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HEADS OF AGENCIES – CMDh 

 

23 July 

 

UPDATE - Contact Points 

 

29 July 

 

• NEW - Report from the meeting held on 21-22 July 2026 

• UPDATE - Template of letter of intent for the submission of a worksharing procedure 

• UPDATE - EMA/CMDh Explanatory notes on Variation Application Form - Human 

medicinal products only 

• UPDATE - Chapter 7 - CMDh BPG on Variation Worksharing 

• UPDATE - Type II variation Preliminary-Final Variation Assessment Report 

• NEW - 2026 (Jan-Jun) - Statistics for New Applications (MRP/DCP), Variations, Referrals 

and Paediatric Worksharing procedures 

 

28 July 

 

• NEW - 23-25 June CMDh Minutes 

• NEW - Minutes of the 25 June 2026 meeting with Interested Parties 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

31/07/2026 Medicine: Iclusig 

ponatinib 

Updated 

31/07/2026 Document: Member states guidance: New CTIS safety module on the 

annual safety report 

New 

31/07/2026 Document: Sponsor guidance: New safety module on the annual safety 

report 

New 

https://www.hma.eu/human-medicines/cmdh/contact-points.html#c2751
https://www.hma.eu/human-medicines/cmdh/press-releases.html
https://www.hma.eu/human-medicines/cmdh/templates/variations.html#c2210
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation.html#c2195
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation.html#c2195
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation.html#c2126
https://www.hma.eu/human-medicines/cmdh/templates/assessment-reports/variations.html
https://www.hma.eu/human-medicines/cmdh/statistics.html#c7903
https://www.hma.eu/human-medicines/cmdh/statistics.html#c7903
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html#c7861
https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/iclusig
https://www.ema.europa.eu/en/documents/report/member-states-guidance-new-ctis-safety-module-annual-safety-report_en.pdf
https://www.ema.europa.eu/en/documents/report/member-states-guidance-new-ctis-safety-module-annual-safety-report_en.pdf
https://www.ema.europa.eu/en/documents/report/sponsor-guidance-new-safety-module-annual-safety-report_en.pdf
https://www.ema.europa.eu/en/documents/report/sponsor-guidance-new-safety-module-annual-safety-report_en.pdf
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Date Content Status 

31/07/2026 Medicine: Qoyvolma 

ustekinumab 

Updated 

31/07/2026 Event: Fifth European Medicines Agency and Nuclear Medicines Europe 

bilateral meeting 

Updated 

31/07/2026 Event: 18th Industry Standing Group (ISG) meeting New 

31/07/2026 Event: First European Medicines Agency (EMA) and Active 

Pharmaceutical Ingredients Committee (APIC) bilateral meeting 

New 

31/07/2026 Medicine: Kaftrio 

ivacaftor; tezacaftor; elexacaftor 

Updated 

31/07/2026 Medicine: Multaq 

dronedarone 

Updated 

31/07/2026 Medicine: Aspaveli 

pegcetacoplan 

Updated 

31/07/2026 Page: Medicines for human use under evaluation Updated 

31/07/2026 Document: Start of procedure: Type II Variation - Extension of indication 

under evaluation by the CHMP (26 June 2026 - 23 July 2026) 

New 

31/07/2026 Document: Start of procedure: Extension of marketing authorisation (26 

June 2026 - 23 July 2026) 

New 

30/07/2026 Event: Clinical Trials Information System (CTIS) bitesize talk: Annual 

safety report (ASR) new safety module 

Updated 

30/07/2026 News: New leadership team appointments New 

30/07/2026 Document: Dates of 2027 SAWP meetings and submission deadlines 

Scientific advice, protocol assistance, qualification of biomarkers and 

parallel HTACG/EMA Joint Scientific Consultation requests 

Updated 

30/07/2026 Document: HMPC meeting report on European Union herbal monographs, 

guidelines and other activities - 6-8 July 2026 

New 

30/07/2026 Document: Annex to letter of intent Updated 

30/07/2026 Document: Template - Request for accelerated assessment pursuant to 

Article 14(9) of Regulation (EC) No 726/2004' to be replaced by 'Briefing 

Note and Recommendations on a Request for Accelerated Assessment 

Pursuant to Article 14 (9) of Regulation (EC) No 726/2004 

Updated 

30/07/2026 Medicine: Sylvant 

siltuximab 

Updated 

30/07/2026 Medicine: Privigen 

human normal immunoglobulin (IVIg) 

Updated 

30/07/2026 Medicine: Gilenya 

fingolimod 

Updated 

https://www.ema.europa.eu/en/medicines/human/EPAR/qoyvolma
https://www.ema.europa.eu/en/events/fifth-european-medicines-agency-nuclear-medicines-europe-bilateral-meeting
https://www.ema.europa.eu/en/events/fifth-european-medicines-agency-nuclear-medicines-europe-bilateral-meeting
https://www.ema.europa.eu/en/events/18th-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-active-pharmaceutical-ingredients-committee-apic-bilateral-meeting
https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-active-pharmaceutical-ingredients-committee-apic-bilateral-meeting
https://www.ema.europa.eu/en/medicines/human/EPAR/kaftrio
https://www.ema.europa.eu/en/medicines/human/EPAR/multaq
https://www.ema.europa.eu/en/medicines/human/EPAR/aspaveli
https://www.ema.europa.eu/en/medicines/medicines-human-use-under-evaluation
https://www.ema.europa.eu/en/documents/report/start-procedure-type-ii-variation-extension-indication-under-evaluation-chmp-26-june-2026-23-july-2026_en.xlsx
https://www.ema.europa.eu/en/documents/report/start-procedure-type-ii-variation-extension-indication-under-evaluation-chmp-26-june-2026-23-july-2026_en.xlsx
https://www.ema.europa.eu/en/documents/report/start-procedure-extension-marketing-authorisation-26-june-2026-23-july-2026_en.xlsx
https://www.ema.europa.eu/en/documents/report/start-procedure-extension-marketing-authorisation-26-june-2026-23-july-2026_en.xlsx
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-annual-safety-report-asr-new-safety-module
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-annual-safety-report-asr-new-safety-module
https://www.ema.europa.eu/en/news/new-leadership-team-appointments
https://www.ema.europa.eu/en/documents/other/dates-2027-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-biomarkers-parallel-htacg-ema-joint-scientific-consultation-requests_en.pdf
https://www.ema.europa.eu/en/documents/other/dates-2027-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-biomarkers-parallel-htacg-ema-joint-scientific-consultation-requests_en.pdf
https://www.ema.europa.eu/en/documents/other/dates-2027-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-biomarkers-parallel-htacg-ema-joint-scientific-consultation-requests_en.pdf
https://www.ema.europa.eu/en/documents/committee-report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-6-8-july-2026_en.pdf
https://www.ema.europa.eu/en/documents/committee-report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-6-8-july-2026_en.pdf
https://www.ema.europa.eu/en/documents/template-form/annex-letter-intent_en.docx
https://www.ema.europa.eu/en/documents/template-form/template-request-accelerated-assessment-pursuant-article-149-regulation-ec-no-726-2004-be-replaced-briefing-note-recommendations-request-accelerated-assessment-pursuant-article-14-9-regulation-ec-no_en.docx
https://www.ema.europa.eu/en/documents/template-form/template-request-accelerated-assessment-pursuant-article-149-regulation-ec-no-726-2004-be-replaced-briefing-note-recommendations-request-accelerated-assessment-pursuant-article-14-9-regulation-ec-no_en.docx
https://www.ema.europa.eu/en/documents/template-form/template-request-accelerated-assessment-pursuant-article-149-regulation-ec-no-726-2004-be-replaced-briefing-note-recommendations-request-accelerated-assessment-pursuant-article-14-9-regulation-ec-no_en.docx
https://www.ema.europa.eu/en/documents/template-form/template-request-accelerated-assessment-pursuant-article-149-regulation-ec-no-726-2004-be-replaced-briefing-note-recommendations-request-accelerated-assessment-pursuant-article-14-9-regulation-ec-no_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/sylvant
https://www.ema.europa.eu/en/medicines/human/EPAR/privigen
https://www.ema.europa.eu/en/medicines/human/EPAR/gilenya
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Date Content Status 

30/07/2026 Page: Non-clinical requirements for severely debilitating or life-

threatening diseases 

New 

30/07/2026 Document: Concept paper on the development of a reflection paper on the 

non-clinical requirements for severely debilitating or life-threatening 

diseases 

New 

30/07/2026 Medicine: Xofigo 

radium Ra223 dichloride 

Updated 

30/07/2026 Medicine: Mayzent 

siponimod 

Updated 

30/07/2026 Medicine: Jascayd 

nerandomilast 

Updated 

30/07/2026 Medicine: Boey 

trenibotulinumtoxinE 

Updated 

30/07/2026 Document: List of centrally authorised products with safety-related 

changes to the product information 

Updated 

30/07/2026 Medicine: Leflunomide ratiopharm 

leflunomide 

Updated 

30/07/2026 Medicine: Hulio 

adalimumab 

Updated 

29/07/2026 Medicine: PecFent 

fentanyl 

Updated 

29/07/2026 Medicine: Xtandi 

enzalutamide 

Updated 

29/07/2026 Medicine: Padcev 

enfortumab vedotin 

Updated 

29/07/2026 Document: Template - Application for transfer of marketing authorisation 

from transferor to transferee, attachment 1 (veterinary) 

New 

29/07/2026 Medicine: Rxulti 

brexpiprazole 

Updated 

29/07/2026 Document: Regulatory Perspectives on Herbal Medicinal Botanical Drug 

Product Development - Joint FDA-EMA Workshop: Event agenda 

Updated 

29/07/2026 Document: List of medicinal products under additional monitoring Updated 

29/07/2026 Page: List of medicines under additional monitoring Updated 

29/07/2026 Document: List of medicinal products under additional monitoring Updated 

29/07/2026 Document: List of European Union reference dates (EURD) and 

frequency of submission of periodic safety update reports (PSURs) 

Updated 

28/07/2026 Medicine: Itvisma 

onasemnogene abeparvovec 

New 

https://www.ema.europa.eu/en/non-clinical-requirements-severely-debilitating-or-life-threatening-diseases
https://www.ema.europa.eu/en/non-clinical-requirements-severely-debilitating-or-life-threatening-diseases
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-development-reflection-paper-non-clinical-requirements-severely-debilitating-or-life-threatening-diseases_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-development-reflection-paper-non-clinical-requirements-severely-debilitating-or-life-threatening-diseases_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-development-reflection-paper-non-clinical-requirements-severely-debilitating-or-life-threatening-diseases_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/xofigo
https://www.ema.europa.eu/en/medicines/human/EPAR/mayzent
https://www.ema.europa.eu/en/medicines/human/EPAR/jascayd
https://www.ema.europa.eu/en/medicines/human/EPAR/boey
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/leflunomide-ratiopharm
https://www.ema.europa.eu/en/medicines/human/EPAR/hulio
https://www.ema.europa.eu/en/medicines/human/EPAR/pecfent
https://www.ema.europa.eu/en/medicines/human/EPAR/xtandi
https://www.ema.europa.eu/en/medicines/human/EPAR/padcev
https://www.ema.europa.eu/en/documents/template-form/template-application-transfer-marketing-authorisation-transferor-transferee-attachment-1-veterinary_en.docx
https://www.ema.europa.eu/en/documents/template-form/template-application-transfer-marketing-authorisation-transferor-transferee-attachment-1-veterinary_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/rxulti
https://www.ema.europa.eu/en/documents/agenda/regulatory-perspectives-herbal-medicinal-botanical-drug-product-development-joint-fda-ema-workshop-event-agenda_en.pdf
https://www.ema.europa.eu/en/documents/agenda/regulatory-perspectives-herbal-medicinal-botanical-drug-product-development-joint-fda-ema-workshop-event-agenda_en.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xlsx
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/other/list-european-union-reference-dates-eurd-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx
https://www.ema.europa.eu/en/documents/other/list-european-union-reference-dates-eurd-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/itvisma
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Date Content Status 

28/07/2026 Medicine: Trodelvy 

sacituzumab govitecan 

Updated 

28/07/2026 Medicine: Inflectra 

infliximab 

Updated 

27/07/2026 Medicine: Macitentan AccordPharma 

macitentan 

Updated 

27/07/2026 Medicine: Macitentan Accord 

macitentan 

Updated 

27/07/2026 Medicine: Irbesartan Zentiva (previously Irbesartan Winthrop) 

irbesartan 

Updated 

27/07/2026 PIP: EMEA-002883-PIP02-22 - paediatric investigation plan 

trimodulin 

Updated 

27/07/2026 Document: Draft guideline on veterinary good pharmacovigilance 

practices (VGVP) - Module: Pharmacovigilance systems, their quality 

management systems and pharmacovigilance system master files - 

Revision 1 

New 

27/07/2026 Page: Podcast: Inside EMA Updated 

27/07/2026 Medicine: Cerdelga 

eliglustat 

Updated 

27/07/2026 Medicine: Apixaban Accord 

apixaban 
Updated 

 

 

NOTICE TO APPLICANTS 

 

No updates since June 24th, 2026. 

 

 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

31.07.2026 Informationen zu Einreichung und Genehmigung von Schulungsmaterial 

Aktualisierung der Hilfestellungsdokumente zur Einreichung und Genehmigung von 

behördlich genehmigten Schulungsmaterialien. 

 

 

 

BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)  

 

Date Title 

 No updates since July 27th, 2026. 

 

 

 

https://www.ema.europa.eu/en/medicines/human/EPAR/trodelvy
https://www.ema.europa.eu/en/medicines/human/EPAR/inflectra
https://www.ema.europa.eu/en/medicines/human/EPAR/macitentan-accordpharma
https://www.ema.europa.eu/en/medicines/human/EPAR/macitentan-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/irbesartan-zentiva
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002883-pip02-22
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-pharmacovigilance-systems-their-quality-management-systems-pharmacovigilance-system-master-files-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-pharmacovigilance-systems-their-quality-management-systems-pharmacovigilance-system-master-files-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-pharmacovigilance-systems-their-quality-management-systems-pharmacovigilance-system-master-files-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-pharmacovigilance-systems-their-quality-management-systems-pharmacovigilance-system-master-files-revision-1_en.pdf
https://www.ema.europa.eu/en/news-events/podcast-inside-ema
https://www.ema.europa.eu/en/medicines/human/EPAR/cerdelga
https://www.ema.europa.eu/en/medicines/human/EPAR/apixaban-accord
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/_artikel.html
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PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

30.07.2026 Informationsschreiben von Regeneron GmbH: Libtayo (Cemiplimab) 

 

 

 

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.pei.de/DE/newsroom/veroffentlichungen-arzneimittel/sicherheitsinformationen-human/2026/ablage2026/2026-07-30-infoschreiben-libtayo.html?nn=169638
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