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Background
• Most women consider hair to be an important
part of body image.
• Chemotherapy-induced alopecia (CIA) is one
of the most common and emotionally
traumatic side effects for patients undergoing
adjuvant chemotherapy [1].
• Scalp cooling is a proven method to reduce
the likelihood of CIA [2].
• DIGNICAP is the first scalp cooling system
cleared by the U.S. Food and Drug
Administration to reduce the likelihood of CIA
in women with breast cancer.

Objectives

Assessment of Quality of Life (QoL)
in breast cancer patients treated
with chemotherapy who used
DIGNICAP (scalp cooling) to
prevent CIA versus control (no
scalp cooling).

Methods
QoL data were collected using validated
instruments, EORTC-QLA-BR23 (BR23)
and Body Image Scale (BIS), as part of a
prospective non-randomized open label,
treatment-control multicenter study.
• Patients who chose not to undergo scalp
cooling were enrolled as controls.
• Women, age ≥18 years, stage I-II breast
cancer receiving common neo/adjuvant
chemotherapy regimens, excluding
sequential or concurrent
anthracycline/taxanes.
• Primary endpoint of hair loss evaluated by
self-assessment with treatment success
defined as ≤50% hair loss.
• BR23 and BIS administered at baseline, last
chemotherapy cycle, and one month post
chemotherapy.
• Responses to BR23 and BIS were collapsed
into two categories (Not at all/A little bit or
Quite a bit/Very much) for analysis.
• Risk ratios using Mantel-Haenszel random
effects model used to assess differences.

Results
• A total of 117 patients were enrolled in the
trial, and 101 received scalp cooling using
DIGNICAP and 16 were controls (no scalp
cooling).
• 66.3% of patients using DIGNICAP achieved
treatment success.
• There was no differences in response to BR23
and BIS items between DIGNICAP and
control at baseline.

• Number of patients who responded either
Quite a bit/Very much to select BR23 and
BIS items at the last chemotherapy cycle is
shown in Table 1.

Women with breast cancer receiving scalp
cooling using DIGNICAP versus control
during chemotherapy:
• Were significantly less likely to lose ≥50%
of their hair
• Felt significantly more physically attractive
• Were significantly less dissatisfied with
their appearance when dressed
• Regarded the importance of hair
significantly more
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BR 23 and BIS responses
(Quite a bit/Very much) at the last chemotherapy cycle.
TABLE 1
Have you lost any hair?
(QLQ-BR23)
Have you felt physically
less attractive as a result of
your disease or treatment?
(QLQ-BR23)
Have you been dissatisfied
with your appearance when
dressed? (BIS)
My hair is important to me

As presented at SABCS December 2016

Summary

DIGNICAP Control
N=101
=16
N=36
(36%)
N=23
(23%)

RR;
95% CI

N=13

RR=0.44;
(81%) 95% CI: 0.31 0.62; P<0.00001
N=8
RR=0.46;
(50%) 95% CI: 0.25 0.84; P=0.01

N=15

N=6

(15%)

(38%)

N=95
(95%)

N=11
(68%)

RR=0.40;
95% CI: 0.18 0.87; P=0.02
RR=1.50;
95% CI: 1.03 2.21; P=0.04
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