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Abstract

The information about safety affects a subject's decision-making to
participate clinical trial. However, it is very difficult to manage information
about adverse events which happened in clinical trial. The major reason is that
there is muchr amount of information and the causal relationship with
investigational drug administration is indefinite in many cases.

About the adverse event reported by sponsors, the method for evaluating
clinical significance effectively and the method of managing information
efficiently wére investigated. |

It analyzed by classifying the adverse events based on evaluation of the
grade of health hazard, a generating sitqation (a generating place, known or
unknown, clinical traial phase or post marketing phase), and causal relationship
with investigational drug, which were reported to our institution from sponsors
in peridd between September of 1999 and December of 2001.

Based on the results of the this analysis and the questionary survey to
sponsors, the transmission method of information about adverse events to each
trial site from sponsors was investigated. As a resuit, to classify advérse
events in three classes based on the generating situation and the evaluation of
causal relationship, to standardize of information item to transmit, and to

transmit the standard information by electronic media were proposed.
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" Immediate post-marketing surveillane (IPMS) " is a new and
characteristic safety management system in Japan. The major problem found in
the new IPMS operation is the lack of cooperation from the medical institutions.
In order to solve the problem, a model was created based on the contract
between the pharmaceutical company and the medical institution. This model
is characterized by the clear distinction of a pharmacist's role for effective
operation of IPMS. '

The consistent safety management from a development stage to immediate
post-marketing phase is required to prevent Vmissing of newly developed
medicines, which was put on the market by huge expense, huge time and

cokoperation of subjects, without sufficient contribution for healthy maintenance.
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