
Your patients might assume that all
glucosamine /chondroitin joint health 
supplements are pretty much alike. But
there is only one Cosamin®DS.

Only CosaminDS provides exclusively
researched ingredients such as pharmaceutical-
grade low molecular weight chondroitin 
sulfate (TRH122®) . This is the material
selected by NIH for their GAIT study. The
fact is, CosaminDS protects cartilage and is
the only brand proven effective in controlled,
peer-reviewed, published clinical U.S. studies
to reduce joint pain. 

CosaminDS. Nothing else is equivalent.

Other joint health supplements 
aren’t bioequivalent to Cosamin®DS.

Available in pharmacies and retail stores 
nationwide, and online.

That means they aren’t
equivalent at all.

* Source: SLACK Incorporated Market Research Survey, June 2005
and February 2006. Surveys conducted of Orthopedic Surgeons &
Rheumatologists relating to glucosamine/chondroitin sulfate brands.

CosaminDS contains Nutramax Laboratories exclusively researched
TRH122® chondroitin sulfate.

FOR PATIENT SAMPLES OR MORE INFORMATION, PLEASE CALL 888-835-8327 OR EMAIL “CONTACTUS@NUTRAMAXLABS.COM.”

These statements have not been evaluated by the Food & Drug Administration. This product is not intended to diagnose, treat, cure or prevent any disease.

The Orthopedic Surgeon and Rheumatologist 
#1 Recommended Brand*

Anything less . . . just isn’t DS.
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Nutramax Laboratories, Inc.
888-835-8327 • cosamin.com™
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Combined End Point Shows Belimumab’s Strength
B Y  N A N C Y  WA L S H

Ne w York Bureau

B A R C E L O N A —  Significant improve-
ments in disease activity were observed
among lupus patients treated with beli-
mumab in a new analysis of data from an
earlier study using a combined response
end point, Dr. Ellen Ginzler said at the an-
nual European Congress of Rheumatology.

The analysis used an evidence-based
combined response end point that has been
developed to improve the assessment of re-
sponses to drug intervention in clinical tri-
als for systemic lupus erythematosus. “The
heterogeneity of lupus disease manifesta-
tions contributes to the difficulty of using
a single index to adequately assess thera-
peutic response,” Dr. Ginzler explained.

Belimumab (LymphoStat-B) is a mono-
clonal antibody that binds with high speci-
ficity to B lymphocyte stimulator (BLyS),

which, being a potent costimulator of B
cells, is thought to play a role in B-cell–me-
diated autoimmunity.

In the original analysis of the study re-
sults, the primary end point—reduction in
disease activity as measured by the Sys-
temic Lupus Erythematosus Disease Ac-
tivity Index (SLEDAI) as modified for the
Safety of Estrogens in Lupus Erythe-
matosus National Assessment (SELENA)
at 24 weeks—was not met.

The study included 449 patients with lu-
pus who were randomized to receive
placebo or belimumab in doses of 1, 4, or
10 mg/kg on days 0, 14, 28, and then
monthly for 52 weeks. The study contin-
ued in open-label fashion through week 76.

A subsequent analysis, however, deter-
mined that significant benefits were seen
at 52 weeks among the 72% of patients
who were serologically active at baseline,
with titers of antinuclear antibody of 1:80
or greater and/or titers of anti-double-
stranded (ds) DNA of 30 IU or greater
(Arthritis Rheum. 2006;54[9]:S258).

Responses among this cohort have now
been analyzed according to the new com-
bined response end point, which defines
efficacy as an improvement in SELENA-
SLEDAI of four points or more and a
British Isles Lupus Assessment Group (BI-
LAG) score that reflects the number and
severity of organ system flares.

The combined end point also reflects
physician’s global assessment and patient
health-related quality of life as evaluated
on the Short Form (SF)-36.

“Using this combined outcome efficacy
measure, the response to belimumab ther-
apy among patients who were serologically
active at baseline was 46%, which is high-
ly statistically significant at 52 weeks com-
pared to a response rate of 29% with place-
bo,” said Dr. Ginzler, who is professor of

medicine and chief of rheumatology, State
University of New York, Brooklyn.

By week 76 the response rate had risen
to 56%.

At baseline, the mean SELANA-SLEDAI
score was 9.6. Patients in the active treat-
ment groups had 29% and 38% reductions
in SELENA-SLEDAI scores at weeks 52
and 76, respectively.

At week 52 the belimumab-treated pa-
tients had fewer shifts to worse scores in
three of the eight BILAG organ systems:

musculoskeletal, neurologic, and cardio-
vascular-respiratory.

Patients who were classified as respon-
ders on the composite end point also had
greater reductions in activated B cells and
anti-ds DNA antibodies, along with
greater improvements in the SF-36.

Combining multiple disease activity mea-
sures into a response end point improved
the assessment of variable disease activity
and was predictive of biomarker and qual-
ity of life improvements, Dr. Ginzler said.

“This combined end point has now been
accepted by regulatory authorities and is
being used in two global phase III studies
of belimumab that have recently begun
enrollment,” she said.

The studies are being sponsored by Hu-
man Genome Sciences, Inc., the manu-
facturer of LymphoStat-B, and Glaxo-
SmithKline. 

Dr. Ginzler has previously disclosed re-
ceiving research grants from Human
Genome Sciences. ■

A single index
cannot adequately
assess treatment
response in this
heterogeneous
disease. 

DR. GINZLER


