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Table1 Reason to use fluoroquinolones for tuberculosis

Number of patients with drug-resistant tuberculosis

Number of . treated in each hospital per year .
assent -
: : 0 1-4 : 5-9 10 Unknown
Adverse reaction to other drugs 32 9 18 4 1 0
Drug resistance . 15 1 9 - 3 1 1
Adverse reaction and drug resistance 65 -5 27 18 13 2
Noreply . 7 1 2 2 2 0
Total _ o 119 16 56 21 7. 3
Table 2 Problems in using fluoroguinolone for tuberculosis
' . Use of fluoroquinolone
Number of assent Yes . No
. N=119 N=21
Not approved and not covered by medical insurance - 73 - 59 14
Compensation for adverse reactions is not guaranteed 19 17 2
Increase of medical fee on patient 48 45 3
* Others 4 2 2

No problem or no answer

30 -, 30
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Short Reporf

'THE CURRENT STATUS OF FLUOROQUINOLONES AND OTHER
OFF-LABEL DRUG USE FOR TUBERCULOSIS IN' JAPAN

- Eriko SHIGETO

Abstract - [Objectives] To clarify the present state and prob-
lems of off-label drug use in tuberculosis treatment in Japan. _
'[Mafen'als and Methods} Questionnaire survey By mail to
252 hospitals with tuberculosis wards.
{Result] It was found thaf 146 out of 160'hospita.ls returning
the questionnaire had active tuberculosis ward (s). Fluoro-

quinblones (FQs) were being u'sed in 119 (81.5%) hospitals, .

of which 115 used levofloxacin. The reasons for using FQs
were : i) adverse reactions.to other antituberculosis drug(s)
in 97 hospitals, and ii) drug-resistance in 80 hospitals. The
perceived problems in using FQs were : i) its use for tubercu-
losis is not approved (often not reimbursed by medical insur-
“ance), cited by 73 hospitals ; ii) increased out-of-pocket med-
-ical fees for patients (not covered by public sefvi(;e), cited by

48 hospitals; iii) official compenéation for severe adverse .

reactions cannot be guaranteed for off-label use, cited by 19
hospitals. Other off-label drugs such as linezolid are also used
in 37 hospitals. v
[Discussion] Fluoroquinolones,'especially levofloxacin, are
widely used in tuberculosis treatment in Japan for patients
with adverse reactions and/or dug-resistance to other antituber-
culosis drugs. As these drugs have not yet been approved for

tuberculosis treatment and therefore are not included in “the

Standards of Tuberculosis Treatment” established by the gov-

emnment, the costs for FQs and other off-label drugs are not

covered by public subsidies for medical treatment, thus increas-
ing the economic burden for patients, which may in turn cause
drop-out, especially in c‘asés of MDR-TB. Further, FQs are not
under control of the Tuberculosis Advisory Committee of the
Health Center, which has ‘played an important role in ensuring
the standard tberculosis treatment in Japan.

[Conclusion] FQs should be included in the Standards of
Tuberculosis Treatment to secure adeqﬁaté, chemotherapy for
t‘uberculosi_s. ‘ )

Key words: Indication, Drug-resistant_tuberculosis, Fluoro-
quinolone, Levofloxacin )
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