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ESTABLISHMENT OF UNIVERSITY HOSPITAL GUIDELINES
FOR INVESTIGATOR-INITIATED CLINICAL TRIALS
AND COMPENSATION TO SUBJECTS
Yoshihiro Arakawa, Fumihiko Kanai and Masao Omata
Clinical Research Center, University of Tokyo Hospital, University of Tokyo
Key words: Investigator-initiated clinical trial, Guidelines, Compensation

To improve the quality of investigator-initiated clinical trials(IIT), we adopted ICH-
GCP as a standard. Practical support was started in April 2002 with consultation on the
preparation of protocols, written informed consent forms and IRB application forms.

Support was further extended to the management of investigational drugs, assistance in
obtaining informed consent(at present, in some protocols), support in safety reporting,
preparation of notices to other physicians of patients enrollment in trials ( at present, in
some protocols). We also handle periodical progress reports of individual trials and safety
reports submitted to IRB by principal investigators.

An institutional guideline, an SOP, application forms, a manual for preparation of proto-
cols and a manual for preparation of written informed consent forms were drafted, im-
proved while applied, and finally approved by IRB. Rules were also made to supply medical
treatment of health injuries arising from the trials at the expense of the hospital.

More than 20 protocols were so far supported. The following issues need to be solved in
future: 1) education of clinical research, 2) priority among items to be supported by CRC,
3) method for quality assurance, and 4) financial charge to applicants.
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