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Documents for Clinical Trials of New Drugs: Results of Their
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A prior review process was introduced in the Institutional Review Board (IRB) of the University of Tokyo Hospital
to facilitate the evaluation of clinical trial plans for new drugs. This study summarizes the results of prior reviews of 73
protocols that were submitted to the IRB during 1999-2000. A total of 955 items were taken up for discussion at the
prior review. Among them, 325 (34.0%) were related to the profile/description of investigational drugs themselves, and
252 (26.4%) were related to the trial plan. Major requests related to investigational drugs and given to applicants after
the prior review were on adverse reactions, pharmacodynamics, and pharmacokinetics. Items related to patient selection
criteria and usage of concomitant drugs were major requests related to the protocol. In some cases, protocols were
amended by applications in accordance with the requests. The study shows that the review of new drug clinical trial plans
prior to the evaluation by the IRB and examination from a pharmaceutical viewpoint are meaningful and worthwhile.
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Table 1. The Classification Items Related to Investigational
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Table 2. The Classification Items Related to Trial Plan
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Fig. 1. Contents of the Discussion in Prior Review (1999-2000)
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Table 3.
(Related of Investigational Drugs)

Contents of the Directions about Investigational Drugs and the Requests to Applicants (n=111)

The Examples for the Requests of Additional Documents to Applicants
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Fig. 3. Contents of the Directions about Protocols and the Requests to Applicants (n=92)

Table 4. The Examples for the Requests of Additional Documents to Applicants
(Related of Trial Plan)
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Fig. 4. The State of Amended by Applicants to the Requests of Protocol Correction
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