/ritonavir-viatris
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-november-2025
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-november-2025
https://www.ema.europa.eu/en/documents/minutes/minutes-pdco-minutes-20-23-may-2025-meeting_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/cibinqo
https://www.ema.europa.eu/en/documents/other/dates-2026-scientific-advice-working-party-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-novel-methodologies-htacg-ema-parallel-joint-scientific-consultation_en.pdf
https://www.ema.europa.eu/en/documents/other/dates-2026-scientific-advice-working-party-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-novel-methodologies-htacg-ema-parallel-joint-scientific-consultation_en.pdf
https://www.ema.europa.eu/en/documents/other/dates-2026-scientific-advice-working-party-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-novel-methodologies-htacg-ema-parallel-joint-scientific-consultation_en.pdf
https://www.ema.europa.eu/en/documents/other/dates-2026-scientific-advice-working-party-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-novel-methodologies-htacg-ema-parallel-joint-scientific-consultation_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-24-27-february-2025_en.pdf
https://www.ema.europa.eu/en/documents/minutes/annex-24-27-february-2025-chmp-minutes_en.xlsx
https://www.ema.europa.eu/en/medicines/human/shortages/ecalta
https://www.ema.europa.eu/en/documents/minutes/minutes-cat-meeting-14-16-may-2025_en.pdf
https://www.ema.europa.eu/en/documents/minutes/chmp-prom-minutes-meeting-20-january-2025_en.pdf
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-1
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-5-technical-specifications_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-5-technical-specifications_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/filgrastim-hexal
https://www.ema.europa.eu/en/medicines/human/EPAR/zarzio
https://www.ema.europa.eu/en/medicines/human/EPAR/voydeya
https://www.ema.europa.eu/en/medicines/human/EPAR/rybelsus
https://www.ema.europa.eu/en/medicines/human/EPAR/obgemsa
https://www.ema.europa.eu/en/medicines/human/EPAR/holoclar
https://www.ema.europa.eu/en/medicines/human/EPAR/erleada
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/stronghold-plus
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/nexgard-combo
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001048-202409
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001048-202409
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Date Content Status 

07/07/2025 Medicine: Nobilis Multriva IBm+ND+Gm+REOm+EDS Updated 

07/07/2025 Medicine: Latuda Updated 

07/07/2025 Medicine: Circadin Updated 

07/07/2025 Document: Questions and answers about the clinical study data proof-of-

concept pilot for industry 

Updated 

07/07/2025 Medicine: Nucala Updated 

07/07/2025 Event: Pharmacovigilance Risk Assessment Committee (PRAC): 7 - 10 July 

2025 

Updated 

07/07/2025 PIP: EMEA-003241-PIP01-22-M01 - paediatric investigation plan Updated 

07/07/2025 Document: Agenda of the PRAC meeting 7-10 July 2025 New 

07/07/2025 PIP: EMEA-002780-PIP02-20-M02 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002703-PIP01-19-M01 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002689-PIP02-23-M01 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001957-PIP02-19-M01 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002597-PIP01-19-M02 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001949-PIP01-16-M07 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001949-PIP02-18-M05 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002563-PIP02-19-M03 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002064-PIP01-16-M06 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002479-PIP01-18-M02 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002942-PIP02-20-M02 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002706-PIP01-19-M03 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001944-PIP01-16-M05 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002246-PIP01-17-M05 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001855-PIP01-15-M06 - paediatric investigation plan Updated 

07/07/2025 Document: Pilot participation letter: Clinical study data proof-of-concept Updated 

07/07/2025 PIP: EMEA-002115-PIP01-17-M06 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001849-PIP02-15-M05 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002700-PIP01-19-M02 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001825-PIP01-15-M05 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-002033-PIP02-23 - paediatric investigation plan New 

https://www.ema.europa.eu/en/medicines/veterinary/EPAR/nobilis-multriva-ibmndgmreomeds
https://www.ema.europa.eu/en/medicines/human/EPAR/latuda
https://www.ema.europa.eu/en/medicines/human/EPAR/circadin
https://www.ema.europa.eu/en/documents/other/questions-answers-about-clinical-study-data-proof-concept-pilot-industry_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-about-clinical-study-data-proof-concept-pilot-industry_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/nucala
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-7-10-july-2025
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-7-10-july-2025
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003241-pip01-22-m01
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-7-10-july-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002780-pip02-20-m02
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002703-pip01-19-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002689-pip02-23-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001957-pip02-19-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002597-pip01-19-m02
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001949-pip01-16-m07
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001949-pip02-18-m05
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002563-pip02-19-m03
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002064-pip01-16-m06
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002479-pip01-18-m02
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002942-pip02-20-m02
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002706-pip01-19-m03
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001944-pip01-16-m05
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002246-pip01-17-m05
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001855-pip01-15-m06
https://www.ema.europa.eu/en/documents/other/pilot-participation-letter-clinical-study-data-proof-concept_en.pdf
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002115-pip01-17-m06
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001849-pip02-15-m05
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002700-pip01-19-m02
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001825-pip01-15-m05
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002033-pip02-23
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Date Content Status 

07/07/2025 PIP: EMEA-001750-PIP01-15-M07 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001739-PIP02-16-M02 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001613-PIP03-21-M01 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001373-PIP01-12-M06 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-001290-PIP01-12-M01 - paediatric investigation plan Updated 

07/07/2025 Event: Meeting of the Medicine Shortages Single Point of Contact (SPOC) 

Working Party 

Updated 

07/07/2025 Document: Meeting summary of the Medicine Shortages SPOC Working 

Party meeting on 13 May 2025 

New 

07/07/2025 PIP: EMEA-001214-PIP04-19-M01 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-000780-PIP01-09-M08 - paediatric investigation plan Updated 

07/07/2025 PIP: EMEA-000205-PIP02-11-M07 - paediatric investigation plan Updated 

07/07/2025 Page: SME Regulation and reports Updated 

 

 

NOTICE TO APPLICANTS 

 

07. July 2025 

Stakeholders’ Consultation on EudraLex Volume 4 - Good Manufacturing Practice Guidelines: 

Chapter 4, Annex 11 and New Annex 22 

 

 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

11.07.2025 Informationen zu Rote-Hand-Briefen und Informationsbriefen 

Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) veröffentlicht 

neue Hinweise zu anstehenden Rote-Hand-Briefen und Informationsbriefen. 

 

11.07.2025 Pharmacovigilance Risk Assessment Committee (PRAC) 

Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) veröffentlicht 

die neuen Signale, die im Rahmen der PRAC-Sitzung vom 07.07. - 10.07.2025 

behandelt wurden. 

 

09.07.2025 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe 

EMA/CMDh/98727/2025 vom 25.04.2025 betreffend die Zulassungen für 

Humanarzneimittel mit dem Wirkstoff Meropenem 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Meropenem 

infolge des Europäischen PSUR Single Assessment Verfahrens nach Artikel 107d) 

bis g) der Richtlinie 2001/83/EG 

 

https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001750-pip01-15-m07
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001739-pip02-16-m02
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001613-pip03-21-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001373-pip01-12-m06
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001290-pip01-12-m01
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-29
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-29
https://www.ema.europa.eu/en/documents/report/meeting-summary-medicine-shortages-spoc-working-party-meeting-13-may-2025_en.pdf
https://www.ema.europa.eu/en/documents/report/meeting-summary-medicine-shortages-spoc-working-party-meeting-13-may-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001214-pip04-19-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000780-pip01-09-m08
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000205-pip02-11-m07
https://www.ema.europa.eu/en/about-us/support-smes/sme-regulation-reports
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Rote-Hand-Briefe/Zusatzinformationen/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Meropenem-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Meropenem-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Meropenem-CMDh-Beschluss.html
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BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) 

 

Date Title 

11.07.2025 Europa und EUDAMED 

Sicherheit und Versorgung mit Medizinprodukten weiterentwickeln, Koordination 

und Governance auf EU-Ebene stärken - Die europäischen 

Medizinproduktebehörden haben ein gemeinsames Statement 

zur MDR und IVDR veröffentlicht. 

 

11.07.2025 CAMD and HMA: European medical device competent authorities statement 

on reform of the EU regulatory framework for medical devices (July 2025) 

 

 

 

PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

No updates since May 22nd, 2025. 

 

 

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 content 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/Medizinprodukte/Ueberblick/Europa-und-EUDAMED/_artikel_statement.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/20250711-statement-camd-hma.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/20250711-statement-camd-hma.html
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