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HEADS OF AGENCIES — CMDh

No updates since August 4, 2026.

HEADS OF AGENCIES — PAEDIATRIC REGULATION

Article 45 work-sharing: click here

EUROPEAN MEDICINES AGENCY (EMA)

Date

Content

Status

11/09/2026

Medicine: Aybintio
bevacizumab

Updated

11/09/2026

Medicine: Saphnelo
anifrolumab

Updated

11/09/2026

Medicine: Vyloy
zolbetuximab

Updated

11/09/2026

Medicine: Repaglinide Accord
repaglinide

Updated

11/09/2026

Medicine: Bilprevda
denosumab

Updated

11/09/2026

Medicine: Emgality
galcanezumab

Updated

11/09/2026

Medicine: Lynkuet
elinzanetant

Updated

11/09/2026

Medicine: Cirbloc
porcine circovirus vaccine (inactivated)

New

11/09/2026

Medicine: AviGate S. Typhimurium
Salmonella enterica, subsp. enterica, serovar Typhimurium, strain
Nal2/Rif9/Rtt, Live

New

11/09/2026

News: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 8-10 September 2026

New

11/09/2026

Post-authorisation: Firocoxib CP-Pharma - opinion on variation to
marketing authorisation
firocoxib

New
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http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/aybintio
https://www.ema.europa.eu/en/medicines/human/EPAR/saphnelo
https://www.ema.europa.eu/en/medicines/human/EPAR/vyloy
https://www.ema.europa.eu/en/medicines/human/EPAR/repaglinide-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/bilprevda
https://www.ema.europa.eu/en/medicines/human/EPAR/emgality
https://www.ema.europa.eu/en/medicines/human/EPAR/lynkuet
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/cirbloc
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/avigate-s-typhimurium
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-8-10-september-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-8-10-september-2026
https://www.ema.europa.eu/en/medicines/veterinary/variation/firocoxib-cp-pharma
https://www.ema.europa.eu/en/medicines/veterinary/variation/firocoxib-cp-pharma

DiaMed GmbH

Regulatory News DIA
Date Content Status
11/09/2026 | Post-authorisation: Vectormune HVT-AIV - opinion on variation to New
marketing authorisation
Avian influenza vaccine

11/09/2026 | Post-authorisation: Felpreva - opinion on variation to marketing New
authorisation
emodepside; praziquantel; tigolaner

11/09/2026 | Post-authorisation: Vectra 3D - opinion on variation to marketing New
authorisation
dinotefuran, permethrin, and pyriproxyfen

11/09/2026 | Page: ICH M12 on drug interaction studies - Scientific guideline Updated

11/09/2026 | Document: Draft guideline on the investigation of interactions in the New
gastrointestinal tract

10/09/2026 | Event: HMA / EMA multistakeholder Al and Data forum: Build Updated
trustworthy Al on strong data foundations

10/09/2026 | Referral: Veterinary medicinal products containing amoxicillin - referral | Updated
amoxicillin

10/09/2026 | Medicine: Xeljanz Updated
tofacitinib

10/09/2026 | Medicine: Uzpruvo Updated
ustekinumab

10/09/2026 | Medicine: Zoledronic acid Mylan Updated
zoledronic acid

10/09/2026 | Medicine: Tagrisso Updated
osimertinib

10/09/2026 | Medicine: Moventig Updated
naloxegol

10/09/2026 | Event: First European Medicines Agency (EMA) - International Society New
for Cell and Gene Therapy (ISCT) bilateral meeting

10/09/2026 | Event: Fifth European Medicines Agency (EMA) - Vaccines Europe New
bilateral meeting

10/09/2026 | Event: Product Management Service (PMS) public API beta release - Updated
Technical overview and live demo

10/09/2026 | Page: Clinical investigation of medicinal products for treatment of Updated
migraine - Scientific guideline

10/09/2026 | Document: Draft guideline on clinical investigation of medicinal products | New
for the treatment of migraine and cluster headache - Revision 2

09/09/2026 | PSUSA: PSUSA/00000405/202601 - periodic safety update report single New
assessment
bezafibrate

09/09/2026 | Medicine: Amvuttra Updated
vutrisiran

09/09/2026 | Page: Expert panel support for orphan medical devices Updated

09/09/2026 | Document: Orphan medical devices regular process: 2027 timetable New
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https://www.ema.europa.eu/en/medicines/veterinary/variation/vectormune-hvt-aiv
https://www.ema.europa.eu/en/medicines/veterinary/variation/vectormune-hvt-aiv
https://www.ema.europa.eu/en/medicines/veterinary/variation/felpreva
https://www.ema.europa.eu/en/medicines/veterinary/variation/felpreva
https://www.ema.europa.eu/en/medicines/veterinary/variation/vectra-3d-0
https://www.ema.europa.eu/en/medicines/veterinary/variation/vectra-3d-0
https://www.ema.europa.eu/en/ich-m12-drug-interaction-studies-scientific-guideline
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-investigation-interactions-gastrointestinal-tract_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-investigation-interactions-gastrointestinal-tract_en.pdf
https://www.ema.europa.eu/en/events/hma-ema-multistakeholder-ai-data-forum-build-trustworthy-ai-strong-data-foundations
https://www.ema.europa.eu/en/events/hma-ema-multistakeholder-ai-data-forum-build-trustworthy-ai-strong-data-foundations
https://www.ema.europa.eu/en/medicines/veterinary/referrals/veterinary-medicinal-products-containing-amoxicillin
https://www.ema.europa.eu/en/medicines/human/EPAR/xeljanz
https://www.ema.europa.eu/en/medicines/human/EPAR/uzpruvo
https://www.ema.europa.eu/en/medicines/human/EPAR/zoledronic-acid-mylan
https://www.ema.europa.eu/en/medicines/human/EPAR/tagrisso
https://www.ema.europa.eu/en/medicines/human/EPAR/moventig
https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-international-society-cell-gene-therapy-isct-bilateral-meeting
https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-international-society-cell-gene-therapy-isct-bilateral-meeting
https://www.ema.europa.eu/en/events/fifth-european-medicines-agency-ema-vaccines-europe-bilateral-meeting
https://www.ema.europa.eu/en/events/fifth-european-medicines-agency-ema-vaccines-europe-bilateral-meeting
https://www.ema.europa.eu/en/events/product-management-service-pms-public-api-beta-release-technical-overview-live-demo
https://www.ema.europa.eu/en/events/product-management-service-pms-public-api-beta-release-technical-overview-live-demo
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-migraine-scientific-guideline
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-migraine-scientific-guideline
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-clinical-investigation-medicinal-products-treatment-migraine-cluster-headache-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-clinical-investigation-medicinal-products-treatment-migraine-cluster-headache-revision-2_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000405-202601
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000405-202601
https://www.ema.europa.eu/en/medicines/human/EPAR/amvuttra
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/expert-panel-support-orphan-medical-devices
https://www.ema.europa.eu/en/documents/other/orphan-medical-devices-regular-process-2027-timetable_en.pdf

DiaMed GmbH

Regulatory News DIA
Date Content Status
09/09/2026 | Page: Scientific advice for high-risk medical devices Updated
09/09/2026 | Medicine: Perjeta Updated
pertuzumab

09/09/2026 | Document: Advice to medical device manufacturers - 2027 Timetable New

09/09/2026 | Medicine: Zilbrysq Updated
zilucoplan

09/09/2026 | Medicine: Zercepac Updated
trastuzumab

09/09/2026 | Medicine: Colchicine Agepha Pharma Updated
colchicine

09/09/2026 | Event: EMA Biotech Hub and Technology Transfer Offices (TTOs) New
engagement workshop

09/09/2026 | Document: Agenda of the PRAC meeting 31 August - 3 September 2026 | Updated

09/09/2026 | Document: Electronic submission of Article 57(2) data: questions and Updated
answers

09/09/2026 | Document: Chapter 3.1I: XEVPRM detailed user guidance on the Updated
electronic submission of information on medicinal products for human use
by marketing authorisation holders to the EMA

09/09/2026 | Document: QRD veterinary Appendix I - Adverse event (PhV) MSs Updated
reporting details

09/09/2026 | Event: 2026 annual open meeting of the European Network of Paediatric New
Research at EMA (EnprEMA)

09/09/2026 | Document: Applications for new human medicines under evaluation: New
September 2026

09/09/2026 | Shortage: Eskazole / Zentel New
albendazole

09/09/2026 | Shortage: Natpar Updated
parathyroid hormone

09/09/2026 | Medicine: Qezzaqar Updated
catequentinib

09/09/2026 | Page: Good pharmacovigilance practices (GVP) Updated

09/09/2026 | Document: Guidelines on good pharmacovigilance practices (GVP): New
Introductory cover note, last updated with revision 2 of Module III on
pharmacovigilance inspections

09/09/2026 | Document: Guideline on good pharmacovigilance practices: Module III - | New
Pharmacovigilance inspections (Rev. 2) with tracked changes

09/09/2026 | Document: Guideline on good pharmacovigilance practices: Module III - | New
Pharmacovigilance inspections (Rev. 2)

09/09/2026 | Document: Agenda of the CAT meeting 9-11 September 2026 New
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https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/high-risk-medical-devices/scientific-advice-high-risk-medical-devices
https://www.ema.europa.eu/en/medicines/human/EPAR/perjeta
https://www.ema.europa.eu/en/documents/other/advice-medical-device-manufacturers-2027-timetable_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/zilbrysq
https://www.ema.europa.eu/en/medicines/human/EPAR/zercepac
https://www.ema.europa.eu/en/medicines/human/EPAR/colchicine-agepha-pharma
https://www.ema.europa.eu/en/events/ema-biotech-hub-technology-transfer-offices-ttos-engagement-workshop
https://www.ema.europa.eu/en/events/ema-biotech-hub-technology-transfer-offices-ttos-engagement-workshop
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-31-august-3-september-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-article-572-data-questions-answers_en.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-article-572-data-questions-answers_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/template-form/qrd-veterinary-appendix-i-adverse-event-phv-mss-reporting-details_en.pdf
https://www.ema.europa.eu/en/documents/template-form/qrd-veterinary-appendix-i-adverse-event-phv-mss-reporting-details_en.pdf
https://www.ema.europa.eu/en/events/2026-annual-open-meeting-european-network-paediatric-research-ema-enprema
https://www.ema.europa.eu/en/events/2026-annual-open-meeting-european-network-paediatric-research-ema-enprema
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-september-2026_en.xlsx
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-september-2026_en.xlsx
https://www.ema.europa.eu/en/medicines/human/shortages/eskazole-zentel
https://www.ema.europa.eu/en/medicines/human/shortages/natpar
https://www.ema.europa.eu/en/medicines/human/EPAR/qezzaqar
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/good-pharmacovigilance-practices-gvp
https://www.ema.europa.eu/en/documents/scientific-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-revision-2-module-iii-pharmacovigilance-inspections_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-revision-2-module-iii-pharmacovigilance-inspections_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-revision-2-module-iii-pharmacovigilance-inspections_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-iii-pharmacovigilance-inspections-rev-2-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-iii-pharmacovigilance-inspections-rev-2-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-iii-pharmacovigilance-inspections-rev-2_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-iii-pharmacovigilance-inspections-rev-2_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-cat-meeting-9-11-september-2026_en.pdf

DiaMed GmbH

Regulatory News DIA
Date Content Status
08/09/2026 | Medicine: Benlysta Updated
belimumab

08/09/2026 | Medicine: Rinvoq Updated
upadacitinib

08/09/2026 | Medicine: Sivextro Updated
tedizolid phosphate

08/09/2026 | Medicine: Suliqua Updated
insulin glargine; lixisenatide

08/09/2026 | Medicine: Lucentis Updated
ranibizumab

08/09/2026 | Medicine: Bexsero Updated
meningococcal group B Vaccine (rDNA, component, adsorbed)

08/09/2026 | Medicine: Vislyfa Updated
ranibizumab

08/09/2026 | Medicine: Lupkynis Updated
voclosporin

08/09/2026 | Medicine: Kavigale Updated
sipavibart

08/09/2026 | Medicine: Rezolsta Updated
darunavir; cobicistat

08/09/2026 | PSUSA: PSUSA/00003159/202512 - periodic safety update report single | New
assessment
antithrombin 111

08/09/2026 | Document: Agenda of the CVMP meeting 8-10 September 2026 New

08/09/2026 | PSUSA: PSUSA/00010710/202601 - periodic safety update report single New
assessment
alitretinoin (oral use)

08/09/2026 | Medicine: Olumiant Updated
baricitinib

08/09/2026 | Document: Member states contact points for translations review Updated

08/09/2026 | Medicine: Gardasil 9 Updated
human papillomavirus 9-valent vaccine (recombinant, adsorbed)

07/09/2026 | Event: EMA/FVE information session for veterinary students: the New
importance of pharmacovigilance

07/09/2026 | Medicine: Xolremdi Updated
mavorixafor

07/09/2026 | Document: Co-ordinating good manufacturing practice (GMP) inspections | Updated
for centrally authorised products

07/09/2026 | Medicine: Fymskina Updated
ustekinumab

07/09/2026 | Document: Agenda - PDCO agenda of the 8-11 September 2026 meeting | New

07/09/2026 | Medicine: Arava Updated
leflunomide

07/09/2026 | Medicine: Nordimet Updated
methotrexate

07/09/2026 | Medicine: Jylamvo Updated
methotrexate
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https://www.ema.europa.eu/en/medicines/human/EPAR/benlysta
https://www.ema.europa.eu/en/medicines/human/EPAR/rinvoq
https://www.ema.europa.eu/en/medicines/human/EPAR/sivextro
https://www.ema.europa.eu/en/medicines/human/EPAR/suliqua
https://www.ema.europa.eu/en/medicines/human/EPAR/lucentis
https://www.ema.europa.eu/en/medicines/human/EPAR/bexsero
https://www.ema.europa.eu/en/medicines/human/EPAR/vislyfa
https://www.ema.europa.eu/en/medicines/human/EPAR/lupkynis
https://www.ema.europa.eu/en/medicines/human/EPAR/kavigale
https://www.ema.europa.eu/en/medicines/human/EPAR/rezolsta
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003159-202512
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003159-202512
https://www.ema.europa.eu/en/documents/agenda/agenda-cvmp-meeting-8-10-september-2026_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010710-202601
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010710-202601
https://www.ema.europa.eu/en/medicines/human/EPAR/olumiant
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/gardasil-9
https://www.ema.europa.eu/en/events/ema-fve-information-session-veterinary-students-importance-pharmacovigilance
https://www.ema.europa.eu/en/events/ema-fve-information-session-veterinary-students-importance-pharmacovigilance
https://www.ema.europa.eu/en/medicines/human/EPAR/xolremdi
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/co-ordinating-good-manufacturing-practice-gmp-inspections-centrally-authorised-products_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/co-ordinating-good-manufacturing-practice-gmp-inspections-centrally-authorised-products_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/fymskina
https://www.ema.europa.eu/en/documents/agenda/agenda-pdco-agenda-8-11-september-2026-meeting_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/arava
https://www.ema.europa.eu/en/medicines/human/EPAR/nordimet
https://www.ema.europa.eu/en/medicines/human/EPAR/jylamvo

DiaMed GmbH

Regulatory News DIA
Date Content Status
07/09/2026 | Document: Agenda of the COMP Meeting 8-10 September 2026 New
07/09/2026 | PSUSA: PSUSA/00000560/202601 - periodic safety update report single New

assessment
carboprost

07/09/2026 | Event: EMA Methodology Working Party interested parties meeting 2026 | New

07/09/2026 | PSUSA: PSUSA/00000164/202601 - periodic safety update report single New
assessment
aminophylline
07/09/2026 | Page: QRD guidance on the use of adopted abbreviations and pictograms | Updated
on the packaging of veterinary medicinal products authorised via the
centralised (CP), mutual recognition (MRP), decentralised (DCP),
subsequent recognition (SRP) and national procedures

07/09/2026 | Document: Guidance on the revised pre-submission interactions model Updated

NOTICE TO APPLICANTS

No updates since June 24%, 2026.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

Date Title

08.09.2026 Vorliufige Tagesordnung der 99. Routinesitzung am 28. September 2026

Die 99. Routinesitzung nach § 63 AMG wird am 28. September 2026 ab 10:00 Uhr
als Videokonferenz stattfinden.

07.09.2026 Umsetzung des Durchfiihrungsbeschlusses der Europiischen Kommission vom
20.08.2026 zum PSUR Single Assessment betreffend die Zulassungen fiir
Humanarzneimittel mit dem Wirkstoff Methotrexat

Das BfArM verdftentlicht den Umsetzungsbescheid fiir den Wirkstoff Methotrexat
infolge des Europdischen PSUR Single Assessment Verfahrens nach Artikel 107d)
bis g) der Richtlinie 2001/83/EG.

07.09.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom
25.06.2026 betreffend die Zulassungen filr Humanarzneimittel mit der
Wirkstoffkombination Ramipril/Bisoprolol

Das BfArM veroftentlicht den Umsetzungsbescheid fiir die Wirkstoffkombination
Ramipril/Bisoprolol infolge des Européischen PSUR Single Assessment Verfahrens
nach Artikel 107d) bis g) der Richtlinie 2001/83/EG
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https://www.ema.europa.eu/en/documents/agenda/agenda-comp-meeting-8-10-september-2026_en.xlsx
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000560-202601
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000560-202601
https://www.ema.europa.eu/en/events/ema-methodology-working-party-interested-parties-meeting-2026
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000164-202601
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000164-202601
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/documents/other/guidance-revised-pre-submission-interactions-model_en.pdf
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/Routinesitzung/Protokolle/2026-09-28_99_rousi_to.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Methotrexat5-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Methotrexat5-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Methotrexat5-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Ramipril_Bisoprolol-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Ramipril_Bisoprolol-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Ramipril_Bisoprolol-CMDh-Beschluss.html
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BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

Date Title

08.09.2026 Vorliufige Tagesordnung der 99. Routinesitzung am 28. September 2026

Die 99. Routinesitzung nach § 63 AMG wird am 28. September 2026 ab 10:00 Uhr
als Videokonferenz stattfinden.

08.09.2026 | HIIS-VZ nach § 374a SGB V

Mit dem in Kraft treten von § 374a SGB V stehen Hersteller von Hilfsmitteln und
Implantaten gemif Kabinettsentwurf fiir ein Gesetz fiir Daten und digitale
Innovation im Gesundheitswesen (GeDIG) ab dem 01.01.2028 in der
Verantwortung, interoperable Schnittstellen anzubieten, damit erhobene
Gesundheitsdaten an eine DiGA {ibermittelt werden kdnnen.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since August 3%, 2026.

PHARMEUROPA TEXTS FOR COMMENT

Information on Pharmeuropa updates will be presented quarterly.

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Verdffentlichungen kénnen wir keine Haftung oder Garantie fiir die
Aktualitit, Richtigkeit und Vollsténdigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthélt Links zu anderen Websites. Trotz sorgfiltiger inhaltlicher Kontrolle ibernehmen wir keine Haftung fiir die Inhalte
externer Links. Fiir den Inhalt der verlinkten Seiten sind ausschlieBlich 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.
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https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/Routinesitzung/Protokolle/2026-09-28_99_rousi_to.html
https://www.bfarm.de/DE/Medizinprodukte/Aufgaben/DiGA-und-DiPA/DiGA/HIIS/_artikel.html
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