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Abstract
0 O This is the Explanatory review on the documents for improvement of phase 1 clinical trials, published in
the United Kingdom and in the European Union, translated into Japanese by the members of J-CLIPNET
0 Japan Clinical Pharmacology Network for Global TrialsCand their supportive staff. J-CLIPNET is the academic
network established aimed to facilitate early phase global clinical trials, composed of 6 universities in Japan.
This network is developed as part of the activity of the task force lead by Kyoichi Ohashi; University hospital
network development for promotion of global early phase clinical trials”, funded for fiscal year 2007 by the
Ministry of Health, Labor, and Welfare.
0 O The translated documents are as follows[T] 10United Kingdom’s Medicines and Healthcare products
Regulatory Agency] MHRAOPhase 1 accreditation scheme and its 2 related documents[] 20The Association
of the British Pharmaceutical Industry’] ABPICOGuidelines for Phase 1 clinical trials{d 30European Medicines
Agencyd EMEALProcedure for conducting GCP inspections by the EMEA- Phase 1 Units.
0 O From these documents we found, for quality assurance of phase 1 clinical trial units in Japan, the following
points should be especially learnedJemergency procedures and equipmentddefinitions of high-risk” agentd]
screening of volunteers[] administering of radioactive substances(] qualification of clinical pharmacology
specialistsd communication with subjects’ general practitionerstd and system quality assurance for phase 1
units.
O O We believe this article contributes to the improvement in the quality of Japanese phase clinical trial units.
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Table 2 Points in MHRA accreditation scheme to be especially considered for improvement of

Japanese phase 1 clinical trial unit
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Table 2 Points in MHRA accreditation scheme to be especially considered for improvement of
Japanese phase 1 clinical trial unitd continueld
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Table 3 Definitions and explanations of* high-risk” investigational products
in MHRA'’s and others’ documents
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Table 4 Points in ABPI phase 1 guideline to be especially considered for improvement of
Japanese phase 1 clinical trial unit
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Table 4 Points in ABPI phase 1 guideline to be especially considered for improvement of
Japanese phase 1 clinical trial unitd continuel
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