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REGULATORY
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COMPREHENSIVE INVENTORY

PROVIDER PROFILE

Name of the organisation  University of Oxford — Clinical Trials and Research Governance (CTRG),
Research Services

Type of the organisation Non-profit

Contact email(s) https://researchsupport.admin.ox.ac.uk/contacts/ctrg
Offering website https://researchsupport.admin.ox.ac.uk/ctrg

Service language(s) English

Target group Principal Investigators, Researchers, Students

Type of the support Consulting, Training, Guidance (e.g. document templates, etc.)

Short support description CTRG's role:

. review and authorise sponsorship of clinical research when it
involves: NHS patients, resources, staff, data or facilities, tissue
samples, administration of a drug, herbal remedy or food
product

° record, facilitate and oversee clinical research carried out within
the University and ensure that the University is compliant with
relevant legislation and regulations

e reduce and manage exposure to risk by advising on insurance

e  work with University researchers and associated NHS trusts to
enable high quality design and conduct of clinical research

° guide researchers in writing protocols, participant information
sheets and informed consent forms prior to research ethics
committee, MHRA and NHS approval submissions

e  provide training and guidance in Good Clinical Practice and
research governance

° monitor and/or audit clinical research sponsored/hosted by the
University

e  co-ordinate safety reporting and facilitate the University/OUH
NHS Trust Trial Safety Group

e  work with partner organisations to create and maintain a Joint
Research Office with the aim of streamlining research processes

This profile is part of the Comprehensive Inventory (Cl) provided by the STARS project.

Purpose of the Cl is to assist European academic drug developers in finding support on regulatory
affairs. The inventory lists various support services provided by national competent authorities,
public actors and private entities.

For information about the STARS project please visit www.csa-stars.eu or contact CoordinationSTARS@bfarm.de.
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