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Abstract

Objective: To analyze the suited dose, the different efficacy, and clinical safety of low-dose doxepin
(DXP) in anxiety patient with insomnia disorders. Methods: The study was a randomized paral-
lel-group trial. 78 cases of comorbid insomnia patients with anxiety disorders were randomly di-
vided into two groups, namely citalopram group (39 cases) and DXP group (39 cases). Two treat-
ment groups were treated respectively with citalopram (20 mg/d) or DXP (6.25 - 12.5 mg/d) and
treatment lasts 12 weeks. The sleep quality was assessed with Pittsburgh sleep quality index
(PSQI), which could be divided into 6 factors, including subjective sleep quality, sleep duration,
habitual sleep efficiency, sleep disturbance, and daytime dysfunction. At three treatment
time-points of 4, 8 and 12 weekends, patients completed two structured questionnaires: Pttsburgh
Sleep Quality Index (PSQI) and Hamilton Anxiety Scale (HAMA), and data were collected. Safety
assessments were conducted throughout the study. Results: 1) At three treatment time-points of 4,
8 and 12 weekends, we found that PSQI scores and the 6 factor scores of PSQI are obviously lo-
wered in Citalopram and DXP groups (P < 0.05). Our outcomes suggested that DXP significantly
improved total sleep quality. 2) With obviously overall improvement in sleep quality, the anxiety
of the teo groups also significantly improved (P < 0.05). However, DXP group had a shorter sleep
onset latency (SOL) and improved subjective sleep quality than citalopram group at time-points of
the 8th weekend (P < 0.01) and 12th weekend (P < 0.001). And there was no statistically
significant difference in adverse events of the two groups (P = 0.404). Conclusion: Based on our
outcomes, we concluded low-dose DXP could be used for long-term treatment of the co-morbid
insomnia patients with anxiety disorders. Furthermore, low-dose DXP appears to be more suitable
for the treatment of co-morbid insomnia patients with anxiety disorders, especially difficulties
initiating sleep as the main performance.
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Figure 1. Effects of citalopram and doxepin on the quality of sleep in patients treated for 12 weeks. They are sleep latency,
sleep quality, sleep duration, sleep efficiency, sleep disturbances, daytime dysfunction and global score were measured ac-
cording to the PSOI
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Table 1. Comparison of adverse reactions between DXP group and citalopram group (n = 39)

F 1 ZEFASARE=ZABETRRMEEE(n = 39)

R
415 — ,A %
Sof CKIEME  MEFE % BOIHE kB o RE O WEE SRR
AH 2 2 2 1 0 0 1 1 0 1 5
B4 3 3 0 0 1 1 1 0 2 0 9
Gt 5 5 2 1 1 1 2 1 2 1 14

T AUATERGE 2241, B A2 28 F4. BAG TSN IS A B R BLIREL BN R BIRECK T4 Fisher A5HMEZ 05, P =0.404 >
0.05, ZRELIE L.

FERMEAE E R, WA LRI, 15 8 BIAR M 12 JARI 0] i b, 2 26~ 2H 25 3 N RIS () 5 7 7K
A2 A 45 B (BN P = 0.002; P <0.001); S5iR97 55 4 BIARMLEL, FEERE 4 AEI7 RS 8 FoR.
12 JAAR IR B FRIEAR BT P4 R AN B (P > 0.05), 1Mi/INfll & 2 26 P21 e HR R B R FIR 5T & 1R 40
FEEERRAE(P < 0.01) (&1 1, *, AZVAITHTEATEL P <0.05; ™, AZLIAITRTG AL P < 0.01; ~, B 4LiGy7
RJEXTH P <0.05; M, B4LAITRIEX L P <0.01; *, 5 A4, P<001; ™, 5A4l, P<0.001). L
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B I e 1 SRR YR T R Be SE LI PR o
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IR A PSQI VP4 (B1E) 5 HAMA P43 (FAME) AE1E S 1 AH G (r = 0.990); B 2H &35 PSQI 143 (3
18) 5 HAMA V¥ 73 (B8 ) I A AE L AR G (r = 0.992) (LI 2. 1] 3). HIX AP MR B S it 22 (P <
0.01). WHALRIER, A B MARFZIRIT G RIIRIL MR, RGBS 2] T B R,
MRS B2 1 5038 5 AR R R ) 5035 W] BB A TE A TE AR DR PE R &R

33 IMIBZELEENRENIH
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B, HVEECE 20, PAEE A RIR N Z R IES T2 (P = 0.404) (L& 1), tb4h, BEFiH ik
PIZHARA(A 4H 7.9%, B 2H 5.2%), 2 Bl NIB HIBFFL(A 4H < 3%, B4 < 3%). /NilEZ % FHBA Y
RACIZRERG . AFIRERS . DT AR, ORSESE GNE 2 2P IR N B IR 25 W] R S PUIH R RE A
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Figure 2. Linear correlation analysis of PSQI and HAMA score in citalopram
B 2. AlkE=HBE PSQI TS5 HAMA IS ELAEX ST
30

25
()}.gj...

20
4 &
10 8 9

12/ ¢

HAMAEZ (B30
7S

0 2 4 6 8 10 12 14 16
PSQI¥Fsr (%0

Figure 3. Linear correlation analysis of HAMA and HAMA score in citalopram
B 3. ZEFHEEE PSQI TSNS HAMA TS ELB XM S

4.2. INFIB S EFXHR RS LR LRAER

% FE AR AL G810 = RS HTHIAR 25 (tricyclic antidepressants, TCAS), /N VAT FEA £ REIE 1) Je IR SE
SR I ik PR O A T GG, (RIS R I HH K B 2 2 N IRt B B IE BE A | AR
A B 18 N B A PR I 2 LA ™ B R R ON[8] [9] [10] [11] 0 AR Y7 IR B FE /N B £ 2P 4 (12.5
mg/d) 2R N B[R] BERARTT S H D) RefEaG 5 oG, (R 2 11(5.3%) HHgRE, X5/ &2
FEV- T o IR A5 A B B PR BRI T 52, ATV R L AR (R B4 I [10] [11] [12]BOAH G — 8. DA,
NI 2 2P IE A T BN & AR RERE I L MR R AR 6T, VAT Ridcts, HRIER BUD . 2R,
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