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OBJECTIVES

The objectives of these exploratory QOL analyses were

response status was examined using analysis of
covariance adjusted for baseline score, with
subjects in the L+C and C arms pooled together.
Withdrawal visits were carried forward to the next
scheduled visit, but not to later visits. A 2-week
grace period was applied as appropriate (i.e., if a

“Completing at least one question in the FACT-B or EQ-5D questionnaire.
Note: percentage is of those who completed baseline questionnaire.

Quality-of-Life Responder Analysis

On average, subjects in the two treatment arms had similar baseline
values in all the QOL scores (Table 2).
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Tumor Size Reduction

Percentage reductions in tumor sizes were associated with improvement in
the five QOL scores (r=0.15-0.19, P= 0.02-0.07) (Table 3). Scatterplots for
these relationships are shown in Figures 3 and 4.

Table 4. Summary of Correlation Between Change from Baseline in Quality of Life Scores and
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METHODS

+ Quality of life was assessed using the Functional
Assessment of Cancer Therapy-Breast (FACT-B)
(Version 4) and EuroQol (EQ-5D) questionnaires.?

+ Outcome measures are summarized below:

« Higher scores indicate a better QOL/health status for
all outcome measures.

from baseline in QOL scores and percentage
reduction in tumor size (best reported reduction)
were calculated, and scatterplots were created. The
change in QOL score was calculated from baseline
to the date on which tumor size was reported. If a
QOL score for the day tumor size was measured
was not available, the score most recently taken
prior to the measurement of tumor size was used.

SD = standard deviation.

In both treatment arms, approximately 40% of patients achieved the
MCID for QOL outcomes (Table 3). A greater proportion of patients
receiving L+C than those receiving C achieved an MCID for all five
QOL scores, although the differences were not statistically significant.
The largest difference was found in the EQ-5D VAS score (563% of
patients in L+C arm vs. 41% in C arm, P= 0.067).
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* Adjusted for baseline score.
“The bars indicate + 1.96 standard errors.

Change of FACT-8 totalscore from baseline
Change of EQ-5D utiity score from baseline

%0 5040 30 2010 0 10 20 30 40 50 & 70 & % 100
Tumor size reduction (%)

0 50 40 30 2010 0 10 20 30 40 50 60 70 8 % 100
Tumor size reduction (%)

_

CONTACT INFORMATION

Xiaolei Zhou, MS
RTI Health Solutions
Phone: 919-541-6995




