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F#]3} 2z < (endoscopic retrograde  cholangiopancreato-
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©] Niti-S stent™ (Tae Woong Medical Corporation, Seoul,

Table 1. Patient Characteristics

Types of stent

Patients Membrane-covered Uncovered
Niti-S stent Wallstent
No. of cases 30 29
Age in years (mean=*SD) 65.3£10.7 62.610.1
Sex M : F) 18:12 17 : 12
Initial bilirubin, 87455 103466
mg/dL (mean=*SD)
Diagnoses:
pancreatic cancer 16 13
bile duct cancer 7 9
gallbladder cancer 3 5
metastatic lymph nodes 3 1
ampullary cancer 1 1
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Table 2. Short-Term Results (<30 days)

Types of stent

Membrane-covered Uncovered

Niti-S stent Wallstent
(n=30) (n=29)
Relief of jaundice 100% 100%
Bilirubin, mg/dL (mean=SD)
7 days after stent insertion 25%1.5 3.1%2.
30 days after stent insertion 11= 1.1+0.7
Early stent failure
30 day mortality 0 0

Table 3. Long-Term Results (>30 days)

Types of stent

Uncovered
Wallstent (n=29)

Membrane-covered
Niti-S stent (n=30)

Observation 242 276
(days, mean) (57~475) (51~538)
Survival ' 246 23
(days, median)

Cholangitis* 1/30 (3%) 0/29
Late stent failure " 430 (13%) 8/29 (28%)
Median patency time 165 152
until stent failure (days)T (158 ~205) (125~237)
Removal of 13 08

occluded stent

*165 days after stent insertion: successfully treated with anti-
biotics.

Tp value=0.17.

T median patency time was calculated only in the patients with
stent failure.

Niti-S 2~ElEFS 30 F 49(13%), Wallstent7-2 29
W F 47 (28%)ll A whAsto] Wallstent-of| A w2k
TleFAe WETE 22 el dehp=0.17). il
71554 AR G F 716 A 717k Niti-S 25l
E7 1659(158~205%; SE, 20), Wallstents~ 1522(125~
237%; SE, 1DZE <k F7tell Zke]7} §ioich(Table 3).
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Table 4. Causes of Stent Failure

Causes of stent failure

Types of stent Membrane- Uncovered
covered Wallstent
Niti-S stent (n=30) (n=29)
Stent occlusion* 3 (10%) 8 (28%)
Tumor ingrowth ' 2 (6.6%) 7 (24%)
Tumor overgrowth 0 0
Biliary incrustation 1 0
Epithelial hyperplasia 0 1
Stent migration 1 0
Total 4 (13%) 8 (28%)
*p value=0.08.
Tp value=0.14.
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Figure 1. Kaplan-Meier life table analysis of stent patency. Stent
patency rates after 3, 6, and 12 months are 100%, 90%, and
74% in covered Niti-S stent group and 100%, 73%, and 61%
in uncovered Wallstent group respectively. The long-term
patency rate of membrane-covered Niti-S stents is slightly
higher than uncovered Wallstent.
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ABSTRACT

Background/Aims: In order to provide a complete ob-
stacle to tumoral growth, we designed a new self- ex-
pandible metal stent fully covered with polyurethane mem-
brane. The purpose of the study was to compare the safety
and effectiveness of a new membrane-covered Niti-S stent
versus conventional uncovered Wallstent. Methods: In a
prospective trial, 59 patients with malignant extrahepatic
biliary obstruction received either a newly developed
covered metal stent (Niti-S stent, 30 cases) or an uncovered
metal stent (Wallstent, 29 cases) by the endoscopic trans-
papillary route. Results: Effective biliary decompression
was achieved in all patients initially, and short-term results
were similar in both groups. Stent failure was observed in
4 of the 30 patients (13%) after a median period of 165
days in the Niti-S group and in 8 of the 29 patients (28%)
after a median period of 152 days in the Wallstent group.
The reasons of stent failure were occlusion (n=3) and
migration (n=1) in the covered Niti-S stent group and
occlusion (n=8) in uncovered Wallstent group. According to
the Kaplan-Meier life table analysis, the patency rates after
90, 180, and 360 days were 100%, 90%, and 74% in
covered Niti-S stent group and 100%, 73%, and 61% in
uncovered Wallstent group respectively. The occluded mem-
brane-covered Niti-S stent was easily removed endosco-
pically and a new Niti-S stent was reinserted in one patient.
Conclusions: The new, membrane-covered Niti-S stent has
a lower stent failure rate and a tendency toward long-term
patency rate compared to uncovered Wallstent. The covering
may effectively prevent tumor ingrowth and it is sometimes
possible to remove an occluded Niti-S stent. (Korean J
Gastrointest Endosc 2001;23:93 —99)

Key Words: Malignant biliary obstruction, Membrane-
covered Niti-S stent, Uncovered Wallstent
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