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Abstract:

1. Background and Aim

The comprehensive measures for hepatitis in Japan have been implemented since 2008 with a core-center
hospital-centered regional cooperation system of medical institutions for liver disease treatment in each
prefecture. In revision of the hepatitis measures in the Hepatitis Information Center in 2014, it was considered
necessary to develop indicators to evaluate the hepatitis measures because of further improvement of activities

by core-center hospitals to conduct the measures.

In the field of cancer medical care, the measures, including research and policy implementation, have been
proceeding for over 30 years. In the second basic plan for promoting cancer measures in 2012, establishment of
indicators was needed to evaluate the achievement of the goal and process of the measures, and research on

evaluation indicators has been started.

In the hepatitis measures, the expected roles of the core-center hospitals are becoming diversified, and there were
problems such as institutional barriers in each region, increased work volume, and differences of activities
among core-center hospitals. Therefore, we needed to identify enabling and disenabling factors, select indicator

candidates, and evaluate to improve implementation of hepatitis measures in core-center hospitals.

2. Analysis of the current state of activities related to the hepatitis measures by core-center hospitals and

suggestion from the experience of cancer control

In the first year of this research, we aimed to investigate the following three research subjects to select evaluation

indicator candidates.

1) Investigation on issues based on regional characteristics of activities in the hepatitis measures
To select indicator candidates, we examined activities of core-center hospitals using the survey conducted
by the Hepatitis Information Center. In total, improvement of activities was seen in an increase in the
number of liver disease classes, but activities such as the number of consultations was sluggish. In addition,
differences among core-center hospitals in each activity became clear, such as the number of consultations
and the number of participants in workshops for personnel training in each region. The activities seemed to
be associated with secure personnel and budgets in core-center hospitals. However, one should be careful in
interpreting the associations between activities and characteristics of core-center hospitals, because the goal
of the measures was not clearly defined. Therefore, effective business management was necessary according

to the business plan including the setting of goals and evaluation indicators based on the structure of the
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measures considering the regional characteristics (the 51st Annual Meeting of the Japan Society of

Hepatology, May 2015).

2) Proposal for evaluation indicators in the hepatitis measures from the regional characteristics
The meeting with personnel from core-center hospitals and the person in charge of the prefecture was held
to share information on the current direction of the hepatitis measure and each activity in the Tohoku block
area in October 2015. They presented good practices such as medical support, out-of-hospital health
education activities, and establishment of a follow-up system, which could not be captured by the survey
conducted by the Hepatitis Information Center, as well as geographical barrier issues and difficulties and
importance of cooperation between core-center hospitals and local governments to implement the hepatitis
measures. Additionally, they proposed cooperation on medical care in boundary areas across prefectures. It
was considered that consensus-building on evaluation such as deciding methods and sharing process of

evaluation was important.

3) Applicability to the hepatitis measures on evaluation indicators and evaluation methods in cancer control
At the workshop for personnel from core-center hospitals throughout Japan in August 2015, we provided
information on points to note in selection of indicators from the experience of cancer control: 1) necessity of
evaluation in both process and outcome of the program, 2) importance of consensus of stakeholders in the
process deciding indicators and criteria of evaluation, 3) concern on the purpose of the evaluation not to

improve the project but to judge the hospitals.

3. Administrative review and amendment of the basic guidelines

In June 2015, administrative project review on the hepatitis measures was conducted, and they pointed out that
the internal evaluation of the measures was insufficient, and improvement of business management such as
utilization of evaluation indicators was requested. Furthermore, "Basic guidelines for the promotion of measure
for hepatitis” was revised in June 2016. The goal of the measures was defined as "to reduce liver cirrhosis or
migrants to liver cancer,"” and the roles of the Hepatitis Information Center and core-center hospitals were
clarified. According to the guidelines, details of the measures were decided by the Hepatitis Countermeasure
Promotion Office over a year and published at the Hepatitis Countermeasure Promotion Council in March 2017.
A series of outlines, which are the bases for implementing concrete operations, was revised in accordance with

the amendment of this basic guideline.

4. Logic model development to construct a theoretical framework of the hepatitis measures

In the third year of this project, the other research, with the concept similar to the present research, was started
by a grant-in-aid from the Minister of Health, Labor and Welfare. Because of concern and avoidance of
influence, the purpose of this research, as an external group, was renewed to construct a theoretical framework of

the hepatitis measures to map the indicators.

We developed a logical model to be the basis of theoretical evaluation for the hepatitis measures and selection of

indicators using the new guidelines, the outlines, the proceedings of Council for Promotion of Hepatitis
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Measures, and the research reports supported by a grant-in-aid from the Ministry of Health, Labour and Welfare

Health Laboratory regarding the hepatitis measures.

We set overall and individual goals for hepatitis measures. For each individual goal, we identified an outcome,
which is expected to be a change in circumstances to achieve the goal; activities, which are the services/goods
needed to enable the outcome; and inputs, which are personnel, budgets, materials, and so on needed to conduct

activities, in the points of view of agents, subjects, methods, and action.

We considered that two overall goals were indicated in the new guidelines: 1) to reduce the transition rate to
liver cirrhosis/liver cancer and 2) to create a society able to receive medical care with security. As the individual
goals, downstream of overall goals, eight items have been identified: infection prevention; early detection of
hepatitis; early treatment of hepatitis; equity of access to medical care for hepatitis; resolution of
prejudice/discrimination due to hepatitis virus infection; work balance with receiving medical care for hepatitis;

anxiety reduction regarding the disease, medical care, and life; and appropriate promotion of the measure.

Although the highlighted objectives are enhancement of cascades for treatment such as testing, awareness, and
treatment, the measures to be continued, such as infection prevention, have been revealed. In addition, by
identifying the roles of each stakeholder in positioning activities of the logic model, especially medical
coordinators for hepatitis were considered to be in places that have not been familiar with medical care for

hepatitis and the hepatitis measures, such as workplaces and medical-check institutions.

Using a logic model, we could conduct integrated theoretical evaluation of the hepatitis measures as a whole, and
decision making such as selection of priority measures, and could be bases of indicators. In addition,
implementation of the hepatitis measure could be collaborated with the other medical program in the local
government and core-center hospitals, such as lifestyle-related disease and cancer control according to the
characteristics of each facility. For example, in support of work balance with receiving hepatitis treatment in
core-center hospitals and planning medical programs in the local government, they could utilize a common
foundation in their facilities, and efficient business management would be possible. Sharing the process to
develop the logic model could be expected to enable enhancement of cooperation among stakeholders. The

above was announced at the 54th Annual Meeting of the Japan Society of Hepatology (June 2018).
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Univariate analysis Multivariate analysis Bﬂ'ﬂ:."ﬁﬁﬁ Cﬂﬂﬁ&ﬁ
Treatment Treatment . H i
Factors n . Pvalue | B | Odds ratio 95% C.1. R BHEIRE R RRTRE
accomplishment withdrawal
Gender (Male/Femals) 5824/5766 1184/1228 0.164 GE
Age (265 years/<65 years) 3146/8423 930/1473 <0.001 -0.326 0.722 0.651-0.800 &
History of IFN treatment I
raleblemmerionted) 84632028 17161657 0.047 0.032 1032 0.920-1.147 EBRE
Genotype (1/2+3) 7326/4050 1953/397 <0.001 -1.007 0.365 0.324-0.413 Xﬁ
Viral load (high/low) 10713/817 2248/141 0.038 -0.091 0913 0.750-1.112
Pre-AST (UIL) 43 [30-68] (n =11511) | 48[34-73] (n=2385) | <0.001 0.001 1,001 1.000-1.003
Pre-ALT (UIL) 51 [31-87] (n = 11517) | 52 [34-81] (n =2384) 0.517
16.0 [13.0-20.0] 15.0 [12.0-19.0]
- "
Pre-PLT (x10%uL) (n = 11381) (n=2349) <0.001 0.001 1.001 0.990-1.013
. 2.26 [1.48-3.42] 2.84 [1.84—4.28] _

FIB-4 index (n = 11348) (n=2341) <0.001 0.125 0.883 0.851-0.916
Year of Before 2008 4624 804 Reference
starting 2009 2845 588 <0.001 -0.218 0.804 0.710-0.910
treatment After 2010 4119 1015 -0.496 0.609 0.545-0.680

Hokkaido/Tohoku 1404 318 -0.243 0.784 0.666-0.924

Kanto 793 124 0.181 1.198 0.958-1.498

Shin-etsu .. 528 114 0.019 1019 0.802-1.296
Redqi Hokuriku i 717 148 0.035 1.036 0.838-1.282

egion | tokai 814 145 0.009 0.231 1259 1.019-1.557

Kinki 2385 544 —-0.049 0.952 0.826-1.098 R y

Chugoku . 1890 380 0.007 1.007 0.864-1.172

Shikoku 7 476 118 -0.241 0.786 0.619-0.999

Kyushu ‘ 2589 522 Reference

(B4 5T 2 W FARM; 2009~20144) (N=13,351; Masaki N, et al. BMC Public Health 2015.)
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