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SESSION 6

Primary Prevention of Breast Cancer Il: Update of Chemoprevention with
Tamoxifen, Raloxifen and Aromatase-Inhibitors

S15. The US Breast Cancer-Prevention Trials (NSABP-P1, MORE, STAR)
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The NSABP P-1 trial reported that tamoxifen reduced
the risk of invasive breast cancer by 49% (p<0.00001).
Risk was 95% CI = 1.35-4.97) only in women >50.
The rates of stroke, pulmonary embolism, and deep
vein thrombosis were elevated in the tamoxifen group
among women aged 50 years or older. The Multiple
Outcomes of Raloxifene Evaluation (MORE) trial eval-
uated the use of raloxifene to prevent osteoporosis; the
risk of invasive breast cancer was decreased by 76%.
The incidence of invasive ER-positive cancers decreased
compared with placebo (RR=0.16; 95% CI1=0.09-0.30),
but had no effect on ER-negative tumors. In the placebo
group, women with estradiol levels >10 pmol/L. (2.7
pg/mL) had a 6.8-fold higher rate of breast cancer
(p=0.005). Women with estradiol levels >10 pmol/L in
the raloxifene group had a rate of breast cancer that
was 76% lower than that of women with E2 levels >10
pmol/L in the placebo group. Women with undetectable
E2 levels had similar breast cancer risk whether or not
they were treated with raloxifene. The relationship be-
tween estradiol levels and risk of breast cancer as well as

response to tamoxifen is also being examined in the NS-
ABP P-1 study. The Study of Tamoxifen and Raloxifene
(STAR trial) compares tamoxifen and raloxifene for re-
ducing breast cancer risk. STAR opened on July 1, 1999,
and 19,000 women will be enrolled. Through October
31, 2003 risk assessment forms have been evaluated in
168,612 individuals, of whom 87,460 (51.9%) are eli-
gible to participate; 17,187 (19.6% of eligible women)
have been randomized. The proportion of eligible sub-
jects randomized increases with increasing levels of risk:
36% of risk-eligible women with atypia have enrolled in
the study, a 71% relative increase compared with eligible
women without atypia. The median age of randomized
women is 58 years (range 35-79 years); >40% of par-
ticipants are 60 years or older; >58% have 5-year Gail
model risk >3%. The proportion of participants who are
risk-cligible increases with age. There are 1552 (9%)
with LCIS and 3730 with either ductal or lobular atypia
(21.7%); 52.1% report hysterectomy. Recruitment will
continue until June 2004 to achieve the desired 19,000
participants. Results are expected in 2006.



