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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-J 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.

Results : 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 recruxt the highly-
motivated doctors about clinical trials for success.

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

Rinsho Hyoka (Clinical Evaluation) 2011 5 38 : 885-90.
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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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cal epidemiology in congresses of the
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Factors associated with the continued participation
of physicians in the study extension;
From the experience of the CASE-] Extension

Junko Kobayashi ¥ Kenji Ueshima®  YokoOe  Masami Fukutomi ¥
Fusako Inoue ¥~ Mariko Takagi ¥  Mariko Nakamoto®  Shoko Todo ”
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1) EBM Research Center, Kyoto University Graduate School of Medicine
2) Translational Research and Clinical Trial Center, Hokkaido University Hospital, Hokkaido University
3) Department of Medicine and Clinical Science, Kyoto University Graduate School of Medicine

Abstract

Objective : It is one of the important factors for success in the clinical trial to enroll the patients within the
scheduled period. The Candesartan Antihypertensive Survival Evaluation in Japan (CASE-]) Trial was a
large-scale clinical trial conducted in Japan and was extended for another 3 years as an observational study
named the CASE-] Extension. In the present study, we investigated which factor was associated with the
continued participation in the CASE-J Extension among physicians who enrolled the patients in the CASE-J trail.
Methods : A questionnaire survey was conducted with all 679 physicians who participated in the CASE-J
trial at the end of enrollment. Of 679, there were 436 physicians who enrolled more than one patient and
responded to the survey. They were divided into two groups (participants in the CASE-J Extension:
n==226; non-participants: n=210). We evaluated the association of the continued participation in the study
extension with baseline characteristics and questionnaire items in them.

Results : Mean age in participants in the CASE-] Extension was significantly older than that of non-
participants. There was no significant difference in sex ratio and geographic region of practice between the
two groups. The number of registered patients, the ratio of practicing doctors, and frequency of
participation in other clinical studies were significantly higher, and the ratio of doctors working at
university hospitals was significantly lower in participant in the CASE-J Extension than non-participant.
Conclusions : The present study indicates that it is important to recruit practicing doctors or highly-
motivated doctors when we conduct a long-term clinical trial concerning lifestyle-related diseases.

Key words
CASE-], CASE-] Ex, patients registration, clinical trials, questionnaire survey

Rinsho Hyoka {(Clinical Evaluation) 2011 ; 39 : 407-12.
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Table 1 Representative items of questionnaire survey
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REPZHR, PEECERRRCEI 38Tty aCBMLAZEFSYETH?

LEEBUETH?
Oy oo

ShETE TROBERBEOLHO) ABPHARAEVNERABICHLERLE LTEMEhi

vy Oz

R1E, CASE-JESANOBRARCBMENTVWETH?

EE, AR ENUOBEETHEOVETH, ? (CASE-J COEREIEELY
s Bz 2~ 4[5 Omc1\~mc 1ERE O2<fdibkn

vy oni

SR, CASE-J CRBEEREBRICBMT I LCRRESETH?

For— bEIRE 82.8%
(436/526 )

3. #WH

3.1 i - PR

CASE-J Ex ZINERT O3 4E151350.3 8.3,
AL MEEHR D4R E L 48.0 + 8.35% & CASE-J
ExZMEMTHABICRBB TS -7 (P = 0.005).
CASE-J ExZMELI CiL94.2% B BT, I
IHEMTIZ43% B BMET, ML —-THTHEE
ZiZRDohAdh -7 (P=0.986).

32 BHIBE, BHHORE

Fig. 1iC CASE-J ExBIMEM & NS IMEMD
MBEEBLIUOCMBHIZETIERER T
CASE-J Ex2MEMOEFHEOHE&IZEL T,
CASE-J ExZINEMTH, TSMEMEE SI22
FEAT (RZEER) > Bl > Kemilb > B A S wibe
DIETH 0, CASE-J ExZ IR Al i3 22080 5%
(—ARBARE) oWePAEZIZEL, KEHRED
BORISTERITED > 7 GEIRIT 72% vs. 54% 5

P = 0.004, KZEFE7% vs. 16% ; P = 0.01).
CASE-J ExZIERMTE, TESINEEREO M
HUICBE L T, Zh e hdtiEEs% vs. 5%, Hb
6% vs. 2%, B 19% vs. 17%, HEF11% vs. 8%,
VL% 30% vs. 32%, - DO[E 8% vs. 12%, L 6%
vs, 6%, FTOMHY TSI —T15% vs. 18% &, i
HHETERLZERY O hikr oIz,

3.3 EFESRE

CASE-J ExZINEMITIZ, EM—A%=0 0
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0.010) (Fig. 2).
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—443—



BEEEEM 39%&2% 2011

Fig. 1 Proportion of place of employment and geographic region of practice
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Fig. 2 Number of registered paﬁents
in the CASE-] trial
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Fig. 3 Results of questionnaire survey
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<Abstract>

Efficient approaches of case registration and
data management in clinical trials.
by
Kenji UESHIMA, M.D., Mariko NAKAMOTO,
Masami FUKUTOM]I, Yoko OE, Fusako INOUE,
Junko KOBAYASH]I, Shoko TODQ,
Miyoko HASEBE & Kazuwa NAKAO, M.D.
from
EBM Research Center, Kyoto University Graduated
School of Medicine, Kyoto, JAPAN

Background : To perform clinical trials, enrollment
of adequate patients and collection of CRFs (case re-
port forms) is very important. Objects : To recruit pa-
tients and to perform data management smoothly, the
board system of our institute with supporting doctors
who are familiar to clinical trials and the EDC (electric
data capturing) system were introduced. After that, we
investigated whether these systems are helpful or not.
Methods : In clinical trials which were conducted by
our institute, we investigated whether the board sys-
tem of our institute with supporting doctors is useful or
not. In addition, we also evaluated the usefulness of the
EDC system by questionnaire of our data managers
(DM). Results : While the patient-enrolled rate of the
board doctors was likely higher than that of other par-
ticipating doctors, the requiring period per one regis-
tration of the board doctors was significantly short com-
pared with other doctors. Moreover, according to evalu-
ation of our DM, the quality of data management using
EDC is better than that of using facsimile. Conclusion :
Coordination with doctors who are familiar fo clinical
trials and introduction of the EDC system are useful
and helpful to conduct clinical trials smoothly.
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