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Fig. 1 The physical diagrams of new 3-DR-IUD
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Fig.2 The schematic diagram and physical diagram for the placer of 3-DR-IUD
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Table 2 Comparison for the change of menstrual period and menstrual volume, pain and leucorrhea increase after operation

CE ) 76 76 — —

RV 0 0 — —
B 52 2(2.6%, 1 H .3 H%% 1) 4(53%, 1H 3H.6H .12 A% 1) 0.707 0.681
H & WIRER 1(1.3%, 1 H 1) 2(2.6%, 1 H.3 A% 1) 0.347 1.000
ASERI i 1(1.3 %, 34 14) 7092%, 1H .3H 4341, 12 H 1) 4731 0.063
H& g% 1(1.3%, 1 H 1) 8(10.5%, 1 H .3 H .6 H .12 H%24) 6.540 0.034
R FB IR 1(1.3 %, 3 A 14i) 10 (132 %, 17 .3 7 .6 A43 61, 12 H 1) 9.122 0.009
Ui 6 (7.8 %) 31 (40.8 %) 21.447 0.000
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Table 3 The termination situation in 12 months of use of IUD
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Fig. 5 B-type ultrasonography of 3-DR-IUD

after placing into uterus
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Fig. 6 The hysteroscopic image of 3-DR-IUD (portion)
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[Abstract]

This study aimed at exploring a new 3-dimensional reticular intrauterine device

(3-DR-1IUD) composed of nitinol and silicone rubber and observing the contraceptive efficacy
and side effects of the device in reproductive women. The frame of the 3-DR-IUD was con-
structed with silicone rubber and nitinol wire. The 3-DR-IUD was placed into uterus in an outpa-
tient procedure. One hundred and fifty-two women were divided equally into the 3-DR-IUD
group (n=76) and the 2- dimensional intrauterine device (2- D- IUD) group (n=76, control
group). Patient follow-ups were performed in 1 ~ 12 months post-operation. The side effects of
intrauterine device (IUD), such as abnormal leucorrhea, menstrual flow changes in uterine
bleeding profusely and pain, etc, were investigated. The pregnancy rate, expulsion rate, re-
moval rate of IUD for medical reasons and the continuation rate were evaluated. The ultrasound
and pelvic X-ray were carried out to examine IUDs. The results showed that two groups with 76
cases of each successfully placed IUD and there were no severe pain during the operation. The
incidence of lumbago/abdominal pain and the occurrence of leucorrhea and irregular vaginal
bleeding in the 3-DR-IUD group (7.9 %, 6/76) were significantly lower than that of the 2-D-
IUD group (40.8 % , 31/76) during the first 12 months for use of IUD (P<0.000 1). The preg-
nancy rate, expulsion rate and take-off rate due to symptom were 0 %, 0 % and 1.3 % in 3-DR-
IUD group, respectively, and 1 of 76 woman take-off 3-DR-IUD was due to allergy for silicon
rubber. The continuation rate was 98.7 % (75/76) in the 3-DR-IUD group, comparing with the
2-D-1UD group (86.8 % , 66/76), the difference was significantly (P=0.009). Therefore,
the 3-DR-IUD demonstrates long-term patient tolerability, satisfaction and efficacy as a contra-
ceptive. The 3-DR-IUD appears to be a new, safe and effective devise of contraception.

[Key words] 3-DR-IUD; clinical trials; side effects; contraceptive efficacy
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