
Public Title A Study of Lenalidomide Versus Placebo in Subjects With Transfusion Dependent
Anemia in Low Risk Myelodysplastic Syndrome (MDS) Without Del 5Q (MDS-005)

Scientific Title A Phase 3, Multicenter, Placebo-Controlled Study to Compare the Efficacy and Safety of
Lenalidomide vs. Placebo in Subjects With Transfusion Dependent Anemia Due to Low
or Intermediate Risk MDS and Unresponsive to ESA Therapies

Short Title MDS-005

Id KN/ELN LN_NN_2008_389

Trialgoup NN

Type of Trial multicentric, randomized

Phase Phase III

Disease Myelodysplastic Syndrome( MDS) Low risk and intermedia I

Stage of Disease .

Aim To compare the efficacy of lenalidomide versus placebo in subjects with RBC
transfusion-dependent low or Int-1 risk MDS associated with any karyotype except
deletion 5q (31) in the overall population and in the pre-specified subgroup of
subjects with an erythroid differentiation signature

-

To evaluate the safety of lenalidomide versus placebo in subjects with RBC
transfusion-dependent low or Int 1 risk MDS associated with any karyotype except
deletion 5q (31)

-

To evaluate the impact of the lenalidomide therapy on health-related quality of life
(HRQOL) including specifically symptoms of anemia versus placebo

-

Inclusion Criteria Must have a documented diagnosis of MDS or non-proliferative (with blood cell
(WBC) count < 12,000/ xx) chronic myelomonocytic leukemia (CMML) associated
with the following features:

-

- IPSS low or intermediate-1 risk-

- Any karyotype except del 5q (31) (at least 20 analyzable metaphases are required
for standard G-banding cytogenentic analysis at screening)

-

Must have transfusion-dependent anemia that meets the following criteria:-

- Average transfusion requirement of > or 2 units /28 days of pRBCs confirmed for a
minimum of 112 days immediatly preceding randomization.

-

- No consecutive 56 days that was RBC transfusion-free during the 112 days
immediatly preceding randomization

-

Must be unresponsive or refractory to erythropoiesis-stimulating agents, based on the
one of the following two criteria:

-

- Serum erythropoietin level of > 500mU/mL (measured when Hb< 9.5g/dL) in
subjects not previously treated with ESAs, or

-

- Transfusion-dependence in subjects treated currently or previously treated with an
ESA (requires a minimum ESA trial of > or 40,000 U/week r-HuEPO x 8 weeks or
equivalent dose of epoetin alfa or darbepoetin)

-

Exclusion Criteria Prior history of malignancies, other than MDS, unless the subject has been free of
the disease for > or 3 years. However, subjects with the following history/ concurrent
conditions may enroll at any time:

-

- Basal cell carcinoma of the skin-

- Squamous cell carcinoma of the skin-

- Carcinoma in situ of the cervix-

- Carcinoma in situ of the breast-

- Incidental histologic findings of prostate cancer (Tumor Node Metastasis (TNM)
stage of T1a or T1b)

-
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Prior therapy with lenalidomide-

Hypersensitivity to thalidomide.-

- Prior > or grade -2 NCI CTCAE (v 3.0) allergic reaction to thalidomide-

- Prior desquamating (blistering) rash while taking thalidomide-

Use of cytotoxic chemotherapeutic or investigational agents to treat MDS within 28
days prior to randomization or ongoing adverse events from previous treatment with
investigational drugs, regardless of the time period

-

Use of an erythorpoiesis stimulating agent within the 56 days prior to randomization-

Prior allogeneic or autologous stem cell transplantation-

Concurrent use of androgens other than to treat hypogonadism-

Clinically significant anemia due to iron, B12, or folate deficiencies, or autoimmune or
hereditary hemolysis, or gastrointestinal bleeding

-

Age >= 18 years

Status No longer recruiting

start of Recruitment 01.08.2008

Recruiting countries Germany

France

Japan

U.K.

Czech Republic

Israel

Belgium

Spain

Italy

Portugal

Austria

Australia

Canada

Leader Hofmann , Prof. Dr. med., Wolf-K.
Charité Universitätsmedizin Benjamin Franklin
Hämatologie Onkologie
Hindenburgdamm 30
12203 Berlin
Tel: +49 (0)30 8445-3421
Fax: +49 (0)30 8445-3425
Email: W.K.Hofmann@charite.de

Scientific Contact (WHO) Kreuzer, PD Dr. med., Karl-Anton

Contact Person principal investigator
Hofmann , Prof. Dr. med., Wolf-K.
Tel: +49 (0)30 8445-3421
Fax: +49 (0)30 8445-3425
Email: W.K.Hofmann@charite.de

Sponsors Celgene (Main Sponsor)

Supporters Celgene

Other Registers ClinicalTrials.govNCT01029262 (Primary Register)
European Clinical Trials Database - EUDRACT2009-011513-24
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Remark further information: http://www.klinisches-studienzentrum.de/cio/en/trial/879
http://clinicaltrials.gov/ct2/show/study/NCT01029262#locn
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