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The Results of Danazol Therapy in Patients with Chronic Immune
Thrombocytopenic Purpura Who Failed with Corticosteroid Therapy

Jae Beom Lee, M.D., Yeung-Chul Mun, M.D., Hea Sung Park, M.D.,
Moon Young Choi, M.D., Hye Jung Chang, M.D., Kyoung Eun Lee, M.D.,
Eun Mi Nam, M.D., Soon Nam Lee, M.D. and Chu-Myong Sung, M.D.

Department of Internal Medicine, Ewha Womans University School of Medicine, Seoul, Korea

Background: Most of adult patients with chronic immune thrombocytopenic purpura (ITP) that was
refractory or relapsed to high-dose corticosteroid have been treated with splenectomy as a 2nd line
treatment. However, these patients may have increased morbidity and mortality according to the operation
and the increased risk of infection for a lifetime after splenectomy. Despite of the above risks, 30~40%
of these patients can’t maintain remission. Furthermore, the remission rate after splenectomy is relatively
lower in patients with corticosteroid-refractory chronic ITP than that in those patients with corticosteroid-
responsiveness. We studied whether danazol, an attenuated androgen, is useful or safe as 2nd line
treatment for chronic ITP instead of splenectomy and which factors are associated with the response to
danazol.

Methods: Among the patients with chronic ITP who failed corticosteroid therapy in our hospital, 28
patients who received danazol as the 2nd line treatment were analyzed retrospectively. A complete
response was defined that the platelet count was increased to 150x10%/ L, and a partial response was
defined that the platelet count was increased above 50x10% 2L or there was an increased platelet count
of more than 20x10”/ L from the pre-treatment platelet count when the platelet count was above 50x
10’ 1L at the time of danazol therapy.

Results: The median age of patients was 44 years (range: 19~67) and the number of male patients
was 9 (32.1%) and the number of females was 19 (67.9%). The starting daily doses of danazol were
variable from 200 to 600mg, though most of the patients were treated with 400mg daily (18 cases, 64.3%).
The median duration of danazol therapy was 201.5 days (range: 13~973) and the median duration from
ITP diagnosis to danazol treatment was 56 days (range: 20~2,430). Among the accrued 28 patients, 22
patients showed a response to danazol (78.5%); there were 6 patients (21.4%) with a complete response
and 16 patients (57.1%) with a partial response. The median duration from danazol treatment to response
was 30 days (range: 0~ 180). The median response duration of danazol treatment was 330 days (95%
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CI: 182~478) by the Kaplan-Meiyer method. For the danazol-responsive patients, 9 patients (40.9%)
remained in remission and 13 patients (59.1%) relapsed. Grade 3 ~4 toxicity was observed in two patients
and three patients stopped danazol because of adverse effects. Hepatotoxicity was the most common

toxicity.

Conclusion: Our findings suggest that danazol is a beneficial, safe choice as the 2nd line treatment for
patients with chronic ITP that was refractory or relapsed to corticosteroid. (Korean J Hematol 2007;

42:353-360.)
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Table 1. Clinical characteristics of the 28 patients

Number (%) or

Characteristic Median=SD (range)
Female sex 19 (67.9%)
Age (years) 4 (19~73)
<45 years 4 (50%)
=45 years 4 (50%)
Cutaneous hemorrhage 3 (46.4%)
Visceral hemorrhage 3 (10.7%)

Platelet count at diagnosis
(x10% 1 L)

Platelet count before Danazol
treatment (x10%/ L)

Danazol treatment duration (day)

Danazol treatment dose (mg)

26+32.3 (2~130)
50+27.5 (6~105)

2015 (13~973)

200mg 9 (32.1%)
400mg 18 (64.3%)
800mg 1 (3.6%)
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Table 2. Factors influencing the response to danazol

Overall

Characteristic Response (%) P value

All patients (n=28) 22 (78.5%)

Sex 0.945
Female (n=19) 15 (78.9%)

Male (n=9) 7 (77.8%)

Age 0.366
<45 year (n=14) 10 (71.4%)
=45 year (n=14) 12 (85.7%)

Severity of thrombocytopenia 0.717
<20x10% L (n=13) 10 (76.9%)
20~50x10% L (n=8) 6 (75.0%)
>50x10% uL (n=7) 6 (85.7%)

Duration from ITP diagnosis
to Danazol treatment 0.156
<1 year (n=22) 22 (72.7%)
=1 year (n=6) 6 (100%)

Danazol treatment dose 0.181
200mg (n=9) 8 (88.9%)
400mg (n=18) 14 (77.8%)
800mg (n=1) 0 (0%)

thiz A8 F 243 F2h8-& 54 149 (50%),
A3 FE 47%(17.9%), G 49(17.9%), H% 37
(10.7%), 38k 1738 (3.6%), F%5 178 (3.6%), 2144 1
H(3.6%), =EAA L 15 174 G.6%), FII At
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Fig. 1. Event-free survival in 28 patients with danazol the-
rapy. An event was defined by the lack of response, relapse,
and major side effect leading to drug withdrawal. Survival
was calculated from the first day of danazol therapy to the
day of the event.
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Fig. 2. Time to response in 22 patients with the response

to danazol. This was defined from the first day of danazol
therapy to the day of the first partial or complete response.
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