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NCLOSED WITH this issue is our Renal
Health Library CD-ROM, which contains

he full-text of 36 Cochrane systematic reviews
elevant to kidney disease, as published on the
ochrane Library Issue 2, 2003. It also contains
ur Specialized Register of randomized, con-
rolled trials and ongoing trials. It is fully search-
ble through keywords or MeSH headings, and
as abstracts for all MEDLINE-sourced records
lus a link back to their PubMed entry. Ongoing
rials have a link to the website from which they
ere sourced. The Renal Health Library is also

vailable on the web, either through a link from
ur web site (www.cochrane-renal.org) or via
ww.update-software.com/renalhealth/. We hope
ou find this resource interesting and useful.
This issue’s selection of randomized, con-

rolled trials includes published and ongoing
rials added to our register since January 2003.

e have selected them for relevance and quality
ncluding suitable sample size and use of clini-
ally important and/or patient-centered out-
omes.

The Ongoing Trials page on our web site has
ecome increasingly popular with visitors to our
ite. We are keen to hear details of any ongoing
rials in nephrology not already included there,
o please contact us on crg@chw.edu.au if you
ould like your trial listed with us.

NDEX WORDS: Systematic review; randomized, con-
rolled trials; Cochrane Collaboration.

JUNE 2003 ONGOING TRIALS

ialysis

A phase IV prospective, randomized, active-
ontrolled, double-blind, double-dummy, multi-
enter study to evaluate the survival benefits of
emplar relative to Calcijex in subjects with
tage V chronic kidney disease on hemodialysis.
Study size: 2200] National Institutes of Health,
linicalTrials.gov
Can an increase in energy intake among

ontinuous ambulatory peritoneal dialysis
CAPD) patients bring about an improvement
n health? [Study size: 60] National Research

egister, UK

merican Journal of Kidney Diseases, Vol 42, No 4 (October), 200
ransplantation

A randomized trial of immodulating diets with
rginine and omega-3 fatty acids in renal trans-
lant patients. [Study size: 75] National Insti-
utes of Health, ClinicalTrials.gov

iabetic Nephropathy

Standard v Rapid initiation of anti-hyperten-
ive therapy. [Study size: 24] National Research
egister, UK

eneral Nephrology

Safety and efficacy of Zemplar capsule in
educing serum iPTH levels in chronic disease
ubjects (daily dosing). [Study size: 68] National
nstitutes of Health, ClinicalTrials.gov

Safety and efficacy of Zemplar capsule in
educing serum iPTH levels in chronic kidney
isease subjects (three times weekly). [Study
ize: 68] National Institutes of Health, Clinical-
rials.gov
Rituximab (Anti-CD20) for the treatment of

epatitis C associated cryoglobulinemic vasculi-
is. [Study size: 34] National Institutes of Health,
linicalTrials.gov
Resistance training and diet in patients with

hronic renal failure. [Study size: 48] National
nstitutes of Health, ClinicalTrials.gov

PUBLISHED TRIALS

ialysis

● Chang CT, Wu CH, Yang CW, Huang JY,
u MS: Creatine monohydrate treatment allevi-

tes muscle cramps associated with haemodialy-
is. Nephrol Dial Transplant 17:1978-1981, 2002

This double-blind trial examined the effect of

From the Cochrane Renal Group, Centre for Kidney
esearch, The Children’s Hospital at Westmead, Westmead,
ew South Wales, Australia.
Address reprint requests to Ruth L. Mitchell, Grad Dip

ib Sci, Trials Search Coordinator, Cochrane Renal Group,
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estmead, Locked Bag 4001, Westmead NSW 2145, Austra-
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12 mg creatine monohydrate before each dialysis
session versus placebo on incidence of muscle
cramps over 4 weeks and a subsequent 4-week
wash-out period, in 10 hemodialysis patients
with frequent muscle cramps.

● Cice G, Ferrara L, D’Andrea A, et al: Carve-
dilol increases two-year survival in dialysis pa-
tients with dilated cardiomyopathy. A prospec-
tive, placebo-controlled trial. J Am Coll Cardiol
41:1438-1444, 2003

This trial compared the effect of carvedilol
versus placebo on mortality and morbidity over 2
years in 114 dialysis patients with dilated cardio-
myopathy also receiving standard therapy.

● Cice G, Di Benedetto A, D’Andrea A, et al:
Sustained-release diltiazem reduces myocardial
ischemic episodes in end-stage renal disease: A
double-blind, randomized, crossover, placebo-
controlled trial. J Am Soc Nephrol 14:1006-
1011, 2003

This cross-over trial examined the safety and
efficacy of 4 incremental doses of diltiazem (120
to 240 mg/d), given for 4 weeks at each dose
versus placebo on myocardial ischemia in 196
hemodialysis patients with coronary artery dis-
ease.

● DePaul V, Moreland J, Eager T, Clase CM:
The effectiveness of aerobic and muscle strength
training in patients receiving hemodialysis and
EPO: A randomized controlled trial. Am J Kid-
ney Dis 40:1219-1229, 2002

This trial examined the effect of progressive
resisted isotonic quadriceps and hamstrings exer-
cise and training on a cycle ergometer 3 times
weekly for 12 weeks versus a nonprogressive
program of range of motion exercises on physi-
cal impairment measures, symptoms and health-
related quality of life at conclusion of trial and 5
months following in 38 hemodialysis patients
also taking erythropoietin.

● Eknoyan G, Beck GJ, Cheung AK, et al:
Effect of dialysis dose and membrane flux in
maintenance hemodialysis. N Engl J Med 347:
2010-2019, 2002

This 2-by-2 factorial design trial examined the
effect of standard versus high-dose dialysis, and
a high-flux versus low-flux dialyser, on mortality
and morbidity at a mean follow-up of 2.8 years
in 1,846 hemodialysis patients.

● Fritz BA, Doss S, McCann LM, Wrone EM:
A comparison of dual dialysers in parallel and

series to improve urea clearance in large hemodi-
alysis patients. Am J Kidney Dis 41:1008-1015,
2003

This cross-over trial compares the effect of
dual dialyzers in parallel versus dual dialyzers in
series on urea clearance over 2 months in large
hemodialysis patients (mean weight, 92.4 kg).

● Hernandez E, Valera R, Alonzo E, et al:
Effects of raloxifene on bone metabolism and
serum lipids in postmenopausal women on
chronic hemodialysis. Kidney Int 63:2269-2274,
2003

This trial examined the effect of raloxifene
hydrochloride, a selective estrogen receptor
modulator (60 mg/d), versus placebo on lumbar
spine and femoral neck bone mineral density,
and serum lipids over 1 year in 50 postmeno-
pausal women on hemodialysis with proven se-
vere ostoepenia or osteoporosis.

● Kaneko Y, Miyazaki S, Hirasawa Y, Gejyo
F, Suzuki M: Transferrin saturation versus reticu-
locyte hemoglobin content for iron deficiency in
Japanese hemodialysis patients. Kidney Int 63:
1086-1093, 2003

This trial examined the efficacy of iron supple-
mentation for iron deficiency diagnosed by trans-
ferrin saturation (240 mg intravenous iron col-
loid over 2 weeks when TSAT �20%) versus
reticuloyte hemoglobin content (same dose iron
colloid when CHr �32.5 pg) over 16 weeks in
197 Japanese hemodialysis patients.

● Keven K, Kutlay S, Nergizoglu G, Erturk S:
Randomized, crossover study of the effect of
vitamin C on EPO response in hemodialysis
patients. Am J Kidney Dis 41:1233-1239, 2003

This trial examined the effect of intravenous
vitamin C (500 mg 3 � weekly) for 6 months
versus placebo on hemoglobin levels and erythro-
poeitin-hemoglobin ratio in 63 hemodialysis pa-
tients.

● Konings CJ, Kooman JP, Schonck M, et al:
Effect of icodextrin on volume status, blood
pressure and echocardiographic parameters: a
randomized study. Kidney Int 63:1556-1563,
2003

This trial examined the effect of icodextrin
7.5% solution for the long dwell versus standard
glucose solutions on fluid status, blood pressure
regulation, and echocardiograph parameters over
4 months in 90 peritoneal dialysis patients with
subclinical overhydration.
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● Lindberg JS, Moe SM, Goodman WG, et al:
The calcimimetic AMG 073 reduces parathyroid
hormone and calcium � phosphorus in second-
ary hyperparathyroidism. Kidney Int 63:248-
254, 2003

This trial examined the effect of the calcimi-
metic AMG 073 versus placebo on parathyroid
hormone secretion, serum calcium, phosphorus
and calcium � phosphorus over 18 weeks in 78
hemodialysis patients with hyperparathyroidism.

● Lok CE, Stanley KE, Hux JE, Richardson R,
Tobe SW, Conly J: Hemodialysis infection pre-
vention with polysporin ointment. J Am Soc
Nephrol 14:169-179, 2003

This trial examined the effect of polysporin
antibiotic ointment applied to the central venous
catheter insertion site versus placebo on catheter-
related infection rates and mortality over 6 months
in 169 hemodialysis patients.

● Macdougall IC, Matcham J, Gray SJ: Correc-
tion of anaemia with darbepoetin alfa in patients
with chronic kidney disease receiving dialysis.
Nephrol Dial Transplant 18:576-581, 2003

These 2 multicenter dose-escalation trials com-
pared the effect of darbepoetin alpha (0.075 to
0.75 �g/kg/wk) injected once weekly or three
times weekly on renal anemia at 4 weeks and 52
weeks in 75 hemodialysis patients (intravenous
route) and 47 peritoneal patients (subcutaneous
route).

● Nowicki M, Szewczyk-Seifert G, Klimek D,
Kokot F: Carvedilol does not modulate moderate
exercise-induced hyperkalemia in hemodialysis
patients. Clin Nephrol 57:352-358, 2002

This cross-over trial examined the effect of
carvedilol (25 mg/d) for 2 weeks versus placebo
for 2 weeks, followed by a 30-minute exercise
test, on exercise-induced hyperkalemia in 17
anuric hemodialysis patients.

● Sadek T, Mazouz H, Bahloul H, et al: Sevel-
amer hydrochloride with or without alphacal-
cidol or higher dialysate calcium vs calcium
carbonate in dialysis patients: An open-label,
randomized study. Nephrol Dial Transplant 18:
582-588, 2003

This trial examined the effect of sevelamer
hydrochloride (2.4 to 4.4 g/d) with or without
aphacalcidol or higher dialysate calcium versus
calcium carbonate alone on calcium, phospho-
rus, and Vitamin D balance over 5 months in 42

hemodialysis patients with moderate hyperpara-
thyroidism.

● Sprague SM, Llach F, Amdahl M, Taccetta
C, Batlle D: Paricalcitol versus calcitriol in the
treatment of secondary hyperparathyroidism. Kid-
ney Int 63:1483-1490, 2003

This multicenter trial compared the effect of
paricalcitol versus calcitriol, in dose-escalating
fashion, on parathyroid hormone secretion, hyper-
calcemia, and calcium � phosphorus over 32
weeks in 263 hemodialysis patients with second-
ary hyperparathyroidism.

Transplantation

● Abramowicz D, Manas D, Lao M, et al:
Cyclosporine withdrawal from a mycophenolate
mofetil-containing immunosuppressive regimen
in stable kidney transplant recipients: A random-
ized, controlled study. Transplantation 74:1725-
1734, 2002

This multicenter trial compared the effect of
cyclosporine withdrawal versus ongoing cyclo-
sporine therapy on creatinine clearance and lipid
profile at 6 months in 187 renal transplant recipi-
ents also receiving mycophenolate mofetil and
corticosteroids.

● Budde K, Schmouder RL, Brunkhorst R, et
al: First human trial of FTY720, a novel immuno-
modulator, in stable renal transplant patients.
J Am Soc Nephrol. 13:1073-1083, 2002

This trial examined the safety, pharmocokine-
tiks, and pharmacodynamics of single oral doses
(from 0.25 to 3.5 mg) of FTY720, a novel
immunomodulator, over 96 hours in 20 stable
renal transplant recipients also on a cyclosporine-
based regimen.

● De Sevaux RG, Hoitsma AJ, Corstens FH,
Wetzels JF: Treatment with vitamin D and cal-
cium reduces bone loss after renal transplanta-
tion: A randomized study. J Am Soc Nephrol
13:1608-1614, 2002

This trial examined the effect of Vitamin D
(0.25 �g/d) plus calcium (1,000 mg/d) versus no
treatment on lumbar spine and hip bone mineral
density at 6 months posttransplantation in 111
renal transplant recipients also receiving com-
bined cyclosporine, prednisone, and mycopheno-
late mofetil immunosuppressive treatment.

● Fan SL, Kumar S, Cunningham J: Long-
term effects on bone mineral density of pamidr-

COCHRANE RENAL GROUP REPORT 839



onate given at the time of renal transplantation.
Kidney Int 63:2275-2279, 2003

This trial examined the long-term effect of
pamidronate (0.5 mg/kg at time of transplanta-
tion and 1 month later) versus placebo on femo-
ral neck and lumbar spine bone mineral density
at 4 years posttransplantation in 17 renal trans-
plant recipients.

● Flechner SM, Goldfarb D, Modlin C, et al:
Kidney transplantation without calcineurin inhib-
itor drugs: A prospective, randomized trial of
sirolimus versus cyclosporine. Transplantation
74:1070-1076, 2002

This trial examined the effect of sirolimus
versus cyclosporine on patient survival, graft
survival, and biopsy-confirmed acute rejection
rates at 6 and 12 months in 61 primary kidney
transplant recipients also receiving mycopheno-
late mofetil and steroids.

● Haas M, Leko-Mohr Z, Roschger P, et al:
Zoledronic acid to prevent bone loss in the first 6
months after renal transplantation. Kidney Int
63:1130-1136, 2003

This study examined the effect of a 4 mg dose
of zoledronic acid, a bisphosphonate, given twice
within a 3-month period following transplanta-
tion, on trabecular calcium concentration and
morphometry and bone mineral density at 6
months in 20 kidney transplant recipients.

● Lawen JG, Davies EA, Mourad G, et al:
Randomized double-blind study of immunopro-
phylaxis with basiliximab, a chimeric anti-
interleukin-2 receptor monoclonal antibody, in
combination with mycophenolate mofetil-con-
taining triple therapy in renal transplantation.
Transplantation 75:37-43, 2003

This multicenter trial examined the effect of
basiliximab prophylaxis (20 mg before transplan-
tation and 20 mg on day 4 after) versus placebo
on incidence of biopsy-proven acute rejection
and acute rejection treated with antibody over 6
months in 123 renal transplant recipients also
receiving cyclosporine, mycophenolate mofetil,
and steroids.

● Painter PL, Hector L, Ray K, et al: A random-
ized trial of exercise training after renal transplan-
tation. Transplantation 74:42-48, 2002

This trial compared the effect of individually
prescribed programs of home exercise training
versus usual care on peak oxygen uptake, muscle
strength, body composition, and self-reported

physical functioning in 167 renal transplant re-
cipients over 1 year posttransplantation.

● Vincenti F, Monaco A, Grinyo J, Kinkhab-
wala M, Roza A: Multicenter randomized
prospective trial of steroid withdrawal in renal
transplant recipients receiving basiliximab, cyclo-
sporine microemulsion and mycophenolate
mofetil. Am J Transplant 3:306-311, 2003

This trial examined the effect of early cortico-
steroid withdrawal (at day 4 post-transplanta-
tion) versus standard steroid therapy on inci-
dence of biopsy-proven acute rejection over 12
months in 83 primary transplant recipients also
receiving basiliximab plus cyclosporine and my-
cophenolate mofetil.

Diabetic Nephropathy

● Jacobsen P, Andersen S, Rossing K, Jensen
BR, Parving HH: Dual blockade of the renin-
angiotensin system versus maximal recommended
dose of ACE inhibition in diabetic nephropathy.
Kidney Int 63:1874-1880, 2003

This cross-over trial compared the effect of 8
weeks of irbesartan (300 mg/d) plus enalapril (40
mg/d) versus placebo plus enalapril on albumin-
uria, 24-hour blood pressure, and glomerular
filtration rate in 24 patients with type 1 diabetes
and diabetic nephropathy.

General Nephrology

● Bianchi S, Bigazzi R, Caiazza A, Campese
VM: A controlled, prospective study of the ef-
fects of atorvastatin on proteinuria and progres-
sion of kidney disease. Am J Kidney Dis 41:565-
570, 2003

This trial compared the effect of atorvastatin
versus no treatment on progression of chronic
kidney disease and proteinuria over 12 months in
56 patients with ideopathic chronic glomerulone-
phritis also receiving antihypertensive therapy.

● Campbell R, Sangalli F, Perticucci E, et al:
Effects of combined ACE inhibitor and angioten-
sin II antagonist treatment in human chronic
nephropathies. Kidney Int 63:1094-1103, 2003

This cross-over trial compared the effect of an
ACE inhibitor, benazapril (10 mg/day), plus an
angiotensin II antagonist, valsartan (80 mg/d for
8 weeks), versus either benazapril alone (20
mg/d for 8 weeks) or valsartan alone (160 mg/d
for 8 weeks) on reduction of proteinuria in 24
patients with nondiabetic chronic nephropathies.
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● Hiraoka M, Tsukahara H, Matsubara K, et
al: A randomized study of two long-course pred-
nisolone regimens for nephrotic syndrome in
children. Am J Kidney Dis 41:1155-1162, 2003

This trial examined the effect of daily-dose
prednisolone (60 mg/m2) for 6 weeks followed
by alternate-day dose (40 mg/m2) for 6 weeks
versus same daily dose for 4 weeks followed by
alternate-day dose (60 mg/m2) for 4 weeks, taper-
ing by 10 mg/m2 every 4 weeks on sustaining
remission of disease in 73 children with new-
onset nephrotic syndrome.

● Katafuchi R, Ikeda K, Mizumasa T, et al:
Controlled, prospective trial of steroid treatment
in IgA nephropathy: A limitation of low-dose
prednisolone therapy. Am J Kidney Dis 41:972-
983, 2003

This trial examined the effect of low-dose
prednisolone therapy (20 mg/d tapered to 5 mg/d
over 2 years) versus control on kidney survival at
65 � 25 months (steroid group) and 64 � 23
months (controls) in 90 patients with progressive
IgA nephropathy.

● Praga M, Gutierrez E, Gonzalez E, Morales
E, Hernandez E: Treatment of IgA nephropathy
with ACE inhibitors: A randomized and con-
trolled trial. J Am Soc Nephrol 14:1578-1583,
2003

This trial examined the effect of enalapril
versus antihypertensives other than ACE inhibi-
tors on renal survival, serum creatinine, and
proteinuria in 44 patients with biopsy-proven
IgA nephropathy followed for 78 � 37 months
(enalapril) and 74 � 36 months (controls).

● Schrier R, McFann K, Johnson A, et al:
Cardiac and renal effects of standard versus
rigorous blood pressure control in autosomal-
dominant polycystic kidney disease: Results of a
seven-year prospective randomized study. J Am
Soc Nephrol 13:1733-1739, 2002

This trial investigated the effect of rigorous
(120/80 mm Hg) versus standard (135 to 140/85
to 90 mm Hg) blood pressure control on left
ventricular mass index and kidney function over
7 years in 75 hypertensive patients with autoso-
mal-dominant polycystic kidney disease.

● Teplan V, Schuck O, Knotek A, et al: En-
hanced metabolic effects of erythropoietin and
keto acids in CRF patients on low-protein diet:

Czech multicenter study. Am J Kidney Dis 41:
S26-S30, 2003 (suppl 2)

This 3-arm multicenter trial compared erythro-
poietin (EPO) plus keto acids (KAs) plus low
protein diet (LPD) versus EPO plus LPD versus
LPD alone on progression of renal failure and
proteinuria over 3 years in 186 patients with
chronic renal failure.

● Tonelli M, Moye L, Sacks FM, Cole T,
Curhan GC: Effect of pravastatin on loss of renal
function in people with moderate chronic renal
insufficiency and cardiovascular disease. J Am
Soc Nephrol 14:1605-1613, 2003

This post hoc subgroup analysis from the
Cholesterol and Recurrent Events (CARE) trial
examined the effect of pravastatin versus pla-
cebo on loss of renal function in 690 patients
with moderate chronic renal insufficiency and
cardiovascular disease.

● Wright JT Jr, Bakris G, Greene T, et al:
Effect of blood pressure lowering and antihyper-
tensive drug class on progression of hypertensive
kidney disease: Results from the AASK trial.
JAMA 288:2421-2431, 2002

This 3-by-2 factorial design trial compared
usual (102 to 107 mm Hg) versus lower mean
arterial pressure (92 mm Hg or less) plus initial
treatment with either a beta-blocker, an ACE
inhibitor, or a dihydropyridine calcium channel
blocker on progression of hypertensive kidney
disease over 3 to 6.4 years in 1,094 African
Americans.

Acute Renal Failure

● Bouman CS, Oudemans-Van Straaten HM,
Tijssen JG, Zandstra DF, Kesecioglu J: Effects of
early high-volume continuous venovenous hemo-
filtration on survival and recovery of renal func-
tion in intensive care patients with acute renal
failure: A prospective, randomized trial. Crit Care
Med 30:2205-2211, 2002

This 3-arm trial examined the effects of early
high-volume continuous venovenous hemofiltra-
tion (72 to 96 L/24 h) compared with early
low-volume hemofiltration (24 to 36 L/24 h) and
late low-volume hemofiltration on survival and
recovery of renal function at 28 days in 106 acute
renal failure patients.
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