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A Study to Evaluate the Efficacy and Safety of P6 Acupoint
Transcutaneous Electrical Stimulation in Pregnant Women with

Nausea and Vomiting
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Objective: To evaluate the efficacy and safety of of P6 acupoint transcutaneous electrical stimulation in pregnant women

with nausea and vomiting.

Methods: This study was a double-blind, placebo comparative parallel, randomized, multi-center study, and a total 80
pregnant women who suffered from nausea and vomiting were involved. Each 40 women in control and study group
used of P6 accupoint transcutaneous electrical stimulator during 5 days. Women wrote down subject diary and had a
laboratory and EKG test. The primary evaluation variable was the occurrence of nausea on 5th days. The secondary
evaluation variables were the occurrence of vomiting on 5th days, change of nausea and vomiting, subject satisfaction,
keton body, modified PUQE(pregnancy-unique quantification of emesis and nausea) score. To evaluate safety of P6
acupoint transcutaneous electrical stimulator, adverse effect, laboratory and EKG test, and vital sign were checked.
Results: The occurrence of nausea on 5th days was decreased in study group. The secondary evaluation variables had no
significant difference in each groups and there was no side effect during stimulator application.

Conclusion: P6 acupoint transcutaneous electrical stimulator was effective in suppression pregnancy-induced nausea,

and safe as a treatment method instead of medication.
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Table 1. The list of laboratory tests

Hematology WBC, RBC, Hb, HCT, PLT, Neutrophils, Lymphocytes, Monocyte, Eosinophils, Basophils
Biochemistry Calcium, Phosphorus, Fasting Glucose, Creatinine, Uric acid, Total Cholesterol, Total Protein, AST,
ALT, ALP, Sodium, Potassium, Chloride, Triglyceride
Urine analysis Specific gravity, pH, Protein, Glucose, Ketone, Bilirubin, Occult Blood, Urobillogen, Nitrite
Ketone Total Ketone body, Acetoacetic acid, 30OH-butyric acid
Blood coagulation test PT, PTT
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Table 2. Clinical characteristics of the study groups

Control (n=40) Study (n=40) p value'

Maternal age (year) 31.28+3.34 32.38+3.47 0.1523
Height (cm) 161.93+5.23 162.38+4.59 0.6835
Weight (kg) 55.6249.67 57.33£9.92 0.4380
Duration of hyperemesis (days) 16.45£11.22 13.60+7.38 0.1842
Gestational age (days) 58.45+15.38 57.80+£11.35 0.8303
Parity (numbers) 0.58+0.71 0.6020.74 0.8784
Family history of hyperemesis (mother) 0.9038"

Yes 21 (52.50) 19 (47.50)

No 8 (20.00) 9 (22.50)

Unknown 11 (27.50) 12 (30.00)
Family history of hyperemesis (sister) 0.3147"

Yes 11 (27.50) 6 (15.00)

No 6 (15.00) 7 (17.50)

Unknown 9 (22.50) 6 (15.00)
Smoking 0 (0.00) 0 (0.00) -
Alcohol 0 (0.00) 0 (0.00) -
Medication history

Yes 29 (72.50) 32 (82.05) 0.3116
“test, Tchi—squared test.

HE o4 WA oz, 04 WA of5o] Ve o

ABAES) ol USE FRALD YU 52

% 52.5% ABEe] BS
ShE HhRe] oFEe uEhiAE
quv—foﬂf\ﬂ Z+ZF 26%4(60.42%), 297 (52%)°]

=4
A 5}5FA] A}Oﬂ/\ﬂ Uric acid (EH}.—TL 33.3%, Ald
30%)2} Sodium (TRt 28.2%, A&t 35%)2] H]A
FA7F F oA B wo] Yo, o]9jof Total
cholestrol} Alkaline phosphatase] H]ZJAF H]&-0] Abt)
Aog =9kt o] AAL= e v A H|SS B
on], mE uolH 27k 4L selgt - Yo
t}. Ketone body A sFAAMA T} o 20| A= 778(17.95%)
of WA} A7 Bom, ATEOAL 2%(5.00%)
qto] v} e HAskelty 738 gholl 2loj4 30H-
butyric acid”} Acetoaceric acid® Ut} ThA W2 H]AAF
A7E ®o|T glort 1 W ge e Zsre.

2. 72d g7t

w Ao 9% 454 37

(&
rir
iy
.
2
e
<
1y

AR de] e Slert 23] ofskel A= skqlch o
2ol A oAlA Fe] @ Ale] M-S 297(72.50%) O &,
Aol Aol 177(43.59%)3 23k *pol& E AT
(p=0.0092). ITTZ A AT S 0554302 9|7
7171 ti2tol Hlste] eA4dhge] glo] oF 1.8uf
das) = g ohe Aor 5T 4 qsle,
PPo A= ITT 2t w9 fARRE 235 yekllc
(Table 3).

o|Z} a4 B W4 T sl FE A of 7

= TFEE ¢ Holgtx: e BE VISR o)

Atk 2ot AJRStol A FEZHEAYS Fee 2

7} 13%(32.50%), 1278(30.77%) 2 2Alo|| H|3ko] o
IHES Hlon, & ko] Fo3t Apol= gl
(Table 4).

7171 AR 5 24} RO Sl HelkE 1Y) {8t
of AR G A F Hiw e4n FES S
A AIgEe] Aato]| whE ApolE EA S EUTE I
Ayt thztol A 24 Sl AR E 6.23+4.743] o] A
AR 9 4.70+5.263] 2 1.5342.643]7} ZolE9l oLt
AlATE] 735 AA F 6.74+:6.323] | A THAA ' 4.08+
7.903] 2 11 Zpoli= 2.6743.453] 2 T RLol|A] H|E}o]
ol ZojEou FAA #9942 /lUtHp=0.1022).

e Flo Jf

1

- 58 -



You—Jung Han, et al, P6 Acupoint TES in Pregnant Women with Hyperemesis

Table 3. The occurrence of nausea on 5th days

Control

Study

1 *
(ITT: n=40, PP: 1=39) (ITT: 1=39, PP: n=37) p value
ITT Occurrence of nausea 0.0092
Yes 29(72.50) 17 (43.59)
No 11(27.50) 22 (56.41)
Odds ratio 0.2931 (0.1146, 0.7498)
Relative risk 0.5543 (0.3542, 0.8676)
PP Occurrence of nausea 0.0060
Yes 28 (71.79) 15 (40.54)
No 11 (28.21) 22 (59.46)
Odds ratio 0.2679 (0.1028, 0.6979)
Relative risk 0.5233 (0.3256, 0.8408)
ITT: Intention-to-Treat, PP: Per-Protocol.
*chi-squared test.
Table 4. The occurrence of vomiting
Control Study i
(ITT: n=40, PP: n=39) (ITT: n=39, PP: n=37) -
ITT Occurrence of vomiting 0.8687
Yes 13 (32.50) 12 (30.77)
No 27 (67.50) 27 (69.23)
Odds ratio 0.9231 (0.3574, 2.3839)
Relative risk 0.9600 (0.5896, 1.5630)
PP Occurrence of vomiting 0.7355
Yes 13 (33.33) 11 (29.73)
No 26 (66.67) 26 (70.27)
Odds ratio 0.8462 (0.3209, 1.2313)

Relative risk

0.9167 (0.5489, 1.5309)

ITT: Intention-to-Treat, PP: Per-Protocol.
*chi-squared test.
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