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Abstract ;

different companies’

Objective To compare the safety and efficacy of two
sodium hyaluronic acid gels for correcting moderate
and evaluate the non — inferiority of the test
Methods  This study included healthy

subjects with the desire for nasolabial fold beauty who visited the hospital

to severe nasolabial folds,

device to the control device.

from March to August 2019, the subjects were randomly assigned to the
test group and the control group at a ratio of 1: 1, and followed up to 12
months after a single injection sodium hyaluronic acid gel. The primary
efficacy evaluation index was the effective rate of wrinkle improvement in
the bilateral nasolabial area before and 6 months injection. The secondary
efficacy evaluation indexes were the Wrinkles Severity Rating Scale

(WSRS) scores of wrinkle improvement at different time points by the
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A total of 137

subjects were included per protocol set, with 70 in the test group and 67 in the control group, respectively. Compared

investigator and the subjects, and the Global Aesthetic Improvement Scale ( GAIS) scores. Results

with the baseline, the effective rates of improvement of one grade or above in the test group and the control group were
94.29% (66 cases/70 cases)and 94.03% (63 cases/67 cases) , respectively, with a difference of 0. 26% between
the two groups, and the 95% limit of the difference (asymptotic normal) was [ —0.08, 0.08 ], with the lower limit
greater the non — inferiority limit of —10% , and the efficacy of the test group was not inferior to that of the control
group. At 6 months post — injection, the investigator’ s WSRS scores on the left of the test and control groups were
(2.13 £0.64)and (2.22 £0. 6) points, respectively, on the right side were (2.23 £0.68) and (2.3 £0. 6) points;
the subjects” WSRS scores on the left were (2.24 £0.79) and (2.32 +0.84) points, on the right side were
(2.18 £0.77) and (2.29 +0.76) points, respectively. The investigator’ s GAIS of the test and control groups that
were regarded as improved were 98. 57% (69 cases/70 cases) and 97.01% (65 cases/67 cases) , respectively; the
subjects’ GAIS that were regarded as improved were 88.5% (62 cases/70 cases) and 86.57% (58 cases/67 cases),
respectively, and there was no statistically significant difference between the groups all (P >0.05). In addition, there
was no significant difference in the incidence of adverse reactions/adverse events between the two groups (P >0.05).

Conclusion The effectiveness of the test group sodium hyaluronate gel for correcting moderate to severe nasolabial folds

was not inferior to that of the control. And it has similar safety.

Key words: hyaluronic acid gel; nasolabial folds; WSRS scores; non — inferiority trial
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Table 1 Comparison of general data between two groups (full analysis set, FAS)

Gender Age Nationality Allergic history History of past illness
ftem (Male/Female) (Year) (Han/Other) (Yes/No) and treatment( Yes/No)
Treatment (n=72) 5/67 42.51 +9.16 69/3 6/66 4/68
Control (n=72) 3/69 41. 64 £8.51 72/0 4/68 8/64
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Table 2 Comparison of investigator wrinkles severity rating scale

(WSRS) score and and injection conditions between the two

groups
Treatment Control
Evaluation index
(n=72) (n=72)
WSRS score (left)
Moderate 45 47
Severe 27 25
WSRS score( right)
Moderate 45 46
Severe 27 26
Injection dose(left) (mL) 0.99 £0.30 1.07 £0.33

Injection depth (left)

Dermal layer 59(81.94% ) 60(83.33%)

Dermis middle layer 3(4.17%) 1(1.39%)
Dermis middle layer, Dermal layer 10(13.89% ) 11(15.28%)
Injection dose( right) (mL) 1.01 +0. 31 1.10 0. 30

Injection depth( right)

61(84.72% )
1(1.39% )

10(13.89% )

Dermal layer 59(81.94% )
3(4.17%)

10(13.89% )

Dermis middle layer

Dermis middle layer,Dermal layer

Injection dose:; The dose is the total of the first and supplementary doses.
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Table 3 Comparison of the total effective rate between the two groups 6 months after injection

FAS PPS
Evaluation index
Treatment Control Treatment Control
N(nmiss) 72(2) 72(5) 70(0) 67(0)
WSRS scores relative to the baseline
0 (ineffective) 4(5.71%) 4(5.97%) 4(5.71%) 4(5.97%)
1 (effective) 54(77.14% ) 61(91.04% ) 54(77.14% ) 61(91.04% )
2 ( effective ) 12(17.14% ) 2(2.99% ) 12(17. 14%) 2(2.99% )
Total effective rate(1 +2) 66(94.29% ) 63(94.03% ) 66(94.29% ) 63(94.03% )
Rate difference 0.26% 0.26%
Confidence interval [ -0.08, 0.08] [ -0.08, 0.08]
Rate difference; Treatment — Control
35 e Treatment _left  esffffes Control_left 35 e Treatment left  =mffif Control left

Treatment_right == Control_right

3.0

2.5

2.0
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T T T T 1
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Figure 1  Investigator WSRS score line chart
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Figure 2 Subject WSRS score line chart
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