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In this project, we explained the benefits of Central Institutional Review Board (CIRB) and
necessary procedures to participating institutions. We repeated the discussion based on the questions
each other. We have prepared the draft of agency contract, confirmed the requirements of research

institutes and principal investigators. Three trials were reviewed by CIRB.

The following problems were clarified from this project.



Problems related to sponsor-initiated trials.

When reviewing sponsor-initiated trials by CRIB, it cannot be done in the same way as
investigator-initiated clinical studies due to sponsor-initiated trials problems.

The problems are different between investigator-initiated clinical trials and industry-initiated trials

In investigator-initiated clinical trials, the framework in clinical studies can be used as it is. But
there are many problems of preparation by the implementation facility side such as contract
relationship between client company, CRA, implementation facility, economic interests, procedure
manual etc. At the moment, it was found that it is difficult to review by CIRB.

In this project, three trials (two investigator-initiated clinical trials and one industry-initiated
trial) were reviewed by CIRB. In addition, there were many studies that we could not do even if we
wanted to. Particularly in sponsor initiated clinical trials under GCP, it was necessary to take into
consideration the requests of companies, so adjustment was too difficult. One reason for this was that

the concept of sponsors was different between sponsor-initiated trials and investigator-initiated trials.

Problems related to investigator-initiated studies.

We confirmed that the review by CIRB will be conducted between the research director and Tohoku
University Hospital. It was found that there was no provision of consignment agreement with other
facility. Therefore, this fiscal year, we visited five universities in Tohoku District sequentially and

supported explanation and preparation of contract documents of ethics review.

Based on these, we created four types of Ethics Review Committee Contracts (draft)
1. for investigator-initiated studies and sponsor-initiated trials (When making a comprehensive
contract with one sheet)
2. for sponsor-initiated trials
3. for sponsor-initiated trials by individual (When dealing with individual contract without concluding
a comprehensive contract)

4. for investigator-initiated studies
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