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COORDINATION CENTER FOR CLINICAL STUDIES
SAE-Management

In clinical trials of drugs or medical devices, adverse or unexpected effects may occur in addition to
the desired or expected effect.

These adverse effects or (serious) adverse events (SAEs) must be continuously documented and, if
necessary, reported to the authorities and ethics committees within specified deadlines.

For monocentric and smaller multicenter clinical trials, we assume documentation and reporting
obligations for the performance of clinical trials in accordance with AMG und MP:

¢ Consulting and training on documentation and notification requirements within the scope of
clinical trials in accordance with regulatory requirements for medicinal products and medical
devices

e Coordination of documentation and reporting according to regulatory requirements

¢ Processing and follow-up of Serious Adverse Events (SAEs)

¢ Reporting of SAEs in medical devices (sponsor obligation) or suspected cases of Serious
Unexpected Adverse Reactions (SUSARs) in drugs to authorities and ethics committees

¢ Preparation of SAE manuals

e Assistance in the preparation of the Development Safety Update Report (DSUR) for
authorities and, if necessary, sending it to them for drug studies

¢ Preparation of line listings

For larger multicenter clinical trials, external providers are used.

IKontakt & Anschrift
Dr. rer. nat. Antje Wiede
Leiterin des KKS

Tel.: 0391/67-21 838
Fax: 0391/67-15 898

kks@med.ovgu.de

Otto-von-Guericke-Universitat
Medizinische Fakultat,

KKS Magdeburg

Leipziger Str. 44

39120 Magdeburg

Haus 1, Ebene 4, rechts

Anfahrt und Lageplan
KKS-Nutzungsordnung_ZMFE []
KKS Beratungsanfragel |

Hinweisblatt Studienplanung [ ]

COORDINATTION CENTFR FOR CLINTICAT., STUDTFS 1


http://www.ovgu.de
http://www.enquire-projekt.de/kks/en/KKS+Magdeburg-EGOTEC-9kft0fue3sk6s78jt0gf1ern01.html
https://www.kks-netzwerk.de/
https://netzwerk-universitaetsmedizin-num.med.ovgu.de/
mailto:kks@med.ovgu.de
http://kks.med.ovgu.de/Anfahrt+und+Lageplan-EGOTEC-9kft0fue3sk6s78jt0gf1ern01.html
https://www.enquire-projekt.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/ZMF_Nutzungsordnung_KKS-EGOTEC-9kft0fue3sk6s78jt0gf1ern01-p-111134.pdf
https://www.enquire-projekt.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/KKS_Formular_Anfrage+Erstberatung+KKS_15022021_aktuell-EGOTEC-9kft0fue3sk6s78jt0gf1ern01-p-90468.pdf
https://www.enquire-projekt.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/2025/Hinweisblatt_Studienplanung-EGOTEC-9kft0fue3sk6s78jt0gf1ern01.pdf

Kurzleitfaden Ein ie-Ein Votum [ ]

Schulungsangebote intern NEU

Regularien

Links

KKS-Netzwerk

BfArM

BfS

Paul-Ehrlich-Institut PEI

Bun ministerium fir ndhei

European Medicines Agency EMA

Reqistrierung DRKS
Ethikkommission AKEK

ICH

SAF-Manacement

SAE-Management


https://www.enquire-projekt.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/2025/Eine+Studie+_+Ein+Votum-EGOTEC-9kft0fue3sk6s78jt0gf1ern01-p-111696.pdf
http://kks.med.ovgu.de/Schulungen-EGOTEC-9kft0fue3sk6s78jt0gf1ern01.html
http://www.kks.ovgu.de/Profil/Regularien.html
http://www.kks-netzwerk.de/
http://www.bfarm.de/DE/Home/home_node.html
http://www.bfs.de/DE/home/home_node.html
http://www.pei.de/DE/infos/pu/genehmigung-klinische-pruefung/genehmigung-klinische-pruefung-node.html
http://www.bmg.bund.de/
https://www.ema.europa.eu/en/homepage
http://www.drks.de/drks_web/
http://www.ak-med-ethik-komm.de/index.php?lang=de
http://www.ich.org/home.html
http://www.mkse.ovgu.de/

	SAE-Management

