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The Promoting Lactation Efficacy and the Safety of Oxytocin Nasal Spray
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Abstract A double-blind randomized controlled clinical study of efficacy and safety of
oxytocin nasal spray was conducted compared with placebo nasal spray. The test group of
100 cases were given oxytocin after 48 hours of delivery and the same cases of control
group were given placebo instead, with interval of 2 hours and 3 times as a full course.
Indexes of total milk volume, emptying time, duct unobstructed rate and mammary nodes
were observed in 5 minutes after each medicating and 24 hours after the full course
respectively. Results: In test group, excellent rate was 41%, improved rate 37%, failure
rate 22%, the efficacy 78%; And in control group, excellent 6%, improved 23%, failure
71%, the efficacy 29%. There was a significant statistic difference between two groups
(P<0.01). It is suggested that oxytocin nasal spray has advantage of effectiveness, high
safety and no evident adverse effect in the treatment.
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Table 1. Clinical data of two groups

Test (n=100) Control(n=100)
Age (years) 25.59 + 2.58 26.69 + 3.04
Pregnancy times 2.30 + 1.06 2.31 + 1.06
Gestational weeks 39.65 + 1.44 39.44 + 1.52
Height(cm) 158.7 + 4.48 157.47 £ 4.46
Weight(kg) 64.20 + 7.20 63.11 + 7.10
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Table2. Comparison of delivery times, delivery
forms and newborn weight between two groups

Test (n=100) Control (n=100)
Delivery times  Multipara 4 7
Primipara 96 93
Delivery forms Normal delivery 47 49
Forceps delivery 2 5
Cesarean 51 46

Newbom weight (g) 3193.44 £ 423.83  3184.08 + 444.78
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Table 3. Comparison of efficacy in double
blind trial between test and control groups

Group Cases E (%) 1(%) F (%) Efficacy (%)
Test 100 4141%) 37(37%)  22(22%) 78%
Control 100 6(6%) 23(23%)  71(71%) 29%

E: excellent;
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Table4. Comparison of unobstructed rate of
mammary duct between test and control groups
in double blind trial

I: improved; F: failure; P<0.01

Group Cases Unobstructed Half obstructed/obstructed
Test 100 55 45
Control 100 23 77

P<0.01
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Table 5. Comparison of total volume of milk after
spraying drug three times between test and control
groups in double blind trial

Group <10ml 11-30ml 31~50ml 51~70ml 71~90ml >90ml
Test 1 9 9 25 17 39
(n=100)

Control 15 31 18 15 8 13
(n=100)

P<0.01
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Table 6. Comparison of the volume of milk after
stopping treatment between test and control groups
in double blind trial

Group <10ml 11~30m! 31~50ml 51~70ml 71~90ml! >90ml
Test 0 6 24 23 18 29

(n=100)

Control 11 51 26 8 4 0

(n=100)

P<0.01
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Table 7.Comparison of feeding with full breast milk
or part of breast milk between test and control
groups in double blind trial

Test (n=100) Control (n=100)
Full breast milk 91 (91%) 30 (30%)
Part of breast milk 9 (9%) 70 (70%)
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Table 8. Comparison of serum prolactin levei before and after
treatment between two groups

Test (n=100) Control (n=100)
(ug - LY Before After Before After
Prolactin 333.47 325.71 330.07 320.83
+ 12291 + 10297 + 117.70 + 113.30
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