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Efficacy of 0.05% cyclosporine A and 0.1% tacrolimus eye drops in the treatment of
severe dry eye associated with Sjégren’s syndrome

YIN Li, YAO Yong

Department of Ophthalmology, Wuxi People’ s Hospital Affiliated to Nanjing Medical University, Wuxi 214023, China

[Abstract] Objective: To investigate the clinical effect of 0.05% cyclosporine A and 0.1% tacrolimus eye drops in the treatment of
severe dry eye associated with Sjogren” s syndrome. Methods: Fifty-six patients (112 eyes) with severe dry eye related to Sjogren’ s
syndrome, treated at the Department of Ophthalmology, Wuxi People”s Hospital Affiliated to Nanjing Medical University from October
2021 to November 2023, were enrolled. Patients were randomly divided into the tacrolimus group (n=28, 56 eyes)and the cyclosporine
A group (n=28, 56 eyes)using a random control table. The tacrolimus group received 0.1% tacrolimus eye drops twice daily, while the
cyclosporine A group received 0.05% cyclosporine A eye drops four times daily. Both groups underwent standard treatment for 8
weeks. Follow -up assessments included the Standard patient evaluation of eye dryness (SPEED) , touch tear film break - up time
(TBUT) , Schirmer I test (SIt) , corneal fluorescein staining (CFS) score before and after treatment. Results: There were no significant
differences in baseline clinical data, pre-treatment SPEED scores, and TBUT between the two groups. Compared to pre-treatment,

SPEED score and TBUT were improved in both groups after treatment. The tacrolimus group showed a more significant improvement in
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TBUT, whereas the Cyclosporine A group demonstrated a better improvement in SPEED scores. There were no significant differences
between the two groups before treatment in CFS score and St index. Both groups showed improvement in CFS scores and Slt post-
treatment, with similar improvement levels in CFS scores but a more significant improvement in Slt in the Cyclosporine A group. There
were no significant differences in the morphology of meibomian gland and lipid layer thickness between the two groups before
treatment. Post-treatment, both groups showed improvement in these parameters, with the tacrolimus group exhibiting more significant
improvements. Some patients experienced transient irritation symptoms after using the two eye drops, and their irritation symptoms
were relieved within 20 minutes after medication. Conclusion: Both 0.1% tacrolimus and 0.05% cyclosporine A have good therapeutic
effects in severe dry eye associated with Sjogren’ s syndrome, of which 0.05% cyclosporine A has more obvious advantages in

improving patient comfort and reducing dry eye symptoms, while 0.1% tacrolimus has better effects in improving meibomian gland

morphology and lipid layer thickness.
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Table 1 Baseline characteristics of patients

Variable Tacrolimus group(n=28) Cyclosporine A group(n=28) t P
Age(years,x £s) 58.49 £5.82 57.67 £5.16 0.667 0.507
Sex[n(%)] 0.718 0.832

Male 4(14.29) 5(17.86)
Female 24(85.71) 23(82.14)
Vision(x + s)
Left eye 0.98 +0.13 0.93 £0.11 1.857 0.067
Right eye 1.02 £0.20 0.99 +0.15 0.759 0.450
Course of disease(months,x + 5) 7.84 £ 1.25 8.09 +2.26 0.612 0.542
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Table 2 Comparison of scores of symptoms and TBUT

before and after treatment (xxs)
Tacrolimus  Cyclosporine
Variable (n=28)  AG=2g) T
SPEED score
Before treatment 8.50 +2.17 9.03 +2.29 1.063 0.291

After treatment  6.84 +1.93 447 +1.05 6.822 <0.001
TBUT(s)

Before treatment 2.11 £0.65 2.03+0.74 0.514 0.609
395+0.52 3.04+0.83 5.876 <0.001

After treatment
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Table 3  Comparison of corneal fluorescein staining and

SIt before and after treatment in the two groups

of patients (x+s)
) Tacrolimus ~ Cyclosporine
Variable (n=28)  AG=2s) P
FL(scores)
Before treatment 8.49 +2.01  7.86+2.04 1.359 0.178
After treatment 433+ 1.14  5.06 £ 1.22 2.765 0.007
SIt(mm/5 min)
Before treatment 3.48 +1.02  4.17+1.26 2.692 0.009
After treatment  8.23 +2.15 10.52 +2.39 4.021 0.001
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A: Morphology of meibomian gland in cyclosporine A group before treatment. B: Morphology of meibomian gland improved in cyclosporine A group

after treatment. C: Morphology of meibomian gland in tacrolimus group before treatment. D: Morphology of meibomian gland improved in tacrolimus

group after treatment.
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Figure 1

Morphology images of meibomian gland in patients from both groups before and after treatment
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A: A lipid layer with single color and thin thickness in tacrolimus group before treatment. B: A lipid layer with rich color and normal thickness in ta-

crolimus group after treatment. C: A lipid layer with single color and thin thickness in Cyclosporine A group before treatment. D: A lipid layer with sin-

gle color and approaching normal thickness in Cyclosporine A group after treatment.
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Figure 2 Lipid layer thickness before and after treatment
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Table 4 Comparison of morphology of meibomian gland and lipid layer thickness before and afier treatment in the two

groups of patients xxs)
Variable Tacrolimus (n=28) Cyclosporine A (n=28) i P
Morphology of meibomian gland (scores)
Before treatment 2.81 £0.87 3.03+0.74 1.218 0.227
After treatment 0.97 £0.22 1.58 +£0.36 9.144 <0.001
Lipid layer thickness(scores)
Before treatment 0.82 +0.36 0.86 + 0.55 0.443 0.659
After treatment 0.89 £ 0.54 1.25 £ 0.56 4.624 <0.010
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