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HEADS OF AGENCIES — CMDh

22 April

NEW - 23-25 April CMDh agenda

HEADS OF AGENCIES — PAEDIATRIC REGULATION

Article 45 work-sharing: click here

EUROPEAN MEDICINES AGENCY (EMA)

Date

Content

Status

29/04/2024

Event: Enpr-EMA Coordinating Group meeting March 2024

New

26/04/2024

Medicine: Prevenar 20 (previously Apexxnar)

Updated

26/04/2024

Medicine: Xevudy

Updated

26/04/2024

Event: Product Management Service (PMS) Info-Day

Updated

26/04/2024

Document: Organisation chart of the European Medicines Agency

Updated

26/04/2024

Page: Guidance on good manufacturing practice and good distribution
practice: Questions and answers

Updated

26/04/2024

News: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 16-18 April 2024

Updated

26/04/2024

Page: Development of a guideline on the safety of nanoparticles — in the
context of the establishment of maximum residue limits and veterinary
marketing authorisations

New

26/04/2024

Page: Scientific guidelines for veterinary medicines

Updated

26/04/2024

Document: Concept paper for the development of a guideline on the safety
of nanoparticles — in the context of the establishment of maximum residue
limits and veterinary marketing authorisations

New

26/04/2024

News: Confidentiality arrangement between the EU and the Republic of
Korea

New

26/04/2024

Document: Working arrangement between the Ministry of Food and Drug
Safety of the Republic of Korea and the Directorate-General for Health and
Food Safety of the European Commission and EMA for the Exchange of
Non-Public Information on Medicinal Products

New

Date: 2024-04-29

1/5


https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/events/enpr-ema-coordinating-group-meeting-march-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/prevenar-20-previously-apexxnar
https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy
https://www.ema.europa.eu/en/events/product-management-service-pms-info-day
https://www.ema.europa.eu/en/documents/other/organisation-chart-european-medicines-agency_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/development-guideline-safety-nanoparticles-context-establishment-maximum-residue-limits-veterinary-marketing-authorisations
https://www.ema.europa.eu/en/development-guideline-safety-nanoparticles-context-establishment-maximum-residue-limits-veterinary-marketing-authorisations
https://www.ema.europa.eu/en/development-guideline-safety-nanoparticles-context-establishment-maximum-residue-limits-veterinary-marketing-authorisations
https://www.ema.europa.eu/en/veterinary-regulatory-overview/research-development-veterinary-medicines/scientific-guidelines-veterinary-medicines
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-development-guideline-safety-nanoparticles-context-establishment-maximum-residue-limits-veterinary-marketing-authorisations_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-development-guideline-safety-nanoparticles-context-establishment-maximum-residue-limits-veterinary-marketing-authorisations_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-development-guideline-safety-nanoparticles-context-establishment-maximum-residue-limits-veterinary-marketing-authorisations_en.pdf
https://www.ema.europa.eu/en/news/confidentiality-arrangement-between-eu-republic-korea
https://www.ema.europa.eu/en/news/confidentiality-arrangement-between-eu-republic-korea
https://www.ema.europa.eu/en/documents/other/working-arrangement-between-ministry-food-drug-safety-republic-korea-directorate-general-health-food-safety-european-commission-ema-exchange-non-public-information-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/working-arrangement-between-ministry-food-drug-safety-republic-korea-directorate-general-health-food-safety-european-commission-ema-exchange-non-public-information-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/working-arrangement-between-ministry-food-drug-safety-republic-korea-directorate-general-health-food-safety-european-commission-ema-exchange-non-public-information-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/working-arrangement-between-ministry-food-drug-safety-republic-korea-directorate-general-health-food-safety-european-commission-ema-exchange-non-public-information-medicinal-products_en.pdf

DiaMed GmbH
Regulatory News N ME ]5@
26/04/2024 | Document: Guidance on the anonymisation of protected personal data and | Updated
assessment of commercially confidential information during the
preparation of RMPs (main body and annexes 4 and 6)
26/04/2024 | Document: QRD Form 2 and checklist for the submission of day +25 files - | Updated
veterinary
26/04/2024 | Post-authorisation: Alecensa - opinion on variation to marketing New
authorisation
26/04/2024 | Post-authorisation: Reyataz - opinion on variation to marketing New
authorisation
26/04/2024 | Post-authorisation: Triumeq - opinion on variation to marketing New
authorisation
26/04/2024 | Post-authorisation: Sirturo - opinion on variation to marketing New
authorisation
26/04/2024 | Post-authorisation: Rybrevant - opinion on variation to marketing New
authorisation
26/04/2024 | Medicine: Trugap New
26/04/2024 | Post-authorisation: Rozlytrek - opinion on variation to marketing New
authorisation
26/04/2024 | Post-authorisation: Opdivo - opinion on variation to marketing New
authorisation
26/04/2024 | Medicine: Wezenla New
26/04/2024 | Medicine: GeGant New
26/04/2024 | Medicine: Eribulin Baxter New
26/04/2024 | Medicine: Altuvoct New
26/04/2024 | Medicine: Obgemsa New
26/04/2024 | Medicine: Jeraygo New
26/04/2024 | News: Meeting highlights from the Committee for Medicinal Products for | New
Human Use (CHMP) 22-25 April 2024
26/04/2024 | Page: SME Regulation and reports Updated
26/04/2024 | Document: Small and medium-sized enterprise (SME) office annual report | New
2023
26/04/2024 | Event: Follow up EMA and EORTC multi-stakeholder workshop on soft New
tissue and bone sarcoma
26/04/2024 | Page: Procurement Updated
26/04/2024 | Medicine: Spikevax (previously COVID-19 Vaccine Moderna) Updated
26/04/2024 | Event: Committee for Medicinal Products for Veterinary Use (CVMP): 12- | Updated
14 March 2024
26/04/2024 | Document: Minutes of the CVMP meeting 12-13 March 2024 New
25/04/2024 | Medicine: Xtandi Updated
25/04/2024 | Event: Committee for Medicinal Products for Veterinary Use (CVMP): 16- | Updated
18 April 2024
25/04/2024 | Medicine: Innovax-ND-H5 New
25/04/2024 | Document: List of centrally authorised products requiring a notification of | Updated
a change for update of annexes
25/04/2024 | Page: Non-clinical Working Party Updated
25/04/2024 | Document: Guide on access to unpublished documents Updated
25/04/2024 | Event: SPOR Status Update Updated
25/04/2024 | Event: EMA workshop on the challenges in drug development, regulation | New
and clinical practice in hemoglobinopathies
25/04/2024 | Event: Joint HMA/EMA Big Data Steering Group workshop on RWE Updated
methods
25/04/2024 | Document: Agenda - Joint HMA/EMA Big Data Steering Group Updated
Workshop on RWE methods
25/04/2024 | Medicine: Teriflunomide Accord Updated
Date: 2024-04-29 2/5


https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-anonymisation-protected-personal-data-assessment-commercially-confidential-information-during-preparation-rmps-main-body-annexes-4-6_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-anonymisation-protected-personal-data-assessment-commercially-confidential-information-during-preparation-rmps-main-body-annexes-4-6_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-anonymisation-protected-personal-data-assessment-commercially-confidential-information-during-preparation-rmps-main-body-annexes-4-6_en.pdf
https://www.ema.europa.eu/en/documents/template-form/qrd-form-2-checklist-submission-day-25-files-veterinary_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-form-2-checklist-submission-day-25-files-veterinary_en.docx
https://www.ema.europa.eu/en/medicines/human/variation/alecensa
https://www.ema.europa.eu/en/medicines/human/variation/alecensa
https://www.ema.europa.eu/en/medicines/human/variation/reyataz
https://www.ema.europa.eu/en/medicines/human/variation/reyataz
https://www.ema.europa.eu/en/medicines/human/variation/triumeq
https://www.ema.europa.eu/en/medicines/human/variation/triumeq
https://www.ema.europa.eu/en/medicines/human/variation/sirturo
https://www.ema.europa.eu/en/medicines/human/variation/sirturo
https://www.ema.europa.eu/en/medicines/human/variation/rybrevant
https://www.ema.europa.eu/en/medicines/human/variation/rybrevant
https://www.ema.europa.eu/en/medicines/human/EPAR/truqap
https://www.ema.europa.eu/en/medicines/human/variation/rozlytrek
https://www.ema.europa.eu/en/medicines/human/variation/rozlytrek
https://www.ema.europa.eu/en/medicines/human/variation/opdivo-3
https://www.ema.europa.eu/en/medicines/human/variation/opdivo-3
https://www.ema.europa.eu/en/medicines/human/EPAR/wezenla
https://www.ema.europa.eu/en/medicines/human/EPAR/gegant
https://www.ema.europa.eu/en/medicines/human/EPAR/eribulin-baxter
https://www.ema.europa.eu/en/medicines/human/EPAR/altuvoct
https://www.ema.europa.eu/en/medicines/human/EPAR/obgemsa
https://www.ema.europa.eu/en/medicines/human/EPAR/jeraygo
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-22-25-april-2024
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-22-25-april-2024
https://www.ema.europa.eu/en/about-us/support-smes/sme-regulation-reports
https://www.ema.europa.eu/en/documents/report/small-medium-sized-enterprise-sme-office-annual-report-2023_en.pdf
https://www.ema.europa.eu/en/documents/report/small-medium-sized-enterprise-sme-office-annual-report-2023_en.pdf
https://www.ema.europa.eu/en/events/follow-ema-eortc-multi-stakeholder-workshop-soft-tissue-bone-sarcoma
https://www.ema.europa.eu/en/events/follow-ema-eortc-multi-stakeholder-workshop-soft-tissue-bone-sarcoma
https://www.ema.europa.eu/en/about-us/procurement
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax-previously-covid-19-vaccine-moderna
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-12-14-march-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-12-14-march-2024
https://www.ema.europa.eu/en/documents/minutes/minutes-cvmp-meeting-12-13-march-2024_en.pdf-0
https://www.ema.europa.eu/en/medicines/human/EPAR/xtandi
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-16-18-april-2024
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/innovax-nd-h5
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/non-clinical-working-party
https://www.ema.europa.eu/en/documents/other/guide-access-unpublished-documents_en.pdf
https://www.ema.europa.eu/en/events/spor-status-update
https://www.ema.europa.eu/en/events/ema-workshop-challenges-drug-development-regulation-clinical-practice-hemoglobinopathies
https://www.ema.europa.eu/en/events/ema-workshop-challenges-drug-development-regulation-clinical-practice-hemoglobinopathies
https://www.ema.europa.eu/en/events/joint-hma-ema-big-data-steering-group-workshop-rwe-methods
https://www.ema.europa.eu/en/events/joint-hma-ema-big-data-steering-group-workshop-rwe-methods
https://www.ema.europa.eu/en/documents/agenda/agenda-joint-hma-ema-big-data-steering-group-workshop-rwe-methods_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-joint-hma-ema-big-data-steering-group-workshop-rwe-methods_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/teriflunomide-accord

DiaMed GmbH

Regulatory News DIA
25/04/2024 | PSUSA: PSUSA/00002068/202308 - periodic safety update report single New
assessment
25/04/2024 | Medicine: Sifrol Updated
25/04/2024 | Medicine: Quviviq Updated
25/04/2024 | Medicine: Nepexto Updated
25/04/2024 | Medicine: Bimervax Updated
24/04/2024 | Medicine: Tecartus Updated
24/04/2024 | Document: List of eligible industry stakeholder organisations Updated
24/04/2024 | Medicine: Pandemic influenza vaccine HSN1 AstraZeneca (previously Updated
Pandemic influenza vaccine HSN1 Medimmune)
24/04/2024 | Medicine: Spedra Updated
24/04/2024 | Document: Agenda - Fourth EMA-AESGP bilateral meeting New
24/04/2024 | Event: Fifth European Medicines Agency (EMA) and the Association of New
the European Self-Medication Industry (AESGP) bilateral meeting
24/04/2024 | Document: Minimum inhibitory concentration (MIC) breakpoints Updated
24/04/2024 | Event: Psychedelics and their therapeutic use - Linkedin Live interview New
with Steffen Thirstrup, EMA's Chief Medical Officer
24/04/2024 | Medicine: Fruzaqla New
23/04/2024 | Page: Training and resources for patients and consumers Updated
23/04/2024 | Page: Republic of Korea New
23/04/2024 | Medicine: Pramipexole Teva Updated
23/04/2024 | Medicine: Sivextro Updated
23/04/2024 | Medicine: Ontozry Updated
23/04/2024 | Medicine: Emend Updated
23/04/2024 | Document: Emend (aprepitant) supply shortage Updated
23/04/2024 | Medicine: Kaftrio Updated
23/04/2024 | Medicine: Sitagliptin / Metformin hydrochloride Accord Updated
23/04/2024 | Medicine: Revatio Updated
23/04/2024 | Medicine: Oyavas Updated
23/04/2024 | News: New recommendations to strengthen supply chains of critical New
medicines
23/04/2024 | Page: Executive Steering Group on Shortages and Safety of Medicinal Updated
Products
23/04/2024 | Document: MSSG recommendations to strengthen supply chains of critical | New
medicinal products
23/04/2024 | Medicine: Hukyndra Updated
23/04/2024 | Document: Contact details of national competent authorities for requests to | Updated
use a sticker to place the Unique Identifier on the outer/immediate
packaging of centrally approved products
23/04/2024 | Document: Member states contact points for review of national versions of | Updated
the content of mobile scanning and other technologies
23/04/2024 | Document: Contact details of national competent authorities for requests of | Updated
translation exemptions falling under Art. 63.3 of Directive 2001/83/EC and
cases of shortages
23/04/2024 | Document: Table of decisions of labelling exemption requests falling under | Updated
article 63 of Directive 2001/83/EC examined by the Quality Review of
Documents (QRD) Group
23/04/2024 | Event: Paediatric Committee (PDCO): 23-26 April 2024 Updated
23/04/2024 | Document: Agenda - PDCO agenda of the 23-26 April 2024 meeting New
23/04/2024 | Document: Agenda of the CHMP meeting 22-25 April 2024 Updated
22/04/2024 | Medicine: Lunsumio Updated
22/04/2024 | PSUSA: PSUSA/00010425/202308 - periodic safety update report single New
assessment

Date: 2024-04-29
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https://www.ema.europa.eu/en/medicines/psusa/psusa-00002068-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002068-202308
https://www.ema.europa.eu/en/medicines/human/EPAR/sifrol
https://www.ema.europa.eu/en/medicines/human/EPAR/quviviq
https://www.ema.europa.eu/en/medicines/human/EPAR/nepexto
https://www.ema.europa.eu/en/medicines/human/EPAR/bimervax
https://www.ema.europa.eu/en/medicines/human/EPAR/tecartus
https://www.ema.europa.eu/en/documents/other/list-eligible-industry-stakeholder-organisations_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/pandemic-influenza-vaccine-h5n1-astrazeneca-previously-pandemic-influenza-vaccine-h5n1-medimmune
https://www.ema.europa.eu/en/medicines/human/EPAR/pandemic-influenza-vaccine-h5n1-astrazeneca-previously-pandemic-influenza-vaccine-h5n1-medimmune
https://www.ema.europa.eu/en/medicines/human/EPAR/spedra
https://www.ema.europa.eu/en/documents/agenda/agenda-fourth-ema-aesgp-bilateral-meeting_en.pdf-0
https://www.ema.europa.eu/en/events/fifth-european-medicines-agency-ema-association-european-self-medication-industry-aesgp-bilateral-meeting
https://www.ema.europa.eu/en/events/fifth-european-medicines-agency-ema-association-european-self-medication-industry-aesgp-bilateral-meeting
https://www.ema.europa.eu/en/documents/other/minimum-inhibitory-concentration-mic-breakpoints_en.xlsx
https://www.ema.europa.eu/en/events/psychedelics-their-therapeutic-use-linkedin-live-interview-steffen-thirstrup-emas-chief-medical-officer
https://www.ema.europa.eu/en/events/psychedelics-their-therapeutic-use-linkedin-live-interview-steffen-thirstrup-emas-chief-medical-officer
https://www.ema.europa.eu/en/medicines/human/EPAR/fruzaqla
https://www.ema.europa.eu/en/partners-networks/patients-consumers/training-resources-patients-consumers
https://www.ema.europa.eu/en/partners-networks/international-activities/bilateral-interactions-non-eu-regulators/republic-korea
https://www.ema.europa.eu/en/medicines/human/EPAR/pramipexole-teva
https://www.ema.europa.eu/en/medicines/human/EPAR/sivextro
https://www.ema.europa.eu/en/medicines/human/EPAR/ontozry
https://www.ema.europa.eu/en/medicines/human/EPAR/emend
https://www.ema.europa.eu/en/documents/shortage/emend-aprepitant-supply-shortage_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/kaftrio
https://www.ema.europa.eu/en/medicines/human/EPAR/sitagliptin-metformin-hydrochloride-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/revatio
https://www.ema.europa.eu/en/medicines/human/EPAR/oyavas
https://www.ema.europa.eu/en/news/new-recommendations-strengthen-supply-chains-critical-medicines
https://www.ema.europa.eu/en/news/new-recommendations-strengthen-supply-chains-critical-medicines
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-medicinal-products
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-medicinal-products
https://www.ema.europa.eu/en/documents/other/mssg-recommendations-strengthen-supply-chains-critical-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/mssg-recommendations-strengthen-supply-chains-critical-medicinal-products_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/hukyndra
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-use-sticker-place-unique-identifier-outer-immediate-packaging-centrally-approved-products_en.pdf
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-use-sticker-place-unique-identifier-outer-immediate-packaging-centrally-approved-products_en.pdf
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-use-sticker-place-unique-identifier-outer-immediate-packaging-centrally-approved-products_en.pdf
https://www.ema.europa.eu/en/documents/other/member-states-contact-points-review-national-versions-content-mobile-scanning-other-technologies_en.pdf
https://www.ema.europa.eu/en/documents/other/member-states-contact-points-review-national-versions-content-mobile-scanning-other-technologies_en.pdf
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-translation-exemptions-falling-under-art-633-directive-2001-83-ec-cases-shortages_en.pdf
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-translation-exemptions-falling-under-art-633-directive-2001-83-ec-cases-shortages_en.pdf
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-translation-exemptions-falling-under-art-633-directive-2001-83-ec-cases-shortages_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/table-decisions-labelling-exemption-requests-falling-under-article-63-directive-2001-83-ec-examined-quality-review-documents-qrd-group_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/table-decisions-labelling-exemption-requests-falling-under-article-63-directive-2001-83-ec-examined-quality-review-documents-qrd-group_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/table-decisions-labelling-exemption-requests-falling-under-article-63-directive-2001-83-ec-examined-quality-review-documents-qrd-group_en.pdf
https://www.ema.europa.eu/en/events/paediatric-committee-pdco-23-26-april-2024
https://www.ema.europa.eu/en/documents/agenda/agenda-pdco-agenda-23-26-april-2024-meeting_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-chmp-meeting-22-25-april-2024_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/lunsumio
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010425-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010425-202308

DiaMed GmbH

Regulatory News DIA

22/04/2024 | PSUSA: PSUSA/00010163/202308 - periodic safety update report single New
assessment

22/04/2024 | Document: List of medicinal products under additional monitoring Updated

22/04/2024 | Document: List of medicinal products under additional monitoring Updated

22/04/2024 | Medicine: Lorviqua Updated

22/04/2024 | Medicine: Tofidence New

22/04/2024 | Page: List of medicines under additional monitoring Updated

22/04/2024 | Medicine: Jentadueto Updated

22/04/2024 | Medicine: Posaconazole AHCL Updated

22/04/2024 | Event: Information and Q&A session on updated CAPs in web-based eAF | New

22/04/2024 | Medicine: Posaconazole Accord Updated

22/04/2024 | Medicine: Lemtrada Updated

22/04/2024 | Page: Executive Steering Group on Shortages and Safety of Medicinal Updated
Products (MSSG) meetings

22/04/2024 | Event: Clinical Trials Information System (CTIS) Bitesize Talk: How to Updated
submit a transitional trial in CTIS

22/04/2024 | Medicine: Granupas (previously Para-aminosalicylic acid Lucane) Updated

22/04/2024 | Event: Meeting of the Executive Steering Group on Shortages and Safety Updated
of Medicinal Products (MSSG) - April 2024

22/04/2024 | Medicine: Nintedanib Accord Updated

NOTICE TO APPLICANTS

No updates since January 30" 2023.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

26.04.2024

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe

Humanarzneimittel mit dem Wirkstoff Oxycodon

bis g) der Richtlinie 2001/83/EG.

EMA/CMDh/478151/2023 vom 09.11.2023 betreffend die Zulassungen fiir

Das BfArM veroffentlicht den Umsetzungsbescheid fiir den Wirkstoff Oxycodon
infolge des Europdischen PSUR Single Assessment Verfahrens nach Artikel 107d)

24.04.2024

eines Outcomes of imposed non-interventional PASS-Verfahrens zu
Chlormadinonacetat (CMA), Ethinylestradiol (EE)

Wirkstoff: Chlormadinonacetat, Ethinylestradiol

Im Verfahren EMEA/H/N/PSR/J/0042 Chlormadinonacetat (CMA),

Korrektur in der aktuellen CMDh-Sitzung beschlossen werden soll.

Hinweis zur Korrektur der am 13.03.2024 publizierten Textdnderung im Rahmen

Ethinylestradiol (EE) gibt es im aktuell publizierten Dokument einen Fehler, dessen

BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

25.04.2024 | Vorkommnismeldung durch Hersteller und Bevollméichtigte
Vorkommnismeldung durch Hersteller und Bevollméchtigte
24.04.2024 | Priifkriterien fiir die von digitalen Gesundheitsanwendungen (DiGA) und digitalen

Pflegeanwendungen (DiPA) nachzuweisenden Anforderungen an den Datenschutz
Version 1.0 vom 24.04.2024
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https://www.ema.europa.eu/en/medicines/psusa/psusa-00010163-202308
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010163-202308
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xlsx
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/lorviqua
https://www.ema.europa.eu/en/medicines/human/EPAR/tofidence
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/medicines/human/EPAR/jentadueto
https://www.ema.europa.eu/en/medicines/human/EPAR/posaconazole-ahcl
https://www.ema.europa.eu/en/events/information-qa-session-updated-caps-web-based-eaf
https://www.ema.europa.eu/en/medicines/human/EPAR/posaconazole-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/lemtrada
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-medicinal-products/executive-steering-group-shortages-safety-medicinal-products-mssg-meetings
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-medicinal-products/executive-steering-group-shortages-safety-medicinal-products-mssg-meetings
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-how-submit-transitional-trial-ctis-0
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-how-submit-transitional-trial-ctis-0
https://www.ema.europa.eu/en/medicines/human/EPAR/granupas-previously-para-aminosalicylic-acid-lucane
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-april-2024
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-april-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/nintedanib-accord
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Oxycodon4-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Oxycodon4-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Oxycodon4-CMDh-Beschluss.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/TA/Recommendations/TA-chlormadinon-ethinylestradiol.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/TA/Recommendations/TA-chlormadinon-ethinylestradiol.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/TA/Recommendations/TA-chlormadinon-ethinylestradiol.html
https://www.bfarm.de/DE/Medizinprodukte/Antraege-und-Meldungen/Vorkommnis-melden/Hersteller-und-Bevollmaechtigte/_artikel.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/diga-dipa-datenschutzkriterien.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/diga-dipa-datenschutzkriterien.html

DiaMed GmbH
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24.04.2024 DiGA und DiPA Datenschutzkriterien

Das BfArM hat im Einvernehmen mit der oder dem Bundesbeauftragten fiir den
Datenschutz und die Informationsfreiheit (BfDI) und im Benehmen mit dem
Bundesamt fiir Sicherheit in der Informationstechnik (BSI) die Priifkriterien fiir die
Anforderungen an den Datenschutz bei DiGA und DiPA aktualisiert.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since February 27 2024,

PHARMEUROPA TEXTS FOR COMMENT

Information on Pharmeuropa updates will be presented quarterly.

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Verdffentlichungen konnen wir keine Haftung oder Garantie fiir die
Aktualitdt, Richtigkeit und Vollstdndigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthdlt Links zu anderen Websites. Trotz sorgfiltiger inhaltlicher Kontrolle iibernehmen 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 contents we would like to point out that we are not liable for
the contents of external web links. The editors of the respective websites are fully responsible for their contents.
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https://www.bfarm.de/DE/Medizinprodukte/Aufgaben/DiGA-und-DiPA/Datenschutzkriterien/_artikel.html
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