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ABSTRACT

According to the checklist for items in clinical trial protocols newly proposed by Stan-
dard Protocol Items : Recommendations for Interventional Trials 2013 (SPIRIT 2013), we
checked the 113 protocols for investigator—initiated clinical trials applied to the institutional
review board of the University of Tokyo Hospital from April 2009 to March 2012, aiming to
identify the scope for improvement. Among the 55 items in SPIRIT 2013, the 44 items appli-
cable to all protocols were used for checking. Although the protocols largely adhered to the
essential items required in the protocols, the average score was 29.4 items in 44 items. The
least described items (less than 10% of the protocols) were newly introduced items : WHO
trial registration data set, individuals who can access to the final data set and plans for grant-
ing public access. The less described items (in 10% ~40% of the protocols) were 7 items
including individuals who contribute protocol development, roles of study sponsor and funder,
recruitment method, interim analysis and audit. Taking into account that some of the 44
items are not necessarily applied to all protocols, our study showed that most protocols
largely meet the standard of SPIRIT 2013. However, there is room for further improvement
especially in some newly introduced items. We also found that the protocols had been
amended for the extension of trial period in 28%), mainly due to the delay in recruitment,
indicating the importance of the adequate recruitment plan in the protocol development.
(Jpn Pharmacol Ther 2014 ; 42 suppl 2 : s135-47)
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