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Baseline PSA an Accurate Predictor of Cancer Risk

BY DAMIAN McNAMARA

Miami Bureau

ORLANDO — Among men who have a
baseline prostate-specific antigen level
above the median for their age, being
African American and having a positive
family history are predictive of future can-
cer. However, a baseline reading above the
median was a more powerful overall pre-
dictor than were these two other factors,
according to a study of 26,111 men.

“Our results demonstrated that the ef-
fect of [elevated] baseline PSA is so strong
that it even holds true for men with two
risk factors,” Dana M. Mondo said during
a press briefing at the annual meeting of
the American Urological Association.
Compared with both race and family his-
tory, “baseline PSA reading is a more
powerful clinical tool when it comes to
predicting future risk of prostate cancer.”

It is widely accepted that African Amer-
ican men and those with a strong family

history of prostate cancer are at increased
risk (Prostate Cancer Prostatic Dis. 2008
Feb. 12 Epub ahead of print; J. Urol
2007;177:444-9). “Having a baseline PSA
level above the age-specific median has
also been shown to increase risk, but has
not been incorporated into most prostate
cancer guidelines,” Ms. Mondo said.

The aim of the study was to determine
if race, family history, or PSA was the
most important predictor of risk. “This is
a timely study,” said Dr. Stephen J. Freed-

land, moderator of the press briefing.
“We know prostate cancer is a very com-
mon disease. Three standard risk factors
are age, race, and family history. And we
are learning more and more about PSA
values and how to use that to predict who
will develop prostate cancer.”

The participants volunteered in 1991-
2001 for PSA testing and a digital rectal
examination. Researchers assessed both
African American men and white men
with and without family histories of

Longest Prostate
Ca Survival Seen
After Surgery

ORLANDO — Men who have surgery to
remove prostate cancer experience better
long-term survival, compared with patients
who have radiation therapy or watchful
waiting, according to a retrospective study
of African American and white men.

Researchers assessed survival in a cohort
of 23,811 men diagnosed with prostate can-
cer enrolled in the HMO Cancer Research
Network in which 12 health maintenance
organizations nationwide participate.

This source of data has an advantage
compared with previous, population-based
studies that assessed possible racial differ-
ences in outcomes, said Dr. Gerald Y. Tan.
“Comparisons using HMO data may con-
trol for treatment selection biases across
racial groups. Black men have equal access
to care when you use an HMO database
versus a population database,” said Dr. Tan
of the department of urology at New York
Weill Cornell Medical Center, New York.

A total of 10,450 men chose watchful
waiting for their prostate cancer manage-
ment, 6,804 chose radical prostatectomy,
and 6,557 chose radiation therapy.

The cohort comprised 3,613 African
Americans, 17,345 whites, and 2,853 pa-
tients who reported their race as “other.”
The researchers looked for differences be-
tween African American and white men.

A total of 44% of the African American
and white men chose watchful waiting. In
the remaining African American and white
men, 30% and 28%, respectively, chose
surgery, and 26% and 28% chose radiation.

Men treated with surgery lived longer
than did men in the other two groups, Dr.
Tan said at the annual meeting of the Amer-
ican Urological Association. After a mean
follow-up of 6.6 years, 37% of the watchful
waiting group, 15% of the surgery group,
and 24% of the radiation group had died.

The prostate cancer—specific death rate
was highest in the conservative treatment
group, regardless of race, and better for
African American men, compared with
white men in the radiation and surgery
groups, said Dr. Tan, who presented re-
sults on behalf of the principal investiga-
tor, Dr. Robert A. Leung, a urologist at the
same institution. The retrospective design
and unavailability of data regarding fami-
ly history of prostate cancer were poten-
tial limitations of the study, Dr. Tan said.

—Damian McNamara

Concerned patients can trust Rozerem,

night after night’

v




July 1, 2008 + www.familypracticenews.com

prostate cancer and then stratified them
by age. In all, 329 men both were African
American and reported a positive family
history.

Researchers compared outcomes for
three groups: men in their 40s, 50s, and 60
and older. Mean follow-up was 20 months,
71 months, and 81 months, respectively, in
these age groups. There were equal num-
bers of men in each group with a baseline
PSA above and below their age-specific
median—0.7 ng/mL for men in their 40s,
0.9 ng/mL for men in their 50s, and 1.4
ng/mL for men in their 60s and older, said
Ms. Mondo, a medical student at North-
western University, Chicago.

Results of the study show that men
who both are African American and have
“a family history of prostate cancer and a
baseline [PSA] below the median had a
very low prevalence of prostate cancer,”
Ms. Mondo said.

There were no cancers in patients with
both risk factors and a lower PSA level in the
40- and 50-year-old age groups. However,
three (14%) men aged 60 years or older de-
veloped prostate cancer during follow-up.

In contrast, in men with both risk factors
and a PSA level above the median, cancer
prevalence rates increased with age: 8% for
men in their 40s, 16% for men in their 50s,
and 30% for men aged 60 and older.

The findings could lead to highly indi-
vidualized screening for prostate cancer
based on a man’s baseline PSA value and
how it relates to established, age-specific
medians, Ms. Mondo said.

Nine major professional organizations
issue prostate cancer—screening guidelines,
but only the National Comprehensive
Cancer Network (NCCN) currently rec-
ommends a baseline PSA test beginning at
age 40. “We believe all men starting at age
40 should have a baseline PSA measured,”
Ms. Mondo said.

Other organizations should consider in-
stituting baseline PSA readings, she said.
The American Urological Association PSA
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Best Practice Guidelines from 2000 rec-
ommend PSA screening beginning at age
50, although a lower minimum age is un-
der consideration for an update to be re-
leased this year, Dr. Kristen L. Greene said
during a different presentation at the meet-
ing. Dr. Greene is on the urology faculty at
the University of California, San Francisco.

“If you can know one fact about the pa-
tient, the PSA is what you want to know,”
said Dr. Freedland of the division of uro-
logic surgery at Duke University, Durham,
N.C. “T agree that the NCCN is on the
forefront of where we need to go. And if
you are low at age 40, you may not need
to repeat it for 5 years.” m
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¢ Rozerem is the only prescription insomnia
medication that works with the body’s
sleep-wake cycle to promote sleep and
has not been associated with sedation®?

» Clinical studies have shown no evidence of
potential abuse, dependence, or withdrawalt

¢ Across several studies, no clinically relevant
next-day residual effects were seen with respect
to memory (Word List Memory Test), psychomotor
performance (DSST), mood and feelings (VAS),
or alertness and concentration (Post-sleep
Questionnaire) when Rozerem was compared
to placebo*'?

*Sustained efficacy has been shown over 5 weeks in clinical
studies in adults and older patients.’?

TRozerem is not a controlled substance. A clinical abuse liability
study showed no differences indicative of abuse potential
between Rozerem and placebo at doses up to 20 times the
recommended dose (N=14). Three 35-day insomnia studies
showed no evidence of rebound insomnia or withdrawal
symptoms with Rozerem compared to placebo (N=2082)3°

FPatients should be advised to avoid engaging in hazardous
activities (such as operating a motor vehicle or heavy machinery)
after taking Rozerem.?

Please visit www.rozerem.com

Rozerem is indicated for the treatment of insomnia characterized
by difficulty with sleep onset. Rozerem can be prescribed for
long-term use.

Important Safety Information

Rozerem should not be used in patients with hypersensitivity
to any components of the formulation, severe hepatic impairment,
or in combination with fluvoxamine. Failure of insomnia to
remit after a reasonable period of time should be medically
evaluated, as this may be the result of an unrecognized
underlying medical disorder. Hypnotics should be administered
with caution to patients exhibiting signs and symptoms of
depression. Rozerem has not been studied in patients with
severe sleep apnea, severe COPD, or in children or adolescents.
The effects in these populations are unknown. Avoid taking
Rozerem with alcohol. Rozerem has been associated with
decreased testosterone levels and increased prolactin levels.
Health professionals should be mindful of any unexplained
symptoms which could include cessation of menses or
galactorrhea in females, decreased libido or problems with
fertility that are possibly associated with such changes in
these hormone levels. Rozerem should not be taken with or
immediately after a high-fat meal. Rozerem should be taken
within 30 minutes before going to bed and activities confined
to preparing for bed. The most common adverse events seen
with Rozerem that had at least a 2% incidence difference
from placebo were somnolence, dizziness, and fatigue.

Please see adjacent Brief Summary of Prescribing Information.
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