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The Multicenter Randomized Comparative Study of Kampo Herbal Medicine,
Mai-Men-Dong-Tang (Japanese name Bakumondo-To) Compared with
Bromhexine on Salivary Secretion in Secondary Sjogren's Syndrome
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Abstract: Patients (n=847) with secondary Sjogren's Syndrome (S-SjS) which were
induced by disorders related to other various collagen diseases are associated with
sicca syndrome (SS), which consists of dry mouth and dry eye (sicca syndrome: SS).
These characteristic symptoms, resulting from the decreased secretion of saliva and
tears, have been found to be quite intractable. We investigated long-term randomized
comparative therapeutic effects of traditional Kampo herb medicine, Mai-Men-Dong-
Tang (MMDT; Japanese name: Bakumondo-to): TJ-29 or Bromhexine (B) on increasing
secretion of saliva and tear, and SS related objective and subjective symptoms. These
patients were randomizedly divided into two groups. T]-29 was orally administered to
patients with S-SjS who had been proven to be SS (Group A: n=424; MMDT: 6g/day, 3
times daily), (Group B: n=423; B: 12mg/day, 3 times daily) for 6 mo. The basic
characteristics were significantly showed no difference between not the two groups.
The improved effects of TJ-29 on dry mouth and dry eye was evaluated with
subjective and objective symptoms in the group A but not in the group B. Saxon test
and induced significant improved from 097 = 0.13 to 2.18 + 0.40 (g/2 min) (P<0.001)
(Group B: from 0.99 = 0.19 to 1.35 = 0.37 (g/2 min: P<0.05) sokima's test was significantly
improvement from 1.9 + 0.5 to 9.7 = 1.5 (ml/5 min) (P<0.01) (Group B: from 21+ 0.7 to
25 % 14 (ml/ 5 min: NS). These disease related symptoms such as cough, difficult
excretion of sputums, arthralgia, Raynoud's phenomenon and other several symptoms
significantly improved in the group A, but not in the group B. The chronic intractable
internal medicals agony ie chronic pain evaluated on various scale such as total disease
related symptoms (T-DRS) and its components, face scale and others were improved
more in the group A than in the group B. Health related DRS ie H-QOL was
significantly improved in the group A more than in the group B. Both adverse side
effects and appearance of abnormal laboratory data during this trial were significantly
less in the group A than in the group B.

The final global improvement rating 6 mo of TJ-29 therapy revealed that 69.6% (295
out of 424) of the patients were improved in their conditions in this trial (Group B: 42%
18 out 423, P<0.01). Tj-29 may be a useful medicine for SS in patients with S-SjS.
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