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Abstract

The Clinical Research Act was enacted on April 14, 2017 and will go into effect from April, 2018. The
MHLW (Ministry of Health, Labour and Welfare) prepared the draft of the Ordinance for Enforcement of
the Clinical Research Act based on the intensive discussions by the Clinical Research Committee of the
MHLW Health Science Council from August to November in 2017. The draft Ordinance has been
undergoing public consultation from December 28, 2017 until January 26, 2018 *.

Considering the draft Ordinance, the task force team of the Clinical Evaluation Expert Committee in
JPMA (Japan Pharmaceutical Manufacturers Association) discussed industry expectations and issues to be
considered with regard to the Accredited Review Board of clinical research, registration of clinical research
including its results to the public database and quality management & monitoring of clinical research. The
viewpoint of the task force team of the Clinical Evaluation Expert Committee in JPMA is that evidence
from clinical research should be used efficiently for clinical development of new medicinal products.
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Table 1 Outline of the discussion points reviewed by the Clinical Research Committee

of the MHLW Health Science Council
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