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Table 1 Baseline characteristics

Variable

Age, years 66 (22-85)
Gender, female 72 (80.9%)
Body mass index, kg/m? (n=44) 17.7 [11.7—-26.0]
Smoking history (never/ex- /current ) (n=70)  53/16/1

Etiologic organism

Mycobacterium avium 65 (73%)

Mycobacterium intracellulare 22 (25%)

MAC 2 (2%)
Radiological findings

Fibrocavitary form 18 (20%)

Non-cavitary nodular bronchiectatic form 52 (59%)

Cavitary nodular bronchiectatic form 19 21%)

Data are presented as median [range] or numbers (%), n=89
MAC: Mycobacterium avium complex
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Table 2 Reason for prescribing sitafloxacin

Reason

Alternative medicine for standard therapy drugs 54 (61%)
Sustained positive sputum culture 13 (15%)
Radiological deterioration 8 (9%)
Severe disease 4 (4%)
Recurrence case 2 (2%)
Macrolide resistance 2 (2%)

Others 6 ( 7%)
Data show number of patients (percent), n=_89
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Patients who used STFX as an alternative medicine for standard therapy drugs
(RFP 34, EB 29, CAM 1)* discontinued due to adverse events, etc.

n=>54 ¥ Overlap
3 Lost to foll =
2| Lost to follow up n=_§
A4 A4 A4
Therapy continuing n=9 Completion of treatment n=21 Discontinuation of treatment n=16
Completion of treatment for Adverse events 1

pulmonary MAC disease 19
Available standard therapy drugs 1
Two-drug treatment for disease stable 1

Poor treatment adherence
Poor general status

0
Unavailable CAM prescription 2
2
1
1

Uneffective of STFX

Fig. Treatment outcome of patients prescribed sitafloxacin as an alternative to one of standard therapy drugs.
STEX: sitafloxacin, RFP: rifampicin, EB: ethambutol, CAM: clarithromycin

Table 3 Treatment effect after prescribing sitafloxacin for 6 months for refractory cases

Etiologic Reasop for Sputum culture Radiological Symptoms Treatment effect
No Age Gender organism prescribing status at the findings at the start Sputum  Radiological S .
STFX start of STFX of STFX culture findings ymptoms
1 43 F M.avium S Positive Cavitary NB Cough, sputum S U I
2 47 F M.avium S Positive Cavitary NB Never S U U
3 49 F  M.avium S Positive Non-cavitary NB  Hemoptysis S w U
4 54 M M.avium S Positive Non-cavitary NB  Sputum S U I
5 63 F  M.avium S Positive Non-cavitary NB  Sputum S U U
6 o4 F  M.avium S Positive FC Slight fever, S U U
cough, sputum
7 65 F  M.intracellulare S Positive Non-cavitary NB  Cough, sputum S U I
8 67 F  M.avium S Positive Cavitary NB Sputum S U I
9 72 F  M.avium S Positive FC Sputum S w U
10 80 F M.avium S Positive Non-cavitary NB  Sputum S U U
11 54 F M.avium R NA Cavitary NB Never NA U U
12 59 F  M.intracellulare R Negative  FC Slight fever Negative I 6]
13 61 F  M.avium R Negative ~ Non-cavitary NB  Never Negative I U
14 67 F  M.avium R NA Non-cavitary NB  Cough NA U 6]
15 72 F  M.avium R NA Non-cavitary NB  Never NA 1 U

F: Female, M: Male, S: Sustained positive sputum culture, R: Radiological deterioration, NA: not available,
NB: Nodular bronchiectatic form, FC: fibrocavitary form, U: unchanged, I: improved, W: worse
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Table 4 Adverse events observed during sitafloxacin administration

Any Grade Grade 3 Grade 4
Any 50 (56%) 4 (4%) 1 (1%)
Diarrhea 20 (22%) 0 0
Elevation of liver enzymes 13 (15%) 1 (1%) 0
Rash 8 (9%) 1 (1%) 0
Impaired glucose tolerance 6 (7%) 0 0
Decreased appetite 5(6%) 2 2%) 0
Dysgeusia 2 (2%) 0 0
Leukopenia 2 (2%) 0 0
Blood bilirubin increased 2 (2%) 0 0
Vertigo 2 (2%) 0 0
Thrombocytopenia 1(1%) 0 1 (1%)
Stomatitis 1(1%) 0 0
Fatigue 1(1%) 0 0
Abdominal pain 1 (1%) 0 0
Hyponatremia 1(1%) 0 0
Headache 1 (1%) 0 0
Joint swelling 1 (1%) 0 0
Itching 1(1%) 0 0

Data show number of patients (percent), n=_89

Grade of adverse event was evaluated according to CTCAE, version 4.0.
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Original Article

EFFICACY AND SAFETY OF SITAFLOXACIN FOR
MYCOBACTERIUM AVIUM COMPLEX PULMONARY DISEASE

Mitsuaki YAGI, Taku NAKAGAWA, Yuta HAYASHI, Noritaka YAMADA,
Osamu TARUMI, Yasutaka FUKUI, and Kenji OGAWA

Abstract [Objective] We investigated the actual condition,
the efficacy, and the safety of use of sitafloxacin (STFX) for
Mycobacterium avium complex pulmonary disease (MAC-
PD).

[Materials and Methods] Eighty nine patients who were
newly prescribed STEX for MAC-PD were retrospectively
investigated about reasons for prescribing STEX, efficacy as
an alternative drug for standard therapeutic agents, efficacy
of add-on therapy for refractory cases, and adverse events.

[Results] STFX were the most frequently prescribed in 54
patients (61%) as an alternative drug for standard therapeutic
agents. Of the 46 patients who were able to follow up, 21
patients completed treatment. In refractory cases, no cases
achieve negative sputum conversion, although symptom
improvement was observed in 4 cases and radiological
improvement was confirmed in 3 cases. Adverse events of
STFX were seen in 50 (56%) of 89 patients. Diarrhea was the
most common adverse event (22%). Twenty-three patients

were discontinued due to adverse events.

[Conclusion] STEFX for MAC-PD shows a certain effect as
an alternative drug, and add-on therapy for refractory cases.
However, there was a limit to the efficacy, and many adverse

events were seen.

Key words: Mycobacterium avium complex pulmonary
disease, Sitafloxacin, Alternative medicine, Refractory case,
Adverse events
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