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HEADS OF AGENCIES – CMDh 

 

08 August 

NEW: HaRP assessment reports (Acetylcysteine, Adenosine, Ambroxol, Captopril, Combined 

Hormonal Contraceptives, Chlormadinone acetate/Ethinylestradiol, Flurbiprofen, Gabapentin, 

Gliclazide, Lactulose, Levosimendan, Linezolid, Loperamide, 

Olmesartan/Amlodipine/Hydrochlorthiazide, Piperacillin/Tazobactam, Warfarin) 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

08/08/2025 Medicine: Jinarc Updated 

08/08/2025 Medicine: Cystadrops Updated 

08/08/2025 Document: Product Management Services (PMS) - Implementation of 

International Organization for Standardization (ISO) standards for the 

identification of medicinal products (IDMP) in Europe - Chapter 2 - track 

changes 

Updated 

08/08/2025 Document: Product Management Services (PMS) - Implementation of 

International Organization for Standardization (ISO) standards for the 

identification of medicinal products (IDMP) in Europe - Chapter 2 

Updated 

08/08/2025 Document: Paediatric investigation plan (PIP) - Key elements form Updated 

08/08/2025 Document: Procedural advice on paediatric applications Updated 

08/08/2025 Page: Paediatric medicines: applications and procedures Updated 

08/08/2025 Document: Key elements form: Applicant’s proposal for a paediatric-

investigation-plan opinion 

Updated 

08/08/2025 Event: 3Rs Working Party (3RsWP) plenary meeting - Public session on the 

2025-2027 work plan 

Updated 

07/08/2025 Page: Emergency Task Force (ETF) Updated 

07/08/2025 Document: Composition of the Emergency Task Force (ETF) for 

preparedness 

New 

07/08/2025 Document: Superseded - Composition of the Emergency Task Force (ETF) 

for preparedness 

Updated 

07/08/2025 Medicine: LysaKare Updated 

https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/rmp/harp-assessment-reports.html
https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/rmp/harp-assessment-reports.html
https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/rmp/harp-assessment-reports.html
https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/rmp/harp-assessment-reports.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/jinarc
https://www.ema.europa.eu/en/medicines/human/EPAR/cystadrops
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2-track-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2-track-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2-track-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2-track-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2_en.pdf
https://www.ema.europa.eu/en/documents/template-form/paediatric-investigation-plan-pip-key-elements-form_en.docx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-paediatric-applications_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-medicines-applications-procedures
https://www.ema.europa.eu/en/documents/template-form/key-elements-form-applicants-proposal-paediatric-investigation-plan-opinion_en.docx
https://www.ema.europa.eu/en/documents/template-form/key-elements-form-applicants-proposal-paediatric-investigation-plan-opinion_en.docx
https://www.ema.europa.eu/en/events/3rs-working-party-3rswp-plenary-meeting-public-session-2025-2027-work-plan
https://www.ema.europa.eu/en/events/3rs-working-party-3rswp-plenary-meeting-public-session-2025-2027-work-plan
https://www.ema.europa.eu/en/committees/working-parties-other-groups/emergency-task-force-etf
https://www.ema.europa.eu/en/documents/other/composition-emergency-task-force-etf-preparedness_en.pdf
https://www.ema.europa.eu/en/documents/other/composition-emergency-task-force-etf-preparedness_en.pdf
https://www.ema.europa.eu/en/documents/other/superseded-composition-emergency-task-force-etf-preparedness_en.pdf
https://www.ema.europa.eu/en/documents/other/superseded-composition-emergency-task-force-etf-preparedness_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/lysakare
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Date Content Status 

07/08/2025 Medicine: Brintellix Updated 

07/08/2025 Document: Applications for new human medicines under evaluation: 

August 2025 

New 

07/08/2025 Page: Vaccine Monitoring Platform Updated 

07/08/2025 Document: Vaccine Monitoring Platform: List of EMA-funded studies Updated 

07/08/2025 Event: Workshop on a tailored clinical approach in biosimilar development Updated 

07/08/2025 Document: Medicine shortage communication (MSC): Zypadhera 

(olanzapine pamoate monohydrate <210 mg / 300 mg / 405 mg> powder and 

solvent for prolonged release suspension for injection) 

New 

07/08/2025 Document: Agenda - Multi-stakeholder workshop on tailored clinical 

approach for biosimilars 

New 

06/08/2025 Document: Ketoprofen: European public maximum-residue-limit 

assessment report (EPMAR) - CVMP 

New 

06/08/2025 Medicine: Abecma Updated 

06/08/2025 Medicine: Zebinix Updated 

06/08/2025 Medicine: Enurev Breezhaler Updated 

06/08/2025 Medicine: Adempas Updated 

06/08/2025 Page: Quality guidelines Updated 

06/08/2025 Document: Feedback from European Medicine Agency (EMA) to the EU 

Commission request to evaluate the feasibility of alternatives to replace 

titanium dioxide (TiO2) in medicinal products and its possible impact on 

medicines’ availability 

New 

06/08/2025 Document: Annex I - Use of titanium dioxide as excipient in human and 

veterinary medicines and identification of alternatives - Industry feedback to 

QWP experts / EMA questions - Final report February 2024 

New 

06/08/2025 Medicine: Tovanor Breezhaler Updated 

06/08/2025 Medicine: Seebri Breezhaler Updated 

06/08/2025 Page: Clinical investigation of medicines for the treatment of Alzheimer's 

disease - Scientific guideline 

Updated 

06/08/2025 Document: Concept paper on the need for revision of the guideline on the 

clinical investigation of medicines for the treatment of Alzheimer's disease 

New 

06/08/2025 Medicine: Fetcroja Updated 

06/08/2025 EU-M4all: Pyramax - opinion on medicine for use outside EU Updated 

06/08/2025 Medicine: Kengrexal Updated 

06/08/2025 Medicine: Tecentriq Updated 

06/08/2025 Document: Marketing authorisation application (MAA) - pre-submission 

interactions form 

Updated 

06/08/2025 Medicine: Ayvakyt Updated 

05/08/2025 Document: CHMP-CAT - D80-210 Overview to final EPAR - Rev 07.25 

Revamp 

Updated 

05/08/2025 EU-M4all: Fexinidazole Winthrop - opinion on medicine for use outside EU Updated 

05/08/2025 Medicine: Riximyo Updated 

05/08/2025 Medicine: Rixathon Updated 

05/08/2025 Medicine: Omnitrope Updated 

05/08/2025 Shortage: Quetiapine Updated 

05/08/2025 Shortage: Zypadhera Updated 

05/08/2025 Medicine: Emtricitabine / Tenofovir alafenamide Viatris Updated 

05/08/2025 Medicine: mResvia Updated 

05/08/2025 Medicine: Livtencity Updated 

05/08/2025 PSUSA: PSUSA/00002013/202412 - periodic safety update report single 

assessment 

New 

https://www.ema.europa.eu/en/medicines/human/EPAR/brintellix
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-august-2025_en.xlsx
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-august-2025_en.xlsx
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/vaccine-monitoring-platform
https://www.ema.europa.eu/en/documents/other/vaccine-monitoring-platform-list-ema-funded-studies_en.pdf
https://www.ema.europa.eu/en/events/workshop-tailored-clinical-approach-biosimilar-development
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-zypadhera-olanzapine-pamoate-monohydrate-powder-solvent-prolonged-release-suspension-injection_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-zypadhera-olanzapine-pamoate-monohydrate-powder-solvent-prolonged-release-suspension-injection_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-zypadhera-olanzapine-pamoate-monohydrate-powder-solvent-prolonged-release-suspension-injection_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-multi-stakeholder-workshop-tailored-clinical-approach-biosimilars_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-multi-stakeholder-workshop-tailored-clinical-approach-biosimilars_en.pdf
https://www.ema.europa.eu/en/documents/mrl-report/ketoprofen-european-public-maximum-residue-limit-assessment-report-epmar-cvmp_en.pdf
https://www.ema.europa.eu/en/documents/mrl-report/ketoprofen-european-public-maximum-residue-limit-assessment-report-epmar-cvmp_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/abecma
https://www.ema.europa.eu/en/medicines/human/EPAR/zebinix
https://www.ema.europa.eu/en/medicines/human/EPAR/enurev-breezhaler
https://www.ema.europa.eu/en/medicines/human/EPAR/adempas
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-guidelines/quality-guidelines
https://www.ema.europa.eu/en/documents/report/feedback-european-medicine-agency-ema-eu-commission-request-evaluate-feasibility-alternatives-replace-titanium-dioxide-tio2-medicinal-products-its-possible-impact-medicines-availability_en.pdf
https://www.ema.europa.eu/en/documents/report/feedback-european-medicine-agency-ema-eu-commission-request-evaluate-feasibility-alternatives-replace-titanium-dioxide-tio2-medicinal-products-its-possible-impact-medicines-availability_en.pdf
https://www.ema.europa.eu/en/documents/report/feedback-european-medicine-agency-ema-eu-commission-request-evaluate-feasibility-alternatives-replace-titanium-dioxide-tio2-medicinal-products-its-possible-impact-medicines-availability_en.pdf
https://www.ema.europa.eu/en/documents/report/feedback-european-medicine-agency-ema-eu-commission-request-evaluate-feasibility-alternatives-replace-titanium-dioxide-tio2-medicinal-products-its-possible-impact-medicines-availability_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-i-use-titanium-dioxide-excipient-human-veterinary-medicines-identification-alternatives-industry-feedback-qwp-experts-ema-questions-final-report-february-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-i-use-titanium-dioxide-excipient-human-veterinary-medicines-identification-alternatives-industry-feedback-qwp-experts-ema-questions-final-report-february-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-i-use-titanium-dioxide-excipient-human-veterinary-medicines-identification-alternatives-industry-feedback-qwp-experts-ema-questions-final-report-february-2024_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/tovanor-breezhaler
https://www.ema.europa.eu/en/medicines/human/EPAR/seebri-breezhaler
https://www.ema.europa.eu/en/clinical-investigation-medicines-treatment-alzheimers-disease-scientific-guideline
https://www.ema.europa.eu/en/clinical-investigation-medicines-treatment-alzheimers-disease-scientific-guideline
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-need-revision-guideline-clinical-investigation-medicines-treatment-alzheimers-disease_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-need-revision-guideline-clinical-investigation-medicines-treatment-alzheimers-disease_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/fetcroja
https://www.ema.europa.eu/en/opinion-medicine-use-outside-EU/human/pyramax
https://www.ema.europa.eu/en/medicines/human/EPAR/kengrexal
https://www.ema.europa.eu/en/medicines/human/EPAR/tecentriq
https://www.ema.europa.eu/en/documents/template-form/marketing-authorisation-application-maa-pre-submission-interactions-form_en.docx
https://www.ema.europa.eu/en/documents/template-form/marketing-authorisation-application-maa-pre-submission-interactions-form_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/ayvakyt
https://www.ema.europa.eu/en/documents/template-form/chmp-cat-d80-210-overview-final-epar-rev-0725-revamp_en.docx
https://www.ema.europa.eu/en/documents/template-form/chmp-cat-d80-210-overview-final-epar-rev-0725-revamp_en.docx
https://www.ema.europa.eu/en/opinion-medicine-use-outside-EU/human/fexinidazole-winthrop
https://www.ema.europa.eu/en/medicines/human/EPAR/riximyo
https://www.ema.europa.eu/en/medicines/human/EPAR/rixathon
https://www.ema.europa.eu/en/medicines/human/EPAR/omnitrope
https://www.ema.europa.eu/en/medicines/human/shortages/quetiapine
https://www.ema.europa.eu/en/medicines/human/shortages/zypadhera
https://www.ema.europa.eu/en/medicines/human/EPAR/emtricitabine-tenofovir-alafenamide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/mresvia
https://www.ema.europa.eu/en/medicines/human/EPAR/livtencity
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002013-202412
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002013-202412
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Date Content Status 

05/08/2025 PSUSA: PSUSA/00002024/202410 - periodic safety update report single 

assessment 

New 

05/08/2025 PSUSA: PSUSA/00000997/202410 - periodic safety update report single 

assessment 

New 

05/08/2025 Page: Scientific Advisory Group on Immune and Inflammatory Diseases New 

05/08/2025 Document: Declaration of interest form: Public call for Scientific Advisory 

Group on Immune and Inflammatory Diseases 

New 

05/08/2025 Document: Public call for expression of interest for experts to become 

members of the European Medicines Agency's Scientific Advisory Group 

on Immune and Inflammatory Diseases 

New 

05/08/2025 Medicine: Glivec Updated 

05/08/2025 Document: Recommendations on eligibility to PRIME scheme adopted at 

the CHMP meeting of 21-24 July 2025 

New 

05/08/2025 Page: PRIME: priority medicines Updated 

05/08/2025 Document: List of medicines currently in PRIME scheme Updated 

04/08/2025 Medicine: Darzalex Updated 

04/08/2025 Medicine: Mycamine Updated 

04/08/2025 Page: Eligible patients and consumers organisations Updated 

04/08/2025 Medicine: Docetaxel Kabi Updated 

04/08/2025 Medicine: Vitrakvi Updated 

04/08/2025 Medicine: Kalydeco Updated 

04/08/2025 Page: CHMP opinions on consultation procedures Updated 

04/08/2025 Event: 13th Industry Standing Group (ISG) meeting Updated 

04/08/2025 Document: Highlights - 13th Industry Standing Group (ISG) meeting New 

04/08/2025 Medicine: Rezolsta Updated 

04/08/2025 Document: Scientific advice and protocol assistance adopted during the 

CHMP meeting 21- 24 July 2025 

New 

04/08/2025 Document: List of industry subject matter experts and list of planned calls 

for industry subject matter experts 

Updated 

 

 

NOTICE TO APPLICANTS 

 

No updates since July 07th, 2025. 

 

 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

06.08.2025 Thalidomid, Lenalidomid und Pomalidomid: Voraussetzungen für die 

Verschreibung in Deutschland 

 

Wirkstoff: Thalidomid, Lenalidomid, Pomalidomid 

 

Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) weist erneut auf 

die geltenden Sicherheitsvorgaben sowie die Voraussetzungen für eine 

ordnungsgemäße Verschreibung von Thalidomid, Lenalidomid und Pomalidomid 

hin. 

 

 

 

 

https://www.ema.europa.eu/en/medicines/psusa/psusa-00002024-202410
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002024-202410
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000997-202410
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000997-202410
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp-working-parties-other-groups/scientific-advisory-group-immune-inflammatory-diseases
https://www.ema.europa.eu/en/documents/other/declaration-interest-form-public-call-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/documents/other/declaration-interest-form-public-call-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/documents/other/public-call-expression-interest-experts-become-members-european-medicines-agencys-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/documents/other/public-call-expression-interest-experts-become-members-european-medicines-agencys-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/documents/other/public-call-expression-interest-experts-become-members-european-medicines-agencys-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/glivec
https://www.ema.europa.eu/en/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-21-24-july-2025_en.pdf
https://www.ema.europa.eu/en/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-21-24-july-2025_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/prime-priority-medicines
https://www.ema.europa.eu/en/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/darzalex
https://www.ema.europa.eu/en/medicines/human/EPAR/mycamine
https://www.ema.europa.eu/en/partners-networks/patients-consumers/eligible-patients-consumers-organisations
https://www.ema.europa.eu/en/medicines/human/EPAR/docetaxel-kabi
https://www.ema.europa.eu/en/medicines/human/EPAR/vitrakvi
https://www.ema.europa.eu/en/medicines/human/EPAR/kalydeco
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/consultation-procedure-ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures
https://www.ema.europa.eu/en/events/13th-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/documents/report/highlights-13th-industry-standing-group-isg-meeting_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/rezolsta
https://www.ema.europa.eu/en/documents/chmp-annex/scientific-advice-protocol-assistance-adopted-during-chmp-meeting-21-24-july-2025_en.pdf
https://www.ema.europa.eu/en/documents/chmp-annex/scientific-advice-protocol-assistance-adopted-during-chmp-meeting-21-24-july-2025_en.pdf
https://www.ema.europa.eu/en/documents/other/list-industry-subject-matter-experts-list-planned-calls-industry-subject-matter-experts_en.pdf
https://www.ema.europa.eu/en/documents/other/list-industry-subject-matter-experts-list-planned-calls-industry-subject-matter-experts_en.pdf
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2025/RI-thalidomid-lenalidomid-pomalidomid.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2025/RI-thalidomid-lenalidomid-pomalidomid.html
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Date Title 

05.08.2025 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe 

EMA/CMDh/139606/2025 vom 22.05.2025 betreffend die Zulassungen für 

Humanarzneimittel mit dem Wirkstoff Diclofenac (systemische 

Darreichungsformen) 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Diclofenac 

(systemische Darreichungsformen) infolge des Europäischen PSUR Single 

Assessment Verfahrens nach Artikel 107d) bis g) der Richtlinie 2001/83/EG. 

 

 

 

BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) 

 

Date Title 

05.08.2025 Vorkommnismeldung durch Hersteller und Bevollmächtigte 

Vorkommnismeldung durch Hersteller und Bevollmächtigte 

 

 

 

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/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Diclofenac_systemisch4-CMDh-Beschluss.html
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