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Clinical trial of salmon calcitonin combined with calcium carbonate D, in the

treatment of disuse osteoporosis patients after ankle fracture surgery
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Abstract; Objective

salmon calcitonin nasal spray combined with calcium carbonate D, tablets

To observe the clinical efficacy and safety of

in the treatment of disuse osteoporosis patients after ankle fracture
surgery. Methods The disuse osteoporosis patients with postoperative
ankle fractures were randomly divided into control group and treatment
group using a random number table method. The control group was
treated with calcium carbonate D, tablets 600 mg per time, twice daily,

while the treatment group received salmon calcitonin nasal spray
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200 U per time,once daily,in addition to the treatment in the control group. Both groups were treated for 6 months.
The clinical efficacy, bone metabolic markers ( osteocalcin, alkaline phosphatase ) , changes in bone mineral density
(BMD) and postoperative pain level ( VAS) were compared between the two groups, the safety evaluation was also
conducted. Results A total of 3 cases dropped out during the trial. Ultimately, the treatment group and the control
group included 63 and 62 patients,respectively. After treatment,the overall effective rates for the treatment group and
the control group were 93. 65% (59 cases/63 cases) and 75. 81% (47 cases/62 cases) ,respectively, with statistically
significant difference (P <0.01). After 3 months of treatment, the BMD of the control and treatment groups were
(0.87+0.09) and (0.93 £0.08) g - cm >, respectively; serum osteocalcin levels were (20.10 +3.20) and
(22.80 £3.50) ng - mL™", respectively; alkaline phosphatase levels were (74.50 +12.30) and (80.10 +13.20)
U - L', respectively; after 6 months of treatment, the BMD values for the control and treatment groups were
(0.90 £0.08) and (1.01 £0.07) g « cm~
(24.60 +3.40) ng - mL™" respectively; alkaline phosphatase levels were (76.00 +12.50) and (84.90 +13.80) U - L',

respectively ; statistically significant differences were observed for the above indicators between the experimental and

?, respectively; serum osteocalcin levels were (21.00 = 3.40) and

control groups (P <0.05,P <0.001). After 3 months of treatment, the visual analog scale ( VAS) scores of the control
and treatment groups were (5.30 +1.30) and (4.50 +1.20) points, respectively; after 6 months of treatment, the
VAS scores were (4.20 £1.10) and (2.90 £1.00) points, respectively; the differences between the treatment and
control groups were statistically significant (all P <0.001). The main adverse drug reactions in the treatment group
were nasal discomfort and nausea, while the control group were gastrointestinal discomfort. The total incidence of
adverse drug reactions in the treatment and control groups were 7.94% (5 cases/63 cases) and 4.84% (3 cases/
62 cases) ,respectively, without statistically significant difference between the two groups (P >0.05). Conclusion
Salmon calcitonin nasal spray combined with calcium carbonate D, tablets can significantly increases BMD in disuse
osteoporosis patients after ankle fracture surgery,reduce the risk of disuse osteoporosis,with good safety.
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Table 1 Comparison of general information in two groups (x s)

Ttem Control (n=62) Treatment (n=63)
Sex(M/F) 28/34 30/33
Age(year) 56. 10 6. 30 55.80 +6.50
BMI (kg - m~2) 24.60 +2.00 24.30 +2. 10
Types of fracture (open/closed) 22/40 20/43

HR (time + min~") 70.33 +8.26 71.56 +8. 66
SBP (mmHg) 125.83 £2.91 125.56 +2. 88
DPB (mmHg) 73.55+8.23 74.62 +8.27

Control group: Calcium carbonate Dj tablets, 600 mg each time, taken orally
twice daily, duration of therapy is 6 months; Treatment group: Combined
with salmon calcitonin nasal spray,200 U each time,once daily on the basis
of control group; BMI; Body mass index; HR: Heart rate; SBP: Systolic

blood pressure; DBP: Diastolic blood pressure.
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Table 2 Comparison of bone mineral density and bone metabo-

lism marker levels between the two groups (x *s)

Control (n =62) Treatment (n =63)

Ttem Time

Bone mineral density

O Baseline 0. 84 0. 08 0.85 £0.09
(grem™)

0.93 0. 08 * * *##
1.01 £0. 07 * * *###

0.87 £0. 09
0.90 £0.08 " * *

3 months
6 months
Serum osteo — calcium

19.20 +3. 10
(ng+mL™")

Baseline 19.40 £3.20

3 months 20. 10 +3. 20
6 months 21.00 £3.40 " *

20.80 £3, 50" * *##
24.60 £3.40 * * *###
Alkaline phosphatase
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(U-L7)

72.40 £12.50

80. 10 +13.20 * **
84.90 £13.80 % * *##¥#

3 months 74.50 +12. 30
6 months 76.00 +12. 50

Compared with baseline in the same group, ** P <0.01, " ** P <0.001;

Compared with control group at the same time,*P <0. 05 ,*#P <0. 001.

RI3 2HABHIGRITHBAILLE (n, %)

Table 3 Comparison of the clinical efficacy in two groups(n,% )

Item Control (n=62) Treatment (n =63)
Marked effect 18(29.00) 34(54.00)
Effective 29(46. 80) 25(39.70)
Ineffective 15(24.20) 4(6.30)
Total effective rate 47(75.81) 59(93.65) *

Comparison with control group, * * P <0. 01.
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