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Range of Services

The KKS Magdeburg works according to the Good Clinical Practice Guidelines (GCP) and the
applicable regulations (e.g. AMG, MP, GCP-V). It has the task of effectively supporting all clinical
trial processes, implementing standards and ensuring the quality of patient-oriented clinical
research.

If the physicians and scientists of the University Hospital A.6.R. as well as the Medical Faculty are
interested in conducting a clinical trial, in particular non-commercial trials (11Ts), for which the
Otto-von-Guericke University, Medical Faculty, is responsible as sponsor, the KKS Magdeburg will
issue a Initial Consultation to the planned clinical trial according to AMG or MP, in order to ensure
GCP-compliant reporting and implementation of these projects.

The initial consultation ensures that a correct decision is made regarding the conduct of the study in
accordance with the applicable regulations: AMG study, MP study or non-AMG study / non-MP
study. Therefore, the KKS Magdeburg also offers its support in the preliminary stages of other
research projects. This includes, among other things, advice on possible research funding in close
cooperation with the Research Unit.

Once a decision has been made, further study support is generally limited to IIT studies only. If
desired, the KKS Magdeburg will take over the Project Management, Monitoring and
SAE-Management (written agreement ).

Due to the regulations, the KKS Magdeburg, as the quality assurance unit of the sponsor, is always
obliged to monitor the performance of a clinical trial.

To this end, the KKS Magdeburg works closely with the following institutions, among others:

Kontakt
Otto-von-Guericke-Universitat

COORDINATTION CENTFR FOR CLINTCAT., STUDTFS


http://www.ovgu.de
http://avm-zentrum.de/kks/en/
http://kks.med.ovgu.de/Profil/Good+Clinical+Practice+_+GCP-p-4.html
http://kks.med.ovgu.de/Leistungsspektrum/Erstberatung.html
http://www.kks.ovgu.de/ummd/drittmittel-p-17824.html
http://kks.med.ovgu.de/Leistungsspektrum/Projektmanagement.html
http://kks.med.ovgu.de/Leistungsspektrum/Monitoring.html
http://kks.med.ovgu.de/Leistungsspektrum/SAE_Management-p-28.html
http://kks.med.ovgu.de/%C3%9Cber+uns/Interne+Kooperation.html
https://www.kks-netzwerk.de/
http://netzwerk-universitaetsmedizin-num.med.ovgu.de/

Range of Services

Medizinische Fakultét,
KKS Magdeburg
Leipziger Str. 44

39120 Magdeburg
Haus 1, Ebene 4, rechts
Tel.: 0391/67-21 838
Fax: 0391/67-15 898
kks@med.ovgu.de

Anfahrt und L lan

Beratungsiibersicht EK [ ]

KKS Beratungsanfragel |
Hinweisblatt Studienplanungl |
Schulungsangebote intern NEU

hulun n xtern

Regularien

Links

KKS-Netzwerk

BfArM

BfS

Paul-Ehrlich-Institut PEI

Bun ministerium fir ndhei
European Medicines Agency EMA
Reqistrierung DRKS
Ethikkommission AKEK

ICH



http://localhost:80/bin/tmp/csc/Kontakt/Anfahrt+und+Lageplan-nonactive-1-preview-1-showdeleted-1.html
http://avm-zentrum.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/Beratungs%C3%BCbersicht_vor_EK_Einreichung_Okt2023-p-104890.pdf
http://avm-zentrum.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/Beratungs%C3%BCbersicht_vor_EK_Einreichung_Okt2023-p-104890.pdf
http://avm-zentrum.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/KKS_Formular_Anfrage+Erstberatung+KKS_15022021_aktuell-p-90468.pdf
http://avm-zentrum.de/unimagdeburg_mm/Downloads/Zentrale+Einrichtungen/KKS/Marginal/Hinweisblatt_Studienplanung1.pdf
http://kks.med.ovgu.de/Leistungsspektrum/Schulung.html
https://www.kks-netzwerk.de/
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/
http://www.ema.europa.eu/ema/
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/

	Range of Services

