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Controlled clinical trial of IV cyclophosphamide versus IV
methylprednisolone in severe neurological

manifestations in systemic lupus erythematosus.
Ann Rheum Dis 2005;64:620-625.
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* Vital sign : BT 36.7°C, PR 88/min, RR
12/min, BP 124/86 mmHg, SpO2 98%
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[Labo data & BERIEE]
+ CRP 0.3mg/dl. ANA 12804z
. BER—ARIBE. NMEEIGERE

H1#/3 35 /3ul Ty et
NE/3 0 /3ul IeG 76.2 mg/d|
LDH 24 1U/I ADA 3.7 U/I
715 2.1 mmol/l  1I-6 5.7

TP 324 mg/dl HSV DNA (=)

Alb 191 mg/dl VZV DNA (-)

Glu 52 mg/dl 1) ThAg (=)
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PubMed Advanced Search Builder Youlllly Tutorial

(("Cyclophosphamide"[Mesh]) AND "Lupus Vasculitis, Central Nervous System"[Mesh]) AND "Prednisolone"[Mesh]
Edit Clear
Builder
All Fields a "Cyclophosphamide”[Mesh] Show index list
AMND a All Fields a “Lupus Vasculitis, Central Nervous System"[Mesh] Show index list
AND a All Fields a “Prednisolone"[Mesh] Show index list
AND [ Al Fields o Show index list

or Add to history
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Controlled clinical trial of IV cyclophosphamide versus IV
methylprednisolone in severe neurological manifestations in
systemic lupus erythematosus

L Barile-Fabris, R Ariza-Andraca, L Olguin-Ortega, L J Jara, A Fraga-Mouret, J M Miranda-Limén,
J Fuentes de la Matq, P Clark, F Vargas, J Alcocer-Varela

Ann Rheum Dis 2005;64:620-625. doi: 10.1136/ard.2004.025528
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« Patients were prestratified by centre
and by NP manifestation and then
randomised in blocks of 10 patients by
a random number computer
generated program.
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« The demographic characteristics were
similar in both groups (table 1).

Table 1 Demographic characteristics and basal

immunological tests at baseline

Cy
Characteristic In=19)
Age [years) 33 (17-48)
Disease evolution [years) 4.2 (.11=148)
Mean number of ACR criteria &
C3 (g/l) 0.4 (0.3)
C4 (g/) 0.1 (0.1}
CSF proteins (g/) 0.29 (0.13)
CSF Glucose {mmol/1) 3.4 (1.4)

Basal prednisone dose (mg/day) 45 {15-60)

MP
[l'l: 13]

26 [19-44)
2.5(.0-12)
6

0.5 (0.3)
0.2 (0.08)
0.28 (0.15)
3.6 (1.4)
45 (15-40)
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* In which case these patients were
only considered in the intention to

treat analysis and were subsequently
treated according to the
recommendations of their attending
physician.
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MPSLE randomised
(n=232)
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Induction treatment

[n = 32]

MP IV
(n=13]

Completed 12 months
(n =13

Completed 24 months

Completed 12 months
{n=3)

Completed 24 months

n=12) [n=23)
Improvement Failure Failure Improvement
(n=18) [n=1] n=7) [n =8

Early treatment end
[n=2)
Deaths
[n=2)

Early treatment end
[n = 6]
Deaths
fn=1)

Figure 1 Patient's outcome throughout follow up.
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Figure 2 Mean number of seizures/
month in {A) MP group; (B) Cy group.
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Figure 3 Changes in visual analogue scale for sensitivity in transverse
myelitis and peripheral neuropathy.
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Figure 4 Changes in visual analogue scale for muscular strength in
transverse myelitis and peripheral neuropathy.
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Table 4 Changes in study variables during follow up
p Value

Variable Month Cy MP (Friedman's)
Leucocytes [cells =10%/1) ] 6.11(4-7.6) 2.6 (*-10.3)

[+ 6.4 (5.9-7) 6.4 (5.5-7.3)

12 6.2 (4.3-69) 5.1 (4.3-6) 0.745
Lymphocytes (cells = 10%/1) ] 1.4 (0.67-1.4) 1.2 (0.75-1.7)

[\ 1.4 (0.67-1.6) 1.4 (0.9-1.2)

12 12.2(11.8-14.9) 12.1 11-15.3) 0.670
SLEDAI 1 10 (8-23) 14 [7-23)

& 2 (0-8) 5 (1-8)

12 1 10-5) 4 (0-30) 0.007
SUCC ] 0.88 (0-2) 0.82 (0-1)

& Q.79 (0-1) 0.81 (0-1)

12 0.72 (0-1) 0.80 (0-1) 0.071
Predniscne [mg/day) 1 &0 (30-40) 45 [20-60)

[ 15 (10-35) 27.5 [5-45) 0.001*

15 (10-35) 11.2 [5-20) 15.46 [5-30) 0.04*
Values are expressed as median {minimum-maximum).
*Significant.
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Table 5 Adverse events in both treatments
during follow up

Event MP Cy

Urinary troct infections
Respiratory

Oropha r:,.r ngeal candidias
Herpes zoster
Systemic hyp rten
Hyperghrcuemm
Pancreatitis
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