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Support program for ensuring safety of clinical research of

unapproved drugs and medical devices
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The Establishment and Reinforcement of a Support System for the

Safety on Clinical Research
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1) Management system for safety information
From FY 2015, we have been continuing to work on unified collecting, managing and analyzing
the safety information.

D Reported SAEs which occurred at our hospital were 21 cases (clinical research:18 cases,
physician-led clinical trial:3 cases). We have a rule that an SAE considered urgent which
could not be denied a linkage with an investigational drug/device among suspicious
cases of death, being at risk of death (life-threatening) and after effects
(disability/incapacity), should be reviewed again in the safety information review board.
In FY 2015, we have no event to be reviewed. Even though we had 5 cases which the
patients died, the linkage with an investigational drug/device was denied and no event
was considered urgent.

@ We had collected, organized and analyzed the safety information on an irregular base.
There were no reports of the safety information to be made in the regular meeting.

@ With our irregular based collecting, organizing and analyzing the safety information as
mentioned above, monthly safety information reports to researchers and co-medical staffs
by notice-board system were not made.

@ With our irregular based collecting, organizing and analyzing the safety information as
mentioned above, we had not given members of TTN (Tohoku Translational Research
Program Network) monthly feedbacks of safety information through the network.

® For the purpose of colleting safety information report more certainly, we had planned to
add contents about safety securing system of clinical researches at our site on the website
of Department of Clinical Research Safety Management. But we could not update the
website in this fiscal year

©® For enlightenment of duty to safety information report, we held some seminars for engaged
member in clinical research to educate them about the importance of management of safety
information on clinical research

(@ In order to collect safety information from abroad, we considered using the services of
JAPIC (Japan Pharmaceutical Information Center) which offers safety information from
abroad. But we postponed using the services in this fiscal year because of the cost
continuity and cost-performance.

We could not decide to share safety information with members of TTN in this fiscal year.

2) Establishment of support system (consultation etc.) about security measures on clinical
research

(D We had planned to add contents about safety securing system of clinical researches at our
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site on the website of Department of Clinical Research Safety Management to use our policy
as a reference for researcher who belongs to other medical institution. But we could not
update the website in this fiscal year

@ As one of the activities of TTN, we held a workshop for staff engaged in clinical research.

3) Establishment of support system for consultation (reviewing protocol including etc.) on
clinical research based on needs of patients

(D There was one consultation about “Patient-Proposed Healthcare Services” from

cardiovascular surgeon. We discussed about the future plan (development course etc.)

related to this case.
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