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Abstract

Background: We have recently shown that the transjugu-
lar intrahepatic portosystemic shunt (TIPS) is more effec-
tive than paracentesis in the treatment of cirrhotic pa-
tients with severe ascites and can prolong survival in
selected patients. Although an improved quality of life
(QOL) has been suggested in these patients after the
TIPS procedure, so far there are no data available to sub-
stantiate this assumption. Therefore, the aim of this
study was to determine the effect of TIPS on the QOL in
cirrhotic patients with refractory or recidivant ascites.
Methods: 21 cirrhotic patients who underwent TIPS for
refractory or recidivant ascites were investigated. All
patients were pretreated with repeated paracentesis for
at least 1 year. Before the procedure and at 3 and 6
months during follow-up, the patients themselves rated
QOL, fatigue and physical performance on a visual ana-
logue scale (range 0-100). Furthermore, QOL was deter-
mined by the QOL index (range 0-10) according to Spitz-
er. Results: Patients’ rating of the QOL on the visual ana-
logue scale significantly increased from 35 £ 25 (base-
line) to 64 *+ 28 (3 months), and 66 = 24 (6 months; p =
0.02). Similarly, the QOL index significantly increased

from 6.9 £ 2.0 (baseline) to 8.3 = 2.1 (3 months), and 8.6
+ 1.7 (6 months; p < 0.001). The increase of QOL was
more pronounced in patients with complete response to
TIPS. Conclusions: We demonstrate that TIPS for refrac-
tory or recidivant ascites improves the QOL in patients
with cirrhosis. Our data indicates that this improvement

is dependent on the response to therapy.
Copyright© 2002 S. Karger AG, Basel

Introduction

The transjugular intrahepatic portosystemic shunt
(TIPS) improves renal function in patients with refractory
ascites [1]. This effect can be observed in cirrhotic patients
with functional renal failure and in patients with underly-
ing organic renal failure [2]. It explains the positive
influence of TIPS on the mobilization of refractory ascites
in cirrhotic patients [3]. Recently, in a randomized con-
trolled trial, we demonstrated a beneficial effect of TIPS on
ascites and survival in patients with refractory or recidi-
vant ascites as compared to treatment with repeated para-
centesis [4]. Furthermore, patients treated with TIPS in
this study tended to spend less time in hospital. These and
similar observations [5] suggest an improved quality of life
(QOL) after the TIPS procedure. However, there is only
scarce information [6] to substantiate this assumption.
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Table 1. Characteristics of the 21 patients

receiving TIPS and follow-up of liver Baseline 3 months 6 months
function after TIPS placement
Sex, m/f 18/3 - -
Age, years 56t4 - -
Actiology of cirrhosis, alcohol/viral/other 15/4/2 - -
Child-Pugh class, A/B/C 0/17/4 1/18/2 3/17/1
Serum bilirubin, mg/dl 1.9+1.1 2.1£1.5 1.9+1.6
Serum albumin, g/dl 3.3+£0.5 3.4+0.7 3.6%£0.6
Prothrombin index, % 62+8 59+9 65+7
Serum sodium, mmol/l 129+7 133£5 134+4
Serum creatinine, mg/dl 1.4+0.4 1.2+0.3 1.2+0.4
Duration of intervention, min 73£8

The aim of the present study was therefore to measure
the QOL of cirrhotic patients with refractory or recidivant
ascites treated with TIPS.

Patients and Methods

Patients

After the end of the randomized trial comparing TIPS and para-
centesis [4], 21 consecutive cirrhotic patients who underwent TIPS
for refractory or recidivant ascites were investigated. Patient charac-
teristics are shown in table 1. The diagnostic criteria of the Interna-
tional Ascites Club [7] were applied for refractory or recidivant
ascites. All patients considered for TIPS were pretreated by repeated
paracenteses with intravenous albumin infusion for at least 1 year.
Patients with alcoholic cirrhosis were considered for the TIPS proce-
dure when they had abstained from alcohol consumption for at least
3 months. Alcohol consumption was evaluated by questioning upon
each visit and to the best of our knowledge all patients abstained
from alcohol during the study period. TIPS was not considered for
patients with hepatic encephalopathy grade 2 or higher and/or for
patients with serum bilirubin concentrations >5 mg/dl. Further
exclusion criteria comprised presence of hepatocellular carcinoma or
severe congestive heart failure.

Protocol and QOL Assessment

The study protocol was approved by the Ethics Committee of the
Faculty of Medicine at the University of Munich. Each patient gave
informed written consent to participate in the study. The TIPS pro-
cedure was performed as described earlier in detail [1, 4]. All inter-
ventions were performed under analgesia using 5-10 mg midazolam
and 15-30 mg pentazocine. Lactulose was routinely administered in
all patients after TIPS to induce 1-2 loose stools per day. Diuretic
drugs were dispensed as necessary.

Patients themselves rated QOL (0 very bad, 100 excellent),
fatigue (0 not tired at all, 100 very tired), and physical performance
(0 very bad, 100 excellent) on a visual analogue scale (visual analogue
scale) before the procedure and at 1, 3 and 6 months during follow-
up. Since all patients had been pretreated with paracentesis for at
least 1 year, baseline values were considered as representative for
patients undergoing paracentesis.
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Furthermore, the QOL of each patient was rated on the QOL
index (range 0-10) according to Spitzer et al. [8]. Briefly, 5 items,
namely activity, daily living, health perception, support and outlook
on life were rated 0-2 in a structured interview performed by a health
professional. Hepatic encephalopathy was graded clinically accord-
ing to neuropsychiatric signs [9]: grade 0 — no evidence for hepatic
encephalopathy, grade 1 — patient confused with altered mood and/
or behaviour, grade 2 — inappropriate behaviour, drowsiness, grade
3 - stuporous patients with marked confusion, grade 4 — coma.

A complete response to TIPS was defined as the elimination of
ascites, and a partial response as the presence of ascites not requiring
paracentesis. Absence of a response was defined as the persistence of
refractory ascites.

Statistical Analysis

Data are given as mean * SE and were compared by ANOVA or
t-test, where appropriate. A p value <0.05 was considered statistical-
ly significant.

Results

All patients included could be evaluated at 3 and 6
months of follow-up. None of the patients had to be
excluded from analysis due to inability of completing
QOL assessment.

At 3 months of follow-up, 6 patients showed complete
response to TIPS, 9 patients had partial response and 6
patients were classified as non-responders. At 6 months, 7
patients were devoid of ascites, 10 patients showed partial
response and 4 patients were classified as non-respond-
ers.

The QOL index significantly increased from 6.9 + 2.0
(baseline) to 8.3 = 2.1 (3 months), and 8.6 £ 1.7 (6
months; p < 0.001). Similarly, patients’ rating of the QOL
on the visual analogue scale significantly increased from
35 + 25 (baseline) to 64 + 282 (3 months), and 66 + 24
(6 months; p = 0.02; table 2).
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Table 2. Effect of TIPS on the QOL index and self-assessment of patients’ QOL using a visual analogue scale

All patients CR 3months PR 3months NR 3months CR 6 months PR 6 months  NR 6 months
n=21) n=06) n=9) n=06) n=7) (n=10) (n=4)

QOL index

Baseline 6.9+2.0 6.5+1.2 72+1 6.5+2.5 6.8+1.5 7.0+1.0 6.5+2.6

3 months 8.3+2.12 9.7+0.6b 8.1+1.0 7.1£0.7

6 months 8.6t1.72 9.4+0.7° 8.4+0.8 7.0£1.0

Visual analogue scale QOL

Baseline 35+25 34+10 42+13 3515 37+8 40+ 13 3517

3 months 6428 88+ 12bc 5711 48+

6 months 66+24a 75+ 14b 676 42+£25

CR = Complete response; PR = partial response; NR = non-responder.
ap < 0.05 by ANOVA as compared to baseline; ® p < 0.05 by paired t-test as compared to baseline; ¢ p < 0.05 by ANOVA as compared to

NR 3 months.

These changes were more pronounced in patients with
complete response to TIPS than in patients with partial
response or non-responders: in patients with complete
response after 3 months the QOL index increased by 3.1
+ 0.6 as compared to 0.9 = 1.0 in patients with partial
response (p < 0.05) and to 0.6 = 1.4 in non-responders
(p < 0.05). After 6 months this increase was significantly
higher in patients with complete response (2.6 £ 0.7)
than in non-responders (0.5 = 1.7; p < 0.05).

Similarly, there was a significantly higher increase of
the complete responders’ rating of their QOL after 3
months (55 = 11) as compared to the rating of patients
with partial response (15 £ 12; p < 0.05) or compared to
non-responders (13 £ 4; p < 0.05). After 6 months, this
increase was significantly higher in complete responders
(40 £ 16; non-responders 7 £ 20; p<0.095).

The grade of hepatic encephalopathy before TIPS was
0.6 = 0.1 and did not significantly change after 3 months
(0.3 £ 0.2), and 6 months (0.3 = 0.2). Accordingly, TIPS
did not significantly affect the patients’ visual analogue
scale rating of fatigue (25 = 7 before TIPS) after 3 months
(25 = 6), and 6 months (27 £ 8), respectively.

Discussion

The present study provides the following main results:
(1) TIPS for refractory or recidivant ascites improves the
QOL in patients with cirrhosis, and (2) the improvement
of the patients’ QOL depends on the response to treat-
ment.

Quality of Life after TIPS
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Fig. 1. Changes of the QOL 6 months after TIPS for refractory
ascites as assessed by the QOL index (QLI; black bars) and the
patients’ rating of their QOL on a visual analogue scale (VAS;
hatched bars). The improvement was significantly higher in com-
plete responders (CR) as compared to patients with partial response
to TIPS (PR) or non-responders (NR).

Recently, we have shown that TIPS is an effective treat-
ment in selected patients with refractory or recidivant
ascites [4]. Although an improved QOL has been suggested
after the TIPS procedure [5], so far only one study
addressed this issue in cirrhotic patients undergoing TIPS
for prophylaxis of variceal rebleeding or treatment of
ascites, eventually suggesting an improved QOL after TIPS
[6]. In this study, however, QOL was assessed using the
Karnofsky index [10] referring to an interpretation of QOL
restricted to physical performance status. Its coverage of
the conceptual domain necessary for a QOL scale has been
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deemed inadequate [11]. Consequently, it should be only
utilized measuring physical activity levels [12].

Given the encouraging results from our previous ran-
domized trial [4] we did not include a control group of
patients who had to continue paracentesis for refractory
ascites. One might thus argue that the present study is not
controlled. However, all patients included in the present
investigation had been pretreated with repeated paracen-
teses for at least 1 year. Therefore, baseline values of QOL
assessment can be regarded as the control values for
patients undergoing paracentesis, thus each patient serv-
ing as his own control.

To measure QOL we employed the Spitzer QOL index.
This is a concise instrument based on evaluation of 5
equally weighted items related to the patients’ mood, per-
ception of health, self-care ability, daily activity and social
interaction with family or friends [10]. Using this index
we could demonstrate an increase of the QOL of cirrhotic
patients with ascites after TIPS. This was constant at 3
and 6 months of follow-up. Importantly, the increasing
values of the QOL index were paralleled by increasing
QOL as rated by the patients themselves on a visual ana-
logue scale. Interestingly, these changes were more pro-
nounced in patients showing complete response to thera-
py than in patients with only partial response or non-
responders. These findings suggest that the influence of

TIPS on the patients’ QOL is dependent on removal of
ascites without the need for further paracentesis [13].

Interestingly, partial response was associated with only
slight improvement of QOL. In our view this indicates
that QOL of patients with ascites may not only be
influenced by the invasiveness of repeated therapeutic
procedures such as paracentesis, but also by the presence
(or absence) of ascites which may cause significant ab-
dominal discomfort.

An important factor influencing the overall QOL in
patients after TIPS is the incidence of hepatic encepha-
lopathy [14]. In the present study, we did not observe a
significant change of the grade of encephalopathy during
follow-up. This seems important since encephalopathy
may affect the accuracy of patients’ rating of QOL. This
was confirmed by the patients’ rating of fatigue on a visual
analogue scale. These findings are in accordance with our
previous observation that incidence of encephalopathy is
not higher in cirrhotic patients after TIPS as compared to
cirrhotic patients treated with paracentesis [4]. Our data
strengthens the advantage of TIPS over surgical shunts
where severe encephalopathy has been reported in 12—
33% of patients [15].

In conclusion, we demonstrate for the first time that
TIPS for refractory or recidivant ascites significantly im-
proves the QOL in patients with cirrhosis.

References

1 Gerbes AL, Giilberg V, Waggershauser T, Holl 5 Rdossle M, Siegerstetter V, Huber M, Ochs A: 11 Grieco A, Long CJ: Investigation of the Kar-
J, Reiser M: Renal effects of transjugular intra- The first decade of the transjugular intrahepat- nofsky Performance Status — A measure of
hepatic portosystemic shunt in cirrhosis of the ic portosystemic shunt: State of the art. Liver quality of life. Health Psychol 1984;3:129-
liver: Comparison of patients with ascites and 1998;18:73-89. 142.
refractory ascites and without ascites. Hepa- 6 Nazarian GK, Ferral H, Bjarnason H, Castane- 12 Schipper H: Why measure quality of life? Can
tology 1998;28:683-688. da-Zuniga WR Rank JM, Bernadas CA, Hunt- Med Assoc J 1983;128:1367-1370.

2 Michl P, Giilberg V, Bilzer M, Waggershauser er DW: Effect of transjugular intrahepatic por- 13 Gough IR, Furnival CM, Schilder L, Grove W:
T, Reiser M, Gerbes AL: Transjugular intrahe- tosystemic shunt on quality of life. Am J Assessment of the quality of life of patients
patic portosystemic shunt for cirrhosis and as- Roentgenol 1996;167:963-969. with advanced cancer. Eur J Cancer Clin Oncol
cites: Effects in patients with organic or func- 7 Arroyo V, Gines P, Gerbes AL, Dudley FJ, 1983;19:1161-1165.
tional renal failure. Scand J Gastroenterol Gentilini P, Laffi G, Reynolds TB, Ring-Lars- 14 Nolte W, Wiltfang J, Schindler C, Miinke H,
2000;35:654-658. en H, Scholmerich J: Definition and diagnostic Unterberg K, Zumhasch U, Figulla HR, Wer-

3 Ochs A, Rossle M, Haag K, Hauenstein KH, criteria of refractory ascites and hepatorenal ner G, Hartmann H, Ramadori G: Portosys-
Deibert P, Siegerstetter V, Huonker M, Langer syndrome in cirrhosis. Hepatology 1996;23: temic encephalopathy after transjugular intra-
M, Blum HE: The transjugular intrahepatic 164-176. hepatic portosystemic shunt in patients with
portosystemic stent-shunt procedure for refrac- 8 Spitzer WO, Dobson AJ, Hall J, Chesterman E, cirrhosis: Clinical, laboratory, psychometric
tory ascites. N Engl J Med 1995;332:1192- Levi J, Sheperd R, Battista RN, Catchlove BR: and electroencephalographic investigations.
1197. Measuring the quality of life of cancer patients. Hepatology 1998;28:1215-1225.

4 Rossle M, Ochs A, Giilberg V, Siegerstetter V, J Chron Dis 1981;34:585-597. 15 Langer B, Taylor BR, Mackenzie DR, Gilas T,
Holl J, Deibert P, Olschewski M, Reiser M, 9 Sherlock S, Dooley J: Hepatic encephalopathy; Stone RM, Blendis L: Further report of a pro-
Gerbes AL: A comparison of paracentesis and in Sherlock S, Dooley J (eds): Diseases of the spective randomized controlled trial compar-
the intrahepatic portosystemic shunt proce- liver and biliary system, ed 10. Oxford, Black- ing distal splenorenal shunt with end-to-side
dure in patients with ascites. N Engl J Med well, 1997, pp 87-102. portacaval shunt: An analysis of encephalopa-
2000;342:1701-1707. 10 Karnofsky DA, Burchenal JH: Clinical evalua- thy, survival and quality of life. Gastroenterol-

tion of chemotherapeutic agents in cancer; in ogy 1985;88:424-429.
McLeod CM (ed): Evaluation of Chemothera-
peutic Agents. New York, Columbia Universi-
ty Press, 1949, pp 191-205.
130 Digestion 2002;66:127-130 Giilberg/Liss/Bilzer/Waggershauser/Reiser/

Gerbes



