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A New Approach with a Combined Cohort Study and Randomized
Controlled Trials - Lessons from the CHART Study —

Nobuyuki Shiba, Mika Matsuki, Yutaka Kagaya, Hiroaki Shimokawa
Department of Cardiovascular Medicine, Tohoku University Graduate School of
Medicine

Randomized controlled trial (RCT) is widely considered the most reliable
method to provide scientific evidence, however, all RCTs may not be completed
as originally planned. Major difficulties in conducting RCTs in Japan include
limited budgets to run the trials and the absence of research nurses who support
physicians. A well-designed prospective cohort study might be one of realistic
surrogates for RCTs, although the scientific level of such observational study is
considered to be relatively low. =~ We started the CHART study (Chronic Heart
Failure Analysis and Registry in the Tohoku District: N=1,278) in February
2000 to elucidate the characteristics and prognosis of Japanese patients with
chronic heart failure (CHF), which has provided many important findings until it
was completed in December 2005. We recently started a prospective
multi-center registry of CHF patients, called CHART-2, in October 2006 that
consecutively enrolls 10,000 patients with stage-B/C/D CHF. We expect that
this new cohort will elucidate the importance of medical interventions in
patients at higher cardiovascular risks (e.g. metabolic syndrome). Furthermore,
we have simultaneously started a prospective randomized open-label trial, called
SUPPORT Trial, to clarify the prognostic benefit of angiotensin II type-1
receptor blocker in consecutive 1,000 hypertensive patients with symptomatic
CHF from the CHART-2 registry. Importantly, our team engaging in these
projects includes several research nurses and laboratory technicians who
regularly visit all collaborating institutions, helping participating physicians
avoid time-consuming works. Our strategy to combine a cohort study and a
RCT with research nurses may be a cost-effective and promising approach to
enhance the chances of successful completion of clinical studies in Japan.
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