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ABSTRACT o
Obijectives. To assess the efficacy and safety, and determine the optimal dosage, of a once-daily (OD)
formulation of the clinically uroselective alpha,-blocker, alfuzosin, in patients with lower urinary tract
symptoms and symptomatic benign prostatic hyperplasia.
Methods. Five hundred thirty-six patients were randomized to receive alfuzosin (10 mg OD or 15 mg OD),
without initial dose titration, or placebo in a 3-month double-blind trial conducted in North America. The
primary efficacy criteria were improvement in symptoms (International Prostate Symptom Score) and peak
urinary flow rate.
Results. Alfuzosin was significantly more effective than placebo in improving the symptoms and peak urinary
flow rate from_ the first follow-up visit (day 28). The mean change in the International Prostate Symptom
Score from baseline at endpoint was —3.6 and —3.4 with alfuzosin 10 mg and 15 mg, respectively, compared
with — 1.6 with placebo (alfuzosin 10 mg versus placebo, P = 0.001; aifuzosin 15 mg versus placebo, P =
0.004). The median increase in the peak urinary flow rate was +1.1 mL/s and + 1.0 ml/s with alfuzosin 10
mg and 15 mg, respectively, compared with 0.0 mL/s with placebo (P = 0.00086 versus placebo for both dose
groups). The patients’ quality of life also significantly improved with both alfuzosin doses. Overall, alfuzosin
at both doses was well tolerated. The incidence of orthostatic hypotension as determined by systematic
blood pressure measurements with both doses of alfuzosin was similar to placebo. No clinically relevant
ejaculation disorders were observed with alfuzosin.
Conclusions. Alfuzosin 10 mg OD, administered without dose tltratlon provides effective relief from the
symptoms of benign prostatic hyperplasia with no additional benefit from a 15-mg dose. It is well tolerated
from a cardiovascular viewpoint and is not associated with abnormal ejaculation. UROLOGY 58: 953-959,
2001. © 2001, Elsevier Science Inc.

l&lpha1 adrenergic receptor blockers are consid-
ered the first-line treatment for lower urinary
tract symptoms suggestive of benign prostatic hyper-
plasia (BPH), because. they provide rapid and sus-
tained symptom relief regardless of prostate size.! Al-

fuzosin differs from other quinazoline derivatives
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(prazosin, terazosin, doxazosin) by the absence of a
piperidine moiety and the presence of a diaminopro-
pyl spacer, which confers alfuzosin with specific bio-
chemical properties.? In animal models, alfuzosin de-
creases the urethral pressure at doses that do not
significantly affect the cardiovascular or central ner-

-vous systems.>* It has a lower incidence of postural

symptoms and can be administered without dose ti-
tration. The efficacy of two bioequivalent formula-
tions of alfuzosin (2.5 mg three times daily and 5 mg
sustained release twice daily) has been demonstrated
in well-designed placebo-controlled studies.>¢ The
onset of action of alfuzosin is rapid from the first
dose.” It maintains symptom relief for up to 3 years 8
and its good tolerability, especially from a cardiovas-
cular viewpoint, has been established.?-13
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A once-daily (OD) formulation, which delivers
alfuzosin by a novel prolonged-release system, has
now been developed to improve the convenience
of dosing and to provide optimal pharmacokinetic
coverage during 24 hours.

The aim of the present study was to compare the
efficacy and safety of two doses of OD alfuzosin (10
mg and 15 mg) with placebo in patients with clin-
ical BPH to determine which of these doses has the
best benefit/risk ratio.

MATERIAL AND METHODS

The 3-month, double-blind, placebo-controlled study was
conducted in 32 urology centers in the United States and Can-
ada from January 1998 to August 1999, Wrirten, informed
consent was obtained from all patients, and the ethics com-
mittees of each participating country and/or institution ap-
proved the study protocol.

PATIENT SELECTION

The inclusion criteria were men aged 50 years or older with
a history of lower urinary tract symptoms consistent with clin-
ical BPH for 6 months or longer, an International Prostate
Symptom Score (IPSS) (0 to 35-point scale) of at least 13
points, a maximal urinary flow rate (Qmax) between 5 and 12
ml/s (with a voided volume of 150 mL or more), a residual
urine volume of 350 mL or less, and a quality of life (QOL})
index {0 to 6-point scale} of at least 3 points.}* All patients

underwent prostate size assessment by transrectal ultrasonog-

raphy, but no threshold level was specified. All inclusien cri-
teria had to be met on day 1 of the placebo run-in period
(screening visit). Patients did not have to requalify in terms of
IPSS and Qmax at the time of randomization. The exclusion
criteria included concomitant lower urinary tract disease; pre-
vicus prostate surgety; history of postural hypotension or syn-
cope; concomitant use of medications that may alter the void-
ing pattern; and clinically relevant biochemical abnormalities.
Patients with a serum prostate-specific antigen greater than 10
ng/mL were excluded, and those with an elevated serum pros-
tate-specific antigen between 4 and 10 ng/mL had to have
prostate cancet excluded to the satisfaction of the investigator.

METHODS

After qualification at the screening visit, signing of the in-
formed consent form, and a 4-week, single-blind placebo
run-in period, patients were randomly allocated to receive

alfuzosin 10 mg OD, alfuzosin 15 mg OD, or placebo for 12 -

weeks. No dose titration was used,

Patients were assessed during the clinic visits at the start
(day -28, screening) and end (day 0, randomization) of the
4-week placebo run-in period, and thereafter on days 28, 56,
and 84 of treatment. Improvements in the lower urinary tract
symptoms and QOL were assessed at all visits using the IPSS
and QOL index. Uroflowmetry was performed using a Dantec
Urodyn 1000 on days —28, 0, 28, and 84. A central reader who
was unaware of the randomization reviewed ail uroflowmetry
curves manually, and the 2-second rule was applied to deter-
mine the Qmax. Patients underwent a full clinical examina-
tion at each visit, including assessment of systolic blood pres-
sure and diastolic blood pressure in the supine position and
after 5 minutes in the upright position.

STATISTICAL ANALYSIS
A primary endpoint analysis was carried out in the inten-
tion-to-treat population. Repeated measures analysis using the
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last observation carried forward method was also carried out.
The two primary efficacy variables, IPSS and (Qmax, were an-
alyzed using analysis of variance. Qualitative improvement in
the QOL index was analyzed using the chi-square or Fisher
exact test. Safety was analyzed in the exposed population (pa-
tients who received at least one dose of medication on day 0).
Patients were stratified according to age (younger than 65
years and 63 years or older) and hypertensive status at base-
line. The evaluation of safety involved only a descriptive anal-
ysis.

RESULTS

STUDY POPULATION

A total of 536 patients were randomized to re-
ceive alfuzosin 10 mg (n = 177), alfuzosin 15 mg
(n = 181), or placebo (n = 178) for 12 weeks. Of
these, 72 (13%) withdrew from the study: 11% in
the 10-mg group, 18% in the 15-mg group, and
11% in the placebo group. Twenty patients (3.7%)
discontinued because of adverse events (eight in
each alfuzosin group, four in the placebo group)
and four (0.7%) discontinued because of insuffi-
cient efficacy (two receiving placebo and two re-
ceiving alfuzosin 15 mg). At baseline, the clinical
characteristics of the patients in the exposed pop-
ulation were comparable in the three treatment
groups, with the only significant difference being a
slightly larger prostate volume in the alfuzosin

-10-mg group (Table I).

EFFICACY

International Prostate Symptom Score. In both al-
fuzosin-treated groups, a statistically significant
improvement in IPSS was observed at the first post-
dose assessment {day 28) and was maintained
throughout the study (Fig. 1). At the endpoint (day
84), the mean decrease from baseline was —3.6
(P = 0.001) and —3.4 (P = 0.004) in the alfuzosin
10-mg and 15-mg groups, respectively, compared
with —1.6 in the placebo group (Table II). The
percentage of patients showing an improvement in
IPSS of 3 or more points was 56%, 52%, and 39%
with alfuzosin 10 mg (P = 0.004), alfuzosin 15 mg
(P = 0.02), and placebo, respectively. Both voiding
and filling symptoms significantly improved with
both doses of alfuzosin (Table II). Alfuzosin 10 mg
also gave rise to a significant improvement in the
nocturia criterion (alfuzosin 10 mg —0.4, P =
0.02) compared with placebo.

Peak Urinary Flow Rate. The mean change in
Qmax from baseline was significantly higher in the
alfuzosin 10-mg group (+1.7 mL/s) than in the
placebo group (+0.2 mLss, P = 0.0004) (Table I1).
As the assumption of normality was rejected for
Qmax, median values were analyzed, showing that
changes in Qmax from baseline were comparable
between the two alfuzosin groups (10 mg +1.1
ml/s; 15 mg +1.0 mL/s; P = 0.0006 versus placebo
for both groups) (Table II}). In 40% and 41% of
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TABLE 1.

Baseline characteristics of the exposed population

Alfuzosin 10 Alfuzosin 15 Total
Placebo mg OD mg OD Population
{n = 175) "= 1786) h=177) {n = 528)
Age (yr) 62.7 (49-85) .64.3 (50-92) 63.9 (50-81) 63.6 (49-92)
<65 (%) 109 (62.3) 98 (55.7) 94 (53.1} 301 (57)
=65 (%) 66 (37.7) 78 {44.3) 83 (46.9) 227 (43)
Patients with concomitant hypertensmn (%) 43 (25) 59 (34) 48 (27) 150 (28)
IPSS 21.5(12-34) 21.2 (13-35) 21.7(13-35) 21.4 (12-35)
Qmax {mL/s} 8.4 (4.7-12) 8.7 (5-13) 8.9 (5-12) 8.7 (4.7-13.0)
QOL index 4.1 (3-6) 4.2 (3-6) 4.1 (3-6) 4.1 (3-6)
Prostate volume {mL)} 36.8 (10-115) 40.2* [7-245) 38.3 (12-94) 38.4 (7-245)

Key: OD = once daily; IPS5 = International Prostate Symptom Score; @max = peal urinary flow rate; QOL = quality of life.

Data presented as the mean, with the range in parentheses unless otherwise noted.

The treatment groups were well matched at baseline with exception of the baseline prostate volume,

* P <0.05 between groups.
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FIGURE 1. Change in (A} IPSS and {B) Omax from

baseline during the study period.
=0.01, ***P =0.001.

*P =005, **pP

patients receiving 10 mg and 15 mg alfuzosin, re-
spectively, Qmax improved by 2 ml/s or more at
endpoint; such an improvement was seen in only
26% of the placebo-treated patients (P = 0.008).
Optimal improvements in Qmax were observed at
the first post-dose assessment (day 28) with both
doses of alfuzosin. The mean change from baseline
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was +1.7, +1.2, and +0.3 mL/s with alfuzosin 10
mg (P = 0.0004), alfuzosin 15 mg (P = 0.03), and
placebo, respectively; the median change from
baseline was +1.3, +1.1, and +0.3 mL/s, respec-
tively.

QUALITY OF LIFE

The QOL index improved significantly in both
alfuzosin groups (—0.7 [—18%]) compared with
placebo (—0.3 [—8%]; P = 0.002 for both groups).
The percentage of patients showing an improve-
ment in the QOL index of 2 or more points was also
statistically higher in both alfuzosin groups (~21%
in both alfuzosin groups) compared with 12% in
the placebo group (alfuzosin 10 mg, P = 0.004;
alfuzosin 15 mg, P = 0.003).

SAFETY _ _

Overall, both alfuzosin doses were well tolerated.
The number of patients who experienced at least
one serious adverse event was low and was similar
in all three groups: 8 (4.5%), 6 (3.4%), and 5
(2.9%) in the alfuzosin 10 mg, alfuzosin 15 mg,
and placebo groups, respectively. Treatment-
emergent adverse events were reported by 52%,
43%, and 43% of those in the alfuzosin 10 mg,
alfuzosin 15 mg, and placebo groups, respectively.
The most frequently reported adverse event was
dizziness (Table IIT). Elderly patients (65 years or
older) who received alfuzosin 15 mg reported
more adverse events potentially related to vasodi-
lation (eg, dizziness, malaise, hypotension) than
did younger patients (17% versus 5%, respective-
ly); such a difference was not observed in the
10-mg group (9% versus 8%, respectively).

Non-study-drug-related temporary ejaculatory
disorders were reported in only 1 patient {0.6%) in
each alfuzosin group. One of these patients had an
ejaculation disorder before entering the trial; the
second experienced painful ejaculation on day 60.
In both cases, the disorder resolved spontaneously
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TABLE Hl.

Changes in IPSS, QOL index, and Qmax from baseline in ITT population®

Key: ITT = intention to treat; other abbreviations as in Table 1.
Data presented as the mean * 5D, unless otherwise noted.

Alfuzosin Alfuzosin -
Placebo 10 mg OD 15mg OD
n=167) {n=170) (n = 165)
Total IPSS : .
Baseline 18.2 = 6.4 182 £ 6.3 17.7 £ 57
Change from baseline -16+58 -36+48 -3.4=x57
Adjusted P value vs. placebo 0.001 0.004
IPSS vaiding subscore
Baseline + 4,3 10.1 + 4.4 9.9+ 41
Change from baseline +38 2234 ~-21+x37
Adjusted P value vs. placebo 0.021 0.03!
1PSS filling subscore
Baseline 7.9+ 30 8130 7925
Change from baseline —0.4+25 -1.4x25 -1.3x27
Adjusted P value vs. placebo 0.00067 0.0037
QOL index
Baseline ' 37141 38=x1.1 37*1.1
Change from baseline -0.3 =% 1.1 0.7+ 1.1 -07x1.2
Adjusted P value vs. placebo 0.0021 0.0027
Omax {mL/s)*
Baseline 10.2 + 4.0 99+39 10.0 £ 3.2
Change from baseline +0.2+35 +1.7 £ 472 +0.9 £ 3.6
Adjusted P value vs. placebo : 0.0004* 0.12f
Median baseline 10.0 9.4 9.9
Median change from baseline 1.1 1.0
-Median adjusted P value vs. placebo 0.0006% 0.00068

* ITT population: patients who received at least one dose of treatment and underwent at least one baseline and one postbaseline gvaluation.

T Dunnett test.

¥ Because the assumption of normality was rejected for Qmax, median values are provided.

8 Median test with Bonferroni-Holm correction.

without discontinuation of alfuzosin and a rela-
tionship to the study drug was excluded.

Overall, no patient experienced clinically rele-
vant changes in the cardiovascular parameters. The
supine systolic blood pressure changed by —1.1 *
15.0, —2.3 £ 14.6, and —2.7 = 13.6 mm Hg and
supine diastolic blood pressure changed by
~08+79,-15%85,and —2.1 X 85mmHgin
the placebo, alfuzosin 10 mg, and alfuzosin 15 mg
groups, respectively (not significant versus place-
bo).

The incidence of orthostatic hypotension (as de-
termined by systematic blood pressure measure-
ments and defined as a decrease in systolic blood
pressure of 20 mm Hg or more when standing up at
any visit after randomization) with both alfuzosin
doses was low and similar to that seen with placebo
(placebo, 3.4%; alfuzosin 10 mg, 3.4%; and.alfuzo-
sin 15 mg, 2.3%). No increased incidence was ob-

served in patients aged 65 years or older (placebo

1.5%; alfuzosin 10 mg 1.3%; and alfuzosin 15 mg
3.8%) or in hypertensive patients (placebo 9.3%;
alfuzosin 10 mg 1.7%; and alfuzosin 15 mg 2.2%).

Finally, no significant changes in the hemato-
logic or biochemical measurements, including se-
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rum prostate-specific antigen, were observed dur-
ing the study.

COMMENT

The ALFUS study confirmed that alfuzosin at 10
mg OD (the dose registered for use in Europe) is
effective and safe, in both elderly and hypertensive
patients, and that a higher dose of 15 mg OD con-
fers no additional benefit.

To mimic current medical practice, the key in-
clusion criteria (ie, IPSS and Qmax) had to be met
exclusively at the screening visit without a second

- screening before randomization. This leads to a

unilateral regression to the mean,!s and increased
baseline variability at the randomization visit. Be-
cause the data from the randomization visit were
used to determine the changes from baseline, a
larger change in the parameters from baseline
would therefore be required to show statistical dif-
ferences. Despite this, significant improvements in
symptoms, QOL, and Qmax were observed with
both alfuzosin doses. The placebo-adjusted im-
provements in IPSS (2.0 points [11%]) and Qmax
(1.5 mL/s [15%]) seen with alfuzosin 10 mg are in
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TABLE Ill. Treatment-emergent adverse
events (=2%) of the exposed population

Alfuzosin  Alfuzosin
Placebo 10mgOD 15 mgOD
Adverse Event (h=175) (n=176) (n=177)
Dizziness 5(2.9) 13 (7.4) 16 (9.0)
Headache 4 (2.3} 9(5.1) 4{2.3)
Respiratory tract 4 (2.3} 6 (3.4) 5(2.8)
infection
Back pain 4 (2.3) 2(1.1) 6 (3.4)
Rhinitis 4 (2.3} 3(1.7) 4 (2.3)
Fatigue 4(2.3) 4 (2.3} 3(1.7)
Inflicted injury 1(0.6) 4 (2.3) 3(1.7)
Impotence 2(1.1) 5 (2.8} 2(1.1)
Somnolence — 4(2.3) 3{1.7)
Sinusitis 4 (2.3) 5(2.8) 1(0.6)
‘Constipation 1 (0.6) 4 (2.3) 1(0.6)
Pain 1(1.1) 5(2.8) —
Nausea 1 (0.6) 4 (2.3) 1(0.6)
Abdominal pain 4 (2.3) 2(1.1) 2(1.1)
Arthralgia 4 (2.3) 2(1.1) 1(0.6)
Dyspepsia 4(2.3) 3(1.7) —

Key: OD = once daily,
Data presented as the number of patients, with the percentage in parentheses.

keeping with the results from a recent European
study of the same OD dose of alfuzosin.!6 The lack
of any additional benefit with the 15-mg dose sug-
gests that alpha-blockade at the lower urinary tract
level may be saturable and confirms that a 10-mg
OD dose of alfuzosin, which is bioequivalent to
other previously developed formulations (2.5 mg
three times daily and 5 mg twice daily),'78 offers
optimal benefit in terms of efficacy. With both al-
fuzosin doses, significant improvements in symp-
toms and Qmax were observed at the first planned
assessment (day 28).

The virtual absence of a placebo response regard-
ing Qmax is a peculiar finding. One possible expla-
nation is that patients did not have to requalify at
the randomization visit. This design feature leads
to a wider range of Qmax observations at that time
point and reduces the unilateral regression to the
mean. This phenomenon dampens the observable
response in both the treatment and the placebo
groups. The same design feature also has an impact
on the observable differences in the PSS score for
both treated and placebo groups, again leading to a
dampened unilateral regression to the mean and a
smaller numerical change from baseline.

The present study also demonstrated that both
alfuzosin doses, administered without initial dose
titration, were well tolerated. The overall incidence
of dropouts due to adverse events was low (3.7%)
and comparable among the three treatment
groups. Relatively few patients experienced ad-
verse events potentially related to vasodilation,
with dizziness the most frequently reported. In ad-
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dition, no clinically relevant changes in blood pres-
sure were observed with alfuzosin. The incidence
of orthostatic hypotension was low and compara-
ble with that seen with placebo.

This safety profile, especially from a cardiovas-
cular viewpoint, is similar to that observed with
alfuzosin 10 mg OD in a recent Furopean study'¢
and reinforces the clinical uroselectivity of alfuzo-
sin, previously demonstrated in double-blind stud-
ies and in general practice.19-13.16 These findings
are in line with the published results of another
clinically uroselective alpha,-blocker, tamsulo-
sin.1920 A direct comparative European study of
tamsulosin and the immediate-release formulation

- of alfuzosin confirmed that both drugs had a simi-

lar dropout rate due to adverse events (alfuzosin
4%; tamsulosin 8%), as well as a similar incidence
of dizziness (7% in both groups) and postural hy-
potension (alfuzosin 1%; tamsulosin 3%).2! In
contrast, the reported adverse events, dropout
rates, and incidence rates of dizziness are higher
with other alpha-blockers, such as terazosin and
doxazosin, despite the use of dose titration.22-2¢
We recognize that direct comparisons of adverse
event rates are difficult between trials because of
the different methods of collecting information,
and in particular if the trials are of different dura-
tions.

The unique safety profile of alfuzosin may be
explained by the poor brain penetration demon-
strated in the rat* and by a preferential distribution
in prostate tissue, as seen in both experimental
models and the human prostate.2-27 The pharma-

- cokinetic properties of the alfuzosin OD formula-

tion (ie, a delayed maximal plasma concentration
with suppression of plasma peak levels)!® could
also have an important impact on the tolerability of
the compound. Whatever the underlying mecha-
nisms of this “clinical uroselectivity,” alpha,-
blockers, such as alfuzosin, have advantages com-
pared with older agents in that they do not require
initial dose titration and can be used safely in frail
patients (ie, elderly and hypertensive patients, in-
cluding those with renal impairment).16

The particularly low incidence of ejaculatory dis-
turbances observed in the present study (1 patient
in each treatment group) is consistent with the pre-
vious experience with alfuzosin. In a large pooled
analysis of 2460 patients (alfuzosin n = 1544; pla-
cebo n = 916) enrolled in double-blind, random-
ized studies, no incidence of ejaculation disorder
was reported with alfuzosin.?® This finding is,
however, in contrast to the experience with tamsu-
losin, which is associated with a dose-dependent
incidence of ejaculatory disorders. In a 3-month,
double-blind U.S. study, 6% and 18% of patients
receiving tamsulosin 0.4 mg and 0.8 mg experi-
enced abnormal ejaculation compared with 0% in
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the placebo group.!® During a 53-week follow-up,
these percentages increased to 10% and 26%, re-
spectively.?® The alpha,,-teceptor subtype is
thought to play an important role in contraction of
the vas deferens.293° Agents such as tamsulosin,
which has a slight affinity for alpha, ,-receptors in
the vas deferens may, therefore, negatively affect
ejaculation.3!

In summary, the results of the present study con-
firm that the new prolonged-release formulation of
alfuzosin, 10 mg OD, provides effective relief from
the symptoms of BPH and has a good safety profile
from both the cardiovascular and the sexual func-
tion viewpoint.
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APPENDIX

In the United States: D. S. Altman, Sellersville; 5. M. Auer-
bach, Newport Beach; ]. E. Bannow, St. Joseph; G. Brito, Phoe-
nix; R. K.-Chopra, Daytona Beach; J. B. Forrest, Tulsa; L. C.
Galdieri, Livingston; M. C. Gittelman, Aventura; J. Hollander,
Royal Qak; N. G. Kasabian, Manhasset; ]. M. Kaufman, Au-
rora; M. ]. Kennedy, Charlotte; B. A. Kletscher, Phoenix; 1. W,
Klimberg, Ocala; L. D. Knoll, Nashville; J. H. Lynch, Washing-
ton; L. 5. Marks, Culver City; }. B. McElroy, Canfield; J. G.
McMurray, Huntsville; D. F. Mobley, Houston; V. K. Nair,
Monroe; E. Orihuela, Galveston; . D. Parkhurst, Oklahoma
City; A. L. Patterson, Memphis; J. C. Presti, San Francisco;
M. 1. Resnick, Cleveland; C. M. Teigland, Charlotte; A. J. Tully
Jr, Birmingham; Y. Walzer, Cordova; C. F. White, Mobile; and
D. Whitehead, New York; J. M. Young, Laguna Hills. In Can-
ada: E. W. Ramsey, Manitoba; and ]. Trachtenberg, Ontario.
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Placement of Metallic Stents in
Ureters Obstructed by Carcinoma
of the Cervix to Maintain Renal
Function in Patients Undergoing
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OBJECTIVE. Metaliic stents, sometimes augmented by “J” endostents, were placed in ure-
ters obstructed by advanced carcinoma of the cervix to improve or maintain renal function in
these patients at a level necessary to pursue long-term chemotherapy and radiation therapy.

SUBJECTS AND METHODS. Seventeen ureters in 11 patients were treated with me-
tailic stents, which were placed by an anterograde approach in 10 patients and by a retrograde
approach in one. An anterograde ureteroneocystostomy was necessary in two of the 11 pa-
tients. J endostents were placed for 1 month in all patients. In 10 ureters, ] endostents were re-
introduced during follow-up 1-48 months later. '

. RESULTS. In 17 ureters, mesallic stents were successfully placed; in the Temaining three
ureters, the procedures were aborted because of technical difficulties. The goal of ‘improving
.and maintaining renal function was met in 10 patients. Serum creatinine levels returned to
normal in four patients and stabilized ar a range of 2.7-3.2 mg/di in six more patients, permit-
ting treatment with chcmothérapy,-radiation therapy, or both, Four of the 11 patients died
within 4 months after treatment, and three more died within 2 years. At the time of death or
last follow-up, seven metallic stents and eight combinations of metailic-stents and J endo-

- stents were patent. Complications were minor.

CONCLUSION. Placement of metallic stents is rec'onime;lded'as an effective method to
ensure patency and to facilitate cystoscopic replacement of J endostents in ureters compro-
mised by carcinoma of the cervix. Renal function can be maintained, allowing chermotherapy.

Survival is governed by the effectiveness of chemotherapy and radiation therapy.

L5 ntil recently, limited treatment ' vis to the bladder [4-6). Percutaneous neph-
options (surgical and radiothera- . rostomy is a good altemnative for short-term
peutic) for advanced-stage carcj- drainage. However, the almost universal oc-
currence of bacteriuria and candiduria within
-a few weeks of the percutancous nephros-
tomy limits the use-of this technique in pa-
tients slated for protracted chemotherapy [7].
Retrograde or anterograde placement of ure-
teral stents, also a minimally invasive proce-
dure, is successful in more than two thirds of
patients [8, 9). In some patients with magsive
tumor in the true pelvis and direct penetra- -
« tion of the ureters, percutaneous ureteroneo-
cystostomy, a technique designed to traverse
mumor obstructing ‘segments of the ureter,
may be necessary 1o gain reentry into the
bladder and place the stent [10].
However, even after initial successful place-

endometrial neoplasms have curtailed the de-
mand for intervention to maintain urinary -
drainage. With the advent of aggressive che-
motherapy followed by surgery for ad-
vanced-stage pelvic neoplasms, the need to
optimize renal function has increased be- _

pend on acceptable renal function [1~3), The
common - presentation of advanced " carci-
noma of the cervix, with obstruction and en-
casement of the ureter, occlusion of the
intramural ureter by contignous extension of
neopiasm into the trigone area of the bladder,
or both, mandates reestablishment of drain-
age to pursue such protocols. This goal can ment of the ureteral stent, the necessary
be accomplished by percutaneous nephros-  excharige for a new stent, at 6- to 8-weck inter-
tomy, percutaneous ureterostomy, creation of vals, is frequently made difficult by “choking
& new bladder reservoir at a remote site, or  of the lumen™—that is, progressive tumor
placement of stents from the kidney and pel-  growth or compression due to edema of the tu-
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