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Lenalidomide regimens and VIE incidence

L.enalidomide
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Thromboprophylaxis was not mandatory
ASA thromboprophylaxis




ASCO Guidelines

“Prophylaxis with LMWH or WAR is recommended in MM

patients receiving Thalidomide or Lenalidomide with

chemotherapy and/or dexamethasone”

Randomized trials for Lenalidomide are still lacking




Study Flowchart

RV-MM-PI-209

402 patients (younger than 65 years) randomized from 62 centers

Patients: symptomatic and measurable disease, with organ damage

Thrombo
prophylaxis

2 2

Rd*

R: 25 mg/d, days 1-21
d: 40 mg/d, days 1,8,15,22

PR
Six 28-0ay courses
M: 0,18 mg/Kgfd, days 14
P: 2 mg/Kg/d, days 1-4
R: 10 mg/d, days 1-21

MEL 200
M: 200 mg/m2 day -2

NO

MAINTENANCE

Stem cell support day 0

MAINTENANCE

28-day courses until relapse
R: 10 mg/day, days 1-21




Study Endpoints

Primary
- deep vein thrombosis
- pulmonary embolism
- arterial thrombosis
- any acute cardiovascular event
- sudden, otherwise unexplained, death

Secondary
- any bleeding complication
- any other complication related to thromboprophylaxis




VTE Prophylaxis randomization

Patients enrolled from November 2007 to June 2009

402 patients
assessed for elegibility
60 patients excluded
342 randomized
patients

166 patients 176 patients
LMWH arm ASA arm

Enoxaparin 40 mg/day Aspirin 100 mg/day

for clear medical indication of
anticoagulant (37) - antiaggregant (12}




Patient characteristics

ASA
N=176

> 60 years

Mel 200 mg/m2

Cardiac disease

2 1 Risk factor




Composite primary endpoint

Deep-veinthrombosis

Results

ASA LMWH
N=176 N=166

4 (2.27) 2 (1.20)

Absolute
difference,
%

2 (1.14) 2 (1.20)

Arterial thrombosis

Sudden deaths

P-value

0.953




'E characteristics

Prophylaxis Risk Factors VTE Treatment

ASA rHUEpoO Rd
ASA rHUEpoO Rd
ASA rHUEpo Rd
ASA None
LMWH None
LMWH None

Rd
Rd
Rd




Results

Absolute
difference,
)

ANSYAY LMWH
N=176 N=166

Minor bleeding 1 (0.60) -0.60




Results: cumulative incidence of
composite primary endpoint

Gray's test p=0.744
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Conclusions

® Thromboprophylaxis -2 low incidenceof VTE

® Thromboembolicevents - in early phase

o Thromboprophylaxis -> first4-6 months




Conclusions

LMWH: standard prophylaxis
for MM patients treated with Lenalidomide

ASA: possible alternative In
- low -risk patients
- long term prophylaxis
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We Are Grateful to All Patients, Nurses and
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