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OBJECTIVES: Comprehensive protocols are key for the planning and conduct of randomised clinical
trials (RCTs). Evidence of low reporting quality of RCT protocols led to the publication of the Standard
Protocol ltems: Recommendations for Interventional Trials (SPIRIT) checklist in 2013. We aimed to ex-
amine the quality of reporting of RCT protocols from three countries before and after the publication of
the SPIRIT checklist. DESIGN: Repeated cross sectional study. SETTING: Swiss, German and Cana-
dian research ethics committees (RECs). PARTICIPANTS: RCT protocols approved by RECs in 2012
(n=257) and 2016 (n=292). PRIMARY AND SECONDARY OUTCOME MEASURES: The primary out-
comes were the proportion of reported SPIRIT items per protocol and the proportion of trial protocols
reporting individual SPIRIT items. We compared these outcomes in protocols approved in 2012 and
2016, and built regression models to explore factors associated with adherence to SPIRIT. For each
protocol, we also extracted information on general trial characteristics and assessed whether individual
SPIRIT items were reported RESULTS: The median proportion of reported SPIRIT items among RCT
protocols showed a non-significant increase from 72% (IQR, 63%-79%) in 2012 to 77% (IQR, 68%-
82%) in 2016. However, in a preplanned subgroup analysis, we detected a significant improvement in
investigator-sponsored protocols: the median proportion increased from 64% (IQR, 55%-72%) in 2012 to
76% (IQR, 64%-83%) in 2016, while for industry-sponsored protocols median adherence was 77% (IQR
72%-80%) for both years. The following trial characteristics were independently associated with lower
adherence to SPIRIT: single-centre trial, no support from a clinical trials unit or contract research organi-
sation, and investigator-sponsorship. CONCLUSIONS: In 2012, industry-sponsored RCT protocols were
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reported more comprehensively than investigator-sponsored protocols. After publication of the SPIRIT
checklist, investigator-sponsored protocols improved to the level of industry-sponsored protocols, which
did not improve.
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