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Do a small part of participating doctors contribute
a large part of enrollment in clinical trials?:
Validation of the Pareto’s law in the CASE-] trial

Yoko Oe  Kenji Ueshima  KojiOba  Masami Fukutomi
Fusako Inoue Mariko Takagi Mariko Nakamoto  Junko Kobayashi
Sachiko Tanaka  Shinji Yasuno  Akira Fujimoto =~ Kazuwa Nakao*
EBM Research Center, Kyoto University Graduate School of Medicine

Abstract ‘

Background : The Pareto’ law states that roughly 80% of the effects come from 20% of the causes for
many events. This principle also applies to a variety of more mundane matters. Then, we evaluated
whether the Pareto’ law is available or not in clinical trials. ,

Methods : The CASE-] trial was conducted to compare the effects of the candesartan and the amlodipine
on the incidence of cardiovascular events in Japanese high-risk hypertensive patients. During the
registration period (1.33 years), 4,728 Japanese hypertensive patients were enrolled, and 679 doctors were
participated. We conducted a self-administered questionnaire survey, which included the situation regarding
the enrollment, academic work and other lifestyle factors to the participating doctors.

Resaults : In a total of 679 participating doctors, the top of 20% doctors (136) registered 3,698 patients
(78%). This Gini coefficient in distributions of case registration was 0.75. These doctors were not different
from the other doctors in their age, gender, possible registration period, residence, and working form, but
the rate of their registration through the web, a history of taking clinical epidemiology in congresses, and
participating in other clinical trials were significantly higher (80.1% vs. 37.2%, 8.2 vs. 4.6, 60.2% vs. 48.4%,
p < 0.05, respectively).

Conclusions : Since the top of 20% doctors registered almost 80% enrolled patients in the CASE-] trial,
Pareto’s principle was validated. We should consider methods of registration, and recruit the highly-
motivated doctors about clinical trials for success.

Key words
the Pareto’ law, clinical trials, patients registry, CASE-]

Rinsho Hyoka (Clinical Evaluation) 2011 ; 38 : 885-90.

* FEAZKEREENAEBATHAEMAF (Department of Medicine and Clinical Science Kyoto University Graduate
School of Medicine)
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Fig. 3 The rate of the registration through
the web of the top 20% doctors and
other 80% doctors
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