3.

a. The default rate, a key indicator of the effectiveness of any tuberculosis program, has
declined from approximately 30% to <5% in high risk areas, such as Naniwa ward.

b. The success rate (the percentage of persons who are documented to have completed
treatment by sputum culture, as well as those who have completed a full course of
treatment) was 82% for the 2002 cohort, which approaches the World Health
Organization target of =85%.

The use of facility-based directly observed therapy (DOT) among the tuberculosis cases
in Airin, many of whom are homeless or unstably housed, has increased from 11.9% in
2001 to 44.6% in 2002.

The tuberculosis program coordinator, along with another physician colleague, has
implemented monthly tuberculosis case management meetings in the 12 hospitals of Osaka
City and Prefecture. In addition, each of Osaka City’s 24 administrative wards has
tuberculosis cohort reviews/patient management meetings three to four times a year. The
intensified supervision and monitoring by the tuberculosis control program staff has greatly
improved coordination, communication and treatment outcomes, and allows the

coordinator to become aware of problems and intervene in a timely manner.

Challenges and Constraints:

1.

Although incidence rates of tuberculosis for the general population have declined to
68/100,000, the rates of tuberculosis among the homeless in Osaka City continue to be very
elevated at 850/100,000, surpassing the rates in many high tuberculosis burden countries.
The death rate of 11.3% for new AFB smear positive cases in 2002 is high. The reasons
for this are not clear, but may be due to late case finding or co-morbid medical conditions.
Primary drug resistance to isoniazid and rifampin of Mycobacterium tuberculosis strains
in Osaka in 2002 is 1.5%, which although relatively low, is still twice the national average
of 0.8% (based on a drug resistance last done in 1997). For cases of tuberculosis that have
been previously treated, the resistance rate was 9.3% in 2002.
The lack of fixed dose combinations of anti-tuberculosis medications in the country
means that rifampin is given as a single agent to patients who are unwilling, unable or not
recommended to be under a program of directly observed therapy. This may ultimately
lead to an increase in drug resistance, already higher in Osaka than in the rest of the country.
There remain issues of clinical care and tuberculosis control that need to be addressed
a. Ethambutol continues to be used even after susceptibility results show that the strain of
Mycobacterium tuberculosis is fully susceptible. Thus, the patient is recommended to
take a medication 1) that he doesn’t require, 2) that can have significant side effects,
and 3) that is an additional cost to the tuberculosis control program.

b. The long hospital stays of at least two months, based on current national laws, is not in

line with international recommendations.
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Individuals with tuberculosis are not routinely assessed for risk of HIV infection, and if
appropriate, testing.

Clinical guidelines have been prepared by the tuberculosis control program, but have
not been disseminated to the appropriate staff of hospitals and public health and welfare
officers.

The concept of “DOTS” is used inappropriately for once weekly or twice weekly

observation of daily treatment regimens.

The infrastructure for optimal tuberculosis control in Osaka still needs improvement
Although the tuberculosis coordinator has appropriately emphasized intensified
monitoring and supervision of hospital and ward health centers, he is now supervising
12 hospitals per month (which duties are shared with one other medical officer) and 24
ward public health and welfare offices three to four times a year. In addition, he is now
responsible for several other communicable diseases.

The decentralization of public health services to the level of the 24 wards means that, in
general, tuberculosis control at the community level is weakened, due to the staff being
pulled away to address other competing health problems.

Despite the fact that a high proportion of Osaka’s tuberculosis cases are homeless
and/or are in need of other services, coordination with the social welfare services is
suboptimal. For example, those receiving social welfare benefits are not routinely

screened for tuberculosis before receiving services or being placed in shelters.

Recommendations for the next 12 months:

1.

The emphasis on support supervision hospitals and quarterly cohort reviews is crucial to

the success of tuberculosis control and should be continued. To facilitate this, an additional

medical officer should be assigned to assist the tuberculosis control program coordinator

with this activity.

The clinical care and tuberculosis control activities mentioned under constraints number

4 and 5 should be addressed. This will require the ability to influence the organizations that

recommend and/or make tuberculosis control policies for Japan.

a.

Ethambutol should be discontinued after susceptibility results show that the strain of
Mycobacterium tuberculosis is fully susceptible.

The standard of care for persons diagnosed with tuberculosis should be as outpatients,
with hospitalization reserved for those who are very ill or who have other medical or
social conditions that requires this level of care.

Individuals with tuberculosis should be routinely assessed for risk of HIV infection, and
if appropriate, testing for HIV

Clinical guidelines for tuberculosis treatment should be disseminated to the staff of

hospitals and public health and welfare officers. At the time of the next revision of the
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guidelines, it may be useful to convene and coordinate a committee of local and
national experts to reach evidence-based consensus of best practice.

e. The use of the word “DOTS” should be reserved for those individuals who have the
ingestion of every weekday dose of tuberculosis medication observed. The program
coordinator is encouraged to develop and improve models of true direct observation.
This could be made easier if the program takes the initiative to provide twice or thrice
weekly regimens of tuberculosis treatment.

f. If DOT is not possible, the tuberculosis program coordinator should explore with
appropriate officials, if and how fixed dose combinations of anti-tuberculosis
medications can be made available in the country. The use of combined medications
will prevent the emergence of drug resistance, particularly to rifampin.

3. Given the extremely high rates of tuberculosis among the homeless, there should be
increased coordination of Osaka City’s tuberculosis control program with the social welfare
services and non profit organizations to increase tuberculosis screening among the
homeless, especially those that use the shelter system or other subsidized housing.

4.  Operational research and surveillance capability should be strengthened to address such
issues as the reasons for continued high death rates and surveillance and prevention of

multi-drug resistant tuberculosis.

<Tokyo>

Activities during the Tokyo visit:

1. Meeting with non-governmental organizations (NGOs) and non-profit organizations
(NPOs) concerned with tuberculosis in the homeless population of Tokyo

Non-governmental and non-profit organizations concerned with tuberculosis in the homeless
population of Tokyo were invited to my presentation on “The Role of NGOs and NPOs in
Tuberculosis Control” drawing on the experience of New York City. The presentation
emphasized the need to review the local epidemiology of tuberculosis to determine the
population(s) at risk of tuberculosis. Since Tokyo Metropolitan Government had already
identified the homeless as a high risk and priority group, the discussion centered on identifying
the roles, receiving the agreement, and coordinating the participation of key stakeholders; using
an interagency coordinating committee to develop a strategic plan with goals and objectives,
and then to plan, implement and evaluate activities. Examples of possible activities were
provided, including the provision of directly observed therapy; the tracing of those who had
defaulted from treatment; social and material support (food, clothing and shelter); tuberculosis-

related training and education and tuberculin skin testing and treatment of latent TB infection.
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During the course of the post-presentation discussion, it became clear that although
tuberculosis control activities for the homeless are available, they are fragmented. The meeting
became an opportunity for participants (from academic, development, government, clinical,
economic, non-governmental, non-profit, and religious orientations), many of whom were
unknown to each other, to learn about projects already in place and begin to establish potential

links among themselves.
2. Tuberculosis Research Group Meeting, Research Institute of Tuberculosis

I participated in an update of the various projects of the tuberculosis research group,
coordinated by Dr. Ishikawa of the Research Institute of Tuberculosis. There are eight projects,
dealing with 1) tuberculosis control issues in Osaka; 2) tuberculosis control issues in Tokyo; 3)
collaboration between health facilities and health centers, 4) the role of nurses in tuberculosis
control; 5) the use of pharmacists as treatment observers, using an intermittent treatment
regimen; 6) tuberculosis in the foreign born; 7) DNA analysis of tuberculosis strains; and 8)
assessment and evaluation of tuberculosis data for programmatic purposes.

These projects are intended to increase the evidence base for improved tuberculosis control in

Japan.

3. Presentation to, and Meeting with, Tokyo Metropolitan Government (TMG)
Tuberculosis Control Program staff

I made a presentation “New York City’s Experience with Tuberculosis: from Chaos to
Control”, followed by an informal discussion among health officers of Tokyo Metropolitan
Government (TMG) concerned with tuberculosis control. After a courtesy visit with Dr.
Nagaoka, Vice-Director General of Public Health Services, 1 and Dr. Ishikawa met with Dr.
Maeda, Director of Infectious Disease Control of Tokyo Metropolitan Government (TMG) and
his staff to discuss Tokyo’s overall tuberculosis situation, as well as the issues relating to three
high morbidity areas, Taito, Arakawa and Shinjuku cities. Greater Tokyo consists of 23 wards,
whose local governments have control over their own health matters, as well as an area
comprising 26 cities, 5 towns and 8 villages (collectively called fama), over which TMG has
direct control. This lack of direct control over much of its jurisdiction is felt to impede TMG’s
ability to coordinate activities.

Most of the time was spent discussing the overall context of tuberculosis control activities in
Tokyo. According to preliminary data, Tokyo reported 3,926 cases in 2002, for a case rate of
32.0/100,000 population, which is higher than the rate of approximately 25.8/100,000 for the
rest of Japan in the same year. Preliminary data for 2003 for Tokyo show a slight increase to
approximately 32.6/100,000 population. Although incidence rates have declined overall
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between 1982 and 2002, Tokyo’s rank in incidence by the 47 reporting prefectures has climbed
from 40 in 1982, to 23 in 1992 to 3 in 2002, now surpassed only by Hyogo and Osaka.

TMG staff listed four priority targets as part of their “outline of fighting tuberculosis”. The
first target group is “group infection”, for which they listed “Japanese compromised host,
elderly people infected (with) tuberculosis in the past, and young people non-exposed
tuberculosis”, and gave as an example the examination of individuals in mental hospitals and
nursing homes. This activity consisted of twice-yearly chest x-ray screening. However, since
there does not seem to be a systematic evaluation of such individuals on entry into these
institutions, a person who enters the institution the day after a scheduled x-ray screening could

theoretically not be evaluated until six months later.

The second target is “raise the rate of completing treatmen.t, supporting patients followed by
Japanese style DOTS.” Direct observation of treatment (DOT) is health center-based, with
high risk individuals such as alcoholics and homeless receiving daily observation of medication
ingestion, while others receive weekly supervision.

The third target is “homeless” people, for which staff gave a description of a DOT project in
the Sanya area of Taito ward. Sanya, although it is physically located in Taito, is under the
direct supervision of TMG. From a target population of approximately 60 patients per year,
since 1999, 72 have received treatment under this project, and currently, 5 individuals are

under care.

The fourth target, “resident alien”, comprising students and employed persons from abroad,
contributed about 5.7% of the incidence in 2002. Tuberculosis screening is performed for
students at Japanese-language schools (102 schools in 2002), as well as for resident aliens, the

latter twice yearly.
Challenges, Constraints and Recommendations for the Next 12 Months:

Homeless activities:

1. Although there are various organizations in Tokyo concerned with the issue of
tuberculosis control in the homeless, there is not yet a coordinated effort to maximize their
impact. It’s presentation, described above, highlights a potential way forward. The
appointment of Ms. Megumi Hirayama as the point person for this activity is heartening,
and should strongly be supported by the Research Institute of Tuberculosis, as she has
extensive experience in community mobilization.

2. To keep the momentum of the interested parties, there will need to be a strong support

and push from Ms. Hirayama and Dr. Ishikawa to develop a raison d’etre for the group, as

—119—



well as some concrete activities with goals and timelines. Otherwise, this nascent effort
will not be able to reach its full potential.

If it is decided that the organizations concerned with tuberculosis in the homeless will
come together as an entity (be it working group, council, support group, etc), there must be
an attempt to dialogue with TMG officials responsible for tuberculosis control on how best
to complement government efforts, to prevent the risk of being ignored or thought of as

adversaries.

Tuberculosis Research:

Although individual projects of the research group are interesting, there is a lack of
cohesiveness to ensure that each one is aiming towards a common goal, namely, to identify
and cure cases of tuberculosis, especially among high risk populations. The vision of the
research projects being performed in the service of public health (in this case, as related to
tuberculosis) should be promoted. Dr. Ishikawa is mindful of this current lack of
cohesiveness, and through these group discussions and gentle insistence on the vision, hopes
to improve productivity, coordination, dissemination, feasibility and generalizability of
results. The last two issues deserve particular attention, especially as it relates to the projects
on pharmacists as treatment observers, where pharmacists are paid 1000 yen (approximately
US$ 10) for each observation, and the project on evaluation of data for programmatic

purposes, some aspects of which may need to be simplified for use at the prefectural level.

Tuberculosis control in Tokyo:

1.

The TMG tuberculosis control program is not performing optimally. Part of the reason
is the structure of Tokyo’s government. The areas with the highest tuberculosis incidence
are self-governing, and thus not under the direct mandate of TMG, and there is a policy of
rotating key staff every two to three years, such that institutional memory may be lost, there
may be a sense of lack of ownership for the problem. Given these constraints, there are
indirect methods of influence, for example, by TMG staff promoting and spreading the
good practices of one ward to others; by publishing the adherence among the wards and
Tama on key outcome indicators, and, if applicable, linking the dissemination of funds to
performance; by the provision of continuing medical and nursing education. In addition,
the influence of TMG was unclear even in the Tama that it directly controlled.

The four priority targets should be reviewed in the context of their effectiveness,
including costs, in producing a change in the epidemiologic picture of tuberculosis in
Tokyo. For example, although it is laudable that true DOT services have started among the
homeless population in Sanya, an analysis should be done to understand why so few are
accessing these services, and the reasons for lack of this model’s dissemination to other
areas of Tokyo. Another example, would be to evaluate the effectiveness of tuberculosis

screening by chest x-ray of foreign born students, workers, nursing home and mental
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hospital residents, compared to other screening methods (questionnaires based on
symptoms, previous history, etc). Research funds provided by Dr. Ishikawa possibly could
be used for this and other operational issues.

3. Weekly observation of treatment should not be labeled as “DOT” or “DOTS”. The use
of the concept should be reserved for those individuals who have the ingestion of every
weekday dose of tuberculosis medication observed.
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