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Objective

In this study, we will clarify the efficacy and harms of the screening method with total
colonoscopy (TCS) added to the fecal occult blood test (FOBT) as the next colorectal cancer
screening method. It is a randomized controlled trial (RCT) to judge validity as Organized
Screening.

The purpose of this Study is to create evidence on effectiveness of screening TCS, which is
important worldwide. In addition, it is the first cancer screening RCT in Japan with the
mortality rate as the primary endpoint. Many knowledge that can be applied in conducting
similar research in the future such as compliance, quality control method, and screening rate

improvement method are obtained.



Method

Approximately 10,000 men and women living in Daisen and Semboku cities in Akita prefecture
aged 40 to 74 who agreed to participate in research were randomly assigned to the intervention
group to be screened by annual FOBT in conjunction with one-time TCS and to the control group
to be screened only by annual FOBT. Primary endpoint is colorectal cancer mortality rate, while
the secondary endpoints are sensitivity to detect colorectal cancer, cumulative incidences of
advanced cancer and invasive cancer, and an incidence of adverse events. This research is the
RCT for evaluating the effectiveness of screening TCS, in which random allocation is performed
after obtaining individual informed consent. This research, which started as the "Third Cancer
Comprehensive Strategy Research Project by the Ministry of Health, Labor and Welfare" in 2008,
will complete recruitment of participants during the current research period, carry out quality

assurance of the study and establish the system of follow-up surveys.

Results

The number of new participants in the fiscal year of 2016 was 1,165, and the cumulative number
of participants was 9,747. The number of new participants recruited during the year has
exceeded the planned number (1,000 people). The cumulative number of participants almost
reached to the target number planned.

Very low incidences of intolerable pain during TCS and adverse events without serious one ( see
below ) showed acceptability and safety of screening TCS. The cecal intubation rate was as high
as 99% or more. These data showed feasibility of this kind of population-based screening
programs. The allocation to both groups was appropriately done and the prevalence of baseline
factors were not different between the groups.

With regard to the quality management of the study, indicators related to the quality assurance
were as follows. Compliance of screening TCS (intervention group): 92.1%, annual FOBT
screening continuation rate (both groups): 84.1%, compliance rate of follow-up colonoscopy after
FOBT positive (both groups): 74.0%.

Adverse events related to screening, diagnostic tests and therapies were appropriately collected,
and 21 cases of minor events were reported as of the end of March 2017. All events were within
the range predicted at the beginning of the research, and there was no problem in the progress of
the research.

Follow-up survey was conducted for endpoint data acquisition. In order to investigate the cause
of death, we crosschecked the list of the dead participants with the data from the Demographic
Survey death questionnaire to the Ministry of Health, Labor and Welfare under the permission.
At the end of March 2017, we completed verification of the causes of deaths in all 97 deaths
among all participants. In order to investigate the incidence among all participants, we collated
data using data of Akita prefecture cancer registration and confirmed 91 cases of colorectal
cancer among participants in the study. Questionnaire survey about health condition to all
participants was performed annually, and cumulative collection rate was 83.1%. These

follow-ups will be continued until the end of the study.



The final report will be done in 2025 years. However, if the Statistical Analysis Committee keeps

track of the event and expects it to be released before 2025, the publication date will be ahead of
the scheduled time.
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