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Clinical trial of Morinda officinalis oligosaccharides in the continuation treatment of
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Abstract: Objective

officinalis oligoes (MOs) capsules in the 24 — week maintenance phase

To evaluate the efficacy and safety of Morinda

treatment of mild and moderate depression. Methods This study was
the maintenance phase part of phase IV clinical trial for MOs capsules.
Patients who was diagnosed as mild or moderate depressive episode were
included into this study. Participants who were finished MOs capsules’
8 — week acute phase and 24 — week continuation phase would go on to
take MOs capsules for 24 weeks. During the acute phase, patients would
take the start treatment dosage MOs capsules 300 mg gd for 2 weeks. On
the final of week two, if HAMD - 17 reduce rate <30% , patients would
take an increased dosage treatment about MOs capsules 600 mg gd, and

if HAMD - 17 reduce rate =30% , patients would continue the start
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treatment dosage. The dosage remained unchanged during the first 16 weeks in maintenance phase, and from week 17
to week 24 the dosage would be cut to the half. The changes from baseline to endpoint of Hamilton Depression Scale
(HAMD) , Hamilton Anxiety Scale (HAMA ), Clinical Global Impression — Severity ( CGI —S) and Arizona Sexual
Experience Scale (ASEX) were evaluated, and recovery rate, relapse rate, relapse time were reported. The incidence
of adverse events was reported. Results The scores of HAMA at baseline and after treatment were (3. 64 +2.51) and
(2.84 £2.60) points, the difference was statistical significant (P <0.05). The scores of HAMD — 17 at baseline and
after treatment were (4.00 £2.13) and (3.90 £4.09) points, CGI — S were (1.02 £0.51) and (0.90 £0.79)
points, scores of ASEX were (16.15 £5.65) and (15.95 +£5.70) points, the differences were not statistical
significant (P >0.05). After 24 — week’ s treatment, the recovery rate was 84.21% (96 cases/114 cases), the
relapse rate was 6. 14% (7 cases/114 cases) , the relapse time was (82. 14 £39.66) d. The incidence of treatment —

related adverse events was 33.05% (39 cases/118 cases) .

Conclusion  MOs capsules can be used for the

maintenance treatment of mild or moderate depression, and were well tolerated and safe.

Key words: Morinda officinalis oligose capsule; depression; clinical efficacy; safety; maintenance phase
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Table 1 General data of patients

Item Value (n=118)
Age (year, x xs) 47.30 £11. 85
Male (n, %) 39 (33.05)
Female (n, %) 79 (66.95)
Type of depression(n, % )
First episode 55 (46.61)
Relapse 63 (53.39)
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Table 2 Scales at baseline and treatment endpoint (x +s, point,

n=118)

Item Baseline After treatment
HAMD - 17 4.00 £2.13 3.90 4. 09
HAMA 3.64 £2.51 2.84£2.60"
CGI-S 1.02 £0.51 0.90 +0.79
ASEX 16.15 £5.65 15.95 +5.70

HAMD: Hamilton depression scale; HAMA. Hamilton anxiety scale;
CGI -S: Clinical global impression — severity; ASEX: Arizona sexual

experience scale; Compared with baseline, * P <0. 05.
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Table 3 Efficacy outcome measures and the different measures of

different dosages

Patients treated with Patients treated with

Ttem Total (n=114) 300 mg - d ™! 600 mg + d !
(n=47) (n=67)

Recovery rate ey o1) 38(80. 85) 58(86.57) *
(n, %)
lapse

Relapse rate 2 ¢ 14y 3(6.38) 4(5.97)
(n, %)

Relapse time o) 11 .30.66  89.00+30.12  77.00 49,58 "
(d, x+s)

Compared with patients treated with 300 mg -+ d =" group, * P <0. 05.
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