


Senator Jim Duncan

1V A laska State L egislature

— Aiaska State Senate-
State Capitol < Room 119 e Juneau, Alaska 99801-1182 = (907)465-4766 < Fax 465-4748

Memorandum

Date: April 30, 1996

To: Representative Jeannette James, Chair
House State Affairs Committee

From: Senator Jim Dui

Subject: SB 253, An Act relating to insurance coverage for costs of
prostate cancer or cervical cancer detection.

I request that you schedule SB 253, relating to insurance coverage for

costs of prostate cancer or cervical cancer detection, for a hearing in the House

State Affairs Committee as soon as possible.

Prostate cancer is a serious health concern to men over the age of fifty.
Prostate Specific Antigen (PSA) blood tests can be done to detect the presence
of cancer and alert men of potential health problems. .Currently, insurance
companies are not required by Alaska law to include this test in their
coverage package. SB 253 will require that insurance companies cover the

PSA on annual physical exams when appropriate.

The importance of screening for malignant cancer is well documented.
Prostate cancer accounts for 36% of all male cancers and is the second leading
cause of death in men after lung cancer as reported by the National Cancer
Institute. Although often presumed to develop slowly, nearly two thirds of
new cancer cases have spread beyond the prostate gland by the lime of

diagnosis.

In addition to coverage of the PSA, SB 253 would require coverage of
cervical cancer screening. Early detection of cervical cancer involves the Pap
Smear, a test that takes a small sample of cervical cells. The American Cancer
Society recommends that all women who are sexually active or over the age
of eighteen should have a Pap lest each year. About 90% of cervical cancer



cases can be detected early through the use of Pap smears. If discovered early,

cervical cancer is almost 100% curable.

SB 253 makes health issues a priority. | would welcome your support
in requiring that insurance companies cover the cost of prostate and cervical
cancer screening and request that you schedule this bill for a hearing in the

House State Affairs Committee as soon as possible.

Attachments
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MarkR. McCaughan, M.D.

Qparde,
Anrerican Boad
6
Urdlogy

327 Qadier Hghway
Juneau, Alaska 99001

(907) 5365556
Fax (907) 535601

001

March 26, 1996

Senator Janies Duncan
FAX 465-4748

Dear Senaior Duncan:

Thank you for your reguest for testimony in regard to your wish to have Aetna
cover the cost of prostute-specific antigen testing on a routine screening basis.

As you have undoubtedly learned, this is not currently covered as a screening
test. To be fair, its reputation as a screening test is controversial. However,
we all know of personal anecdotal incidences, and as a urologist 1 know of
many situations whereby curable prostate cancer was diagnosed solely on the
basis of the patient having had a PSA determination. Admittedly, it is falsely
positive on numerous occasions. However, it is impossible to place a value on
a life saved by early detection of prostate cancer.

As you likely know, the incidence of the diagnosis of prostate cancer,
particularly in a curable srage, has dramatically increased over the past few
years. While our ultimate ability to make the diagnosis depends on prostate
ultrasound and ultrasonically-guided needle biopsy as well, the initial suspicion
of the possibility of prostate cancer is almost always the result of an elevated
PSA. The time-honored method of diagnosing prostate cancer has heretofore
been the annual rectal examination. There are increasingly dismal statistics to
back up the fact that while this exam certainly does pick up curable prostate
cancer, it also simply points out the probability of prostate cancer, which in
many cases is no longer curable.

To summarize, PSA determination is indeed an important, and perhaps the
most important, first line test for the early diagnosis of curable prostate cancer.
Like many medical tests, it certainly has a significant incidence of false
positiviry. however, the fact remains that it is essential as a part of our
diagnostic armamentarium in regard to uncovering curable prostate cancer.

The current recommendations, depending on various sources, would generally
suggest that annual PSAs be done on the 50 to 60-year-old age group, and
semiannual PSAs beginning at age 60. This should be done ten years earlier if
there is a first degree relative with the diagnosis of prostate cancer or if one is
an African American.

| regret that | could not attend your committee meeting to testify in person.
My failure to do so does not indicate a lack of interest, but rather a schedule
which could not be changed without inconveniencing multiple patients to do
S0.

Tf I may he of further help in achieving your goal of including PSA
determination under Aetna coverage, please do not hesitate to call or write.

Mark R. McCaughan, M.D

MRM/blli
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Uenatnr Jim Dimrnn
Aluuka State; Capitol
Room 119
Juneau, Ak OIVI'JHI = |2
Dear I"ienator Duncan:
11 0 my iindorcianriinr) that you ara introducing .i bill Tor
till insLiranco roinp.mios tio pay.-for a prostate spcci lie
uiiiti Qrrt nr PRA testing f-cir I'rostate Ucncer. 1 think this
is wonderful arid nay jiaut due? for prevnnti on uncic-arly
det*>r:hnn of Proc.taLc* Cunccr.
In addition® | rtorrwnmrnrl that you j.nclurill ocveraga -for a PAP
test which is required if someone has an elevated PSA
result. Also, please consider coverage -for a penile
implant. Many men loose the ability to obtain an erection
after- surgery due to nerve damage* including mysel fwho

underwent Prostate surgary at. the age of 55*

w> 171 ti not have any syrnptoins of Prostate Cancer, but- it- was

rtistovef t'd with the PSA screening dc.ne at an routine

physical. Having had the surgery after a second opinion

by a Urologist in Seattle, | have and will take f r my
lifetime a chemotherapy oral medication and a monthly

injection - These two medications cost $298.35 and 1523725-..

per month.

the American Cancer Society promotes prevention and early

detection - Having the insurance companies pay for the PSA
screening which is approkimately $200.00 as likewise a PAP
screening if required will save? money and lives.

My coverage under the State of Alaska's Aetna plan will.not
cover a penile implant. Vet.,, the same plan will cover a
breast, reconstruction for a women that has had to undergo a
mastectomy. The breast is a non operating organ. I do not
resent This because hhr?rr-» is also an psyrhoinojc.s.l impact
with either of these procedures for a cancer patient.
Please ronsider amending your bill Va cover all ot these
procedure:?..

| would like Lrj testify at: the hearing. but untortunatolv.

work for the Alaska Marine Highway; and wi 31 hr- out on the

ship. 'm ease accept this letter as niv test | !(»DriV.

According to the American Canenr Society. Prostate (lancer

incidence rates increased 507. between 19B0 and 3790, 1larrjaly
due. i~0 1irprov&cA detzeft on. There wa*p rnztxeijy 000

PO1



-Joaths in j<?9?v, |lhe second leading cause of cancer death In
wig'll, with [ILiml cancer belJ rig nu/libor one. The S /ear t.urviwal
r«.Lr fcor paV.icrrlis wH:h prostate cancer diagnosed while it s
'stj 11 localised jd 94/1.

diincercly,

Jim KLuuahtoil

m>41 Ci IVl vers jcle In- .

Juneau, hk 99GO0J
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Alaska Nurses Association

237 E. 3rd Avenue #3  Anchorage, AK 99501 -2523
(907) 274-087.7 FAX: (907) 272-0292

Dear Commitee Members:

This letter indicates support of the Alaska Nurse's Association
and the Alaska Nurse Practitioner Association for SB 253, relating to
insurance coverage for costs of prostate cancer detection. Presently,
women live longer than men. This bill would increase men's odds of

survival!

If you exclude skin cancer, prostate cancer is the leading cause
of cancer in men. In the U.S., there were 200,000 new cases in 1994.
It is the second leading cause of death from cancer in men, causing
38,000 deaths in the U.S. in 1994.

Certain factors place some men at greater risk for developing
prostate cancer. These include: African-American background,
increasing age, and perhaps a diet high in fat intake. The course of
prostate cancer is extremely variable. Some tumor subsets are
aggressive, grow rapidly, metastasize quickly and lead to a rapid
death. Generally, they are slow growing, do not present symptoms,
and are only found incidentally at autopsy.

PSA isan enzyme test which measure prostate-specific antigen
in the blood.This protein is specific to the prostate, but not to
prostate cancer. So blood levels of the protein correlate to the
amount of prostate tissue. This means that all kinds of prostate
tissue, whether it is normal or malignant, may increase the PSA.
Eighty percent of men with prostate cancer, will have an increase in
PSA. A smaller increase is occasionally seen in older men with an
enlarged prostate, which is a common condition in elderly males. If
PSA results are low (< 4 ng./ml.), one feels reassured. If results are
high (>10 ng./ml.) the client is referred to a urologist. Results
between 4-10 are in "the gray zone". This is considered a minimal
elevation. Twenty five % of these men (with results between 4-10)
will have prostatic cancer, regardless of the finding on a digital rectal

examination.

Most authorities who recommend the PSA test, advocate
combining it with other moralities such as digital rectal examination
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or trans-urethral ultrasound. Although PSA misses about 20-30% and
digital rectal exams miss about 50% (range, 14-64%) of prostate
cancer, the two together detect an additional 15-20% or more over
results from either one alone.

The treatment for prostate cancer is surgery and/or radiation.
Urinary incontinence is a complication in 30% of cases.

Routine screening of men without symptoms of prostate cancer
is controversial. Presently, no data links PSA screening with a
decrease in deaths from prostate cancer. The FDA has not approved
PSA as a screening test for early detection, although it is approved
for monitoring patients who already have prostate cancer.

The American Cancer Society (ACS) and American Urological
Assn. (AUA) recommend annual PSA testing for all men aged 50 and
older. Both of these professional organizations recommend annual
screening for men younger than age 50 who are in high-risk groups.
This includes men 40 and over with a family history of prostate CA &
men who have had their vasectomy at 40 or older.

The AUA recommends stopping annual testing at 70.

The ACS recommends screening be stopped when the patient’s,

life expectancy is <10 years.

The American Academy of Family Physicians, Canadian Task
Force on Periodic Health Examinations, National Cancer Institute, and
US Preventive Services Task Force do not recommend routine
screening in asymptomatic men

The negative side of this testing is that up to 70% of men with
PSA levels b/w 4-10 will not have prostate cancer and may undergo
the expense, discomfort and emotional stress of additional diagnostic

studies for no benefit.

The possible benefits of PSA screening are:
-men are more willing to have a blood test than a physical exam.
-if it is combined with a digital rectal examination, there is a 2-3
time increase in prostatic cancer detection rate
- a decrease in death from prostate cancer that is discovered early.
However, there is no current data available to demonstrate this. (This
test has only been available since 1979, hence the reason for the lack

of long-term data)
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- PSA may improve the specificity of prostate cancer screening and

reduce unnecessary biopsies.
- it is the most cost effective way of screening for prostatic CA. (The

cost of a PSA at Corning Lab is $43.30. A trans-urethral ultrasound in
a urology office is $325.00)

More specific screening tests are needed. As we speak, these
are being developed. They include:

-adjusting for increasing age

-measure serial PSA's and calculate the rate of change

-calculate the ratio of PSA level to the volume of the prostate

(PSA Density)

Although this is not a perfect test, it is the best that we have
for now. The Alaska Nurse Practitioner Association and the Alaska
Nurses Association recommend that this bill be passed with the goal
of detecting prostatic cancer at a curable stage, thereby improving

men's health.

Sincerely,

Mary Anne Wilson, MS, RN, CS, ANP
Legislative Representative for the
Alaska Nurse Practitioner Association and the

Alaska Nurses Association
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performed in combinationr for the early detection of
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ORIGINAL
- SENT: 03/24/96 TIME: 21:36 a" /| t
i FROM: STEVE DICKINSON
SUBJECT: ALERT: SLJS UPDATE HI
< PRINT DATE 03/26/96 TIME: 13:44
MEDIA ALERT March 24, 1796

TO: Communicaticms/Pl Directors, CRS Coordinators
cc: Division EVPs., NVPDSs, National Media b. Government
Relatians CIfTicos

SUBJECT: News From the Science W riters Seminar -= Alert ffl

CONTACT PERSONS: Joann Scheilenbach or Lynne Camoosa;
45.5-749-6187, 415-749-6138, 415-749-6189

This Media Alert is the first update from the Science Writers
Seminar in San Francisco, highlighting Sunday's
presentations.

SUNDAY'S PRESENTATIONS ARE EMBARGOED UNTIL.MONDAY
Four presentations on various aspects of prGstate cancer:

# Thomas Stamey, MD - Stanford University- discussed
standardization issues for prostate specific antigen (PSA)
testing. Currently in the United States there are five FDA
approved F5A assays. Dr. Stamey's research is aimc?cP~at
standardizing PSAs throughout the world, a parallel concern with
qguality control in mammography screening.

< Glen De Vries, PhD - Columbia University - |Is developing a
process to address the need for a staging modality that can
detect prostate cancer that has spread to the bloodstream. Using
molecular biology to obtain unique prognostic information
possibly can help determine the course of treatment and eliminate
surgery in men whose cancer has already spread.

£ Haakon Radge, MD - University of Washington - crosented seven
years of data on the longest and largest series of men treated
with brachytherapy Cradioactive seed implants). Men with small
localized disease continued to do well in this series..

~ John A. Petros, MD - Emory University - Coscribes an approach
to treatment of metastatic prostate cancer by delivering CNA
molecules to cancer cells.. The DNA is "hooked up to" .xndroaens.
The DNA, once it is in the cell, shuts down the oncogene. This

approach is far from clinical application.
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FISCAL NOTE  QRHshDE
STATE OF ALASKA
1996 LEGISLATIVE SESSION

c3"5-3

Revision Date: Department: Commerce and Economic Development

Title: Insurance (or Prostate Cancer Testing BRU: Insurance

Component: Operations

Sponsor:  Senator Duncan
Requestor  Labor & Commerce Committee _COMPONENT SERIAL NO..

Exoanditures/Revenues (Thousands ol Dollars)
OPERATING EXPENDITURES FY 97 FY 98 FY 99 FYOO FY o1
PERSONAL SERVICES

TRAVEL

CONTRACTUAL

SUPPLIES

EQUIPMENT

LAND & STRUCTURES

GRANTS, CLAIMS

IMISCELLANEOUS

TOTAL OPERATING

CAPITAL EXPENDITURES
CHANGE IN REVENUES

FUND SOURCE

1002 Federal Receipts
1003 GF Match

1004 General Fund

1005 GF/Program Receipts
1006 GF/MHTIA

Other

TOTAL

Estimate of «ny current year (FY 96) cost: $ 00

POSITIONS

FULL-TIME 0l 0l
PART-TIME

TEMPORARY

ANALYSIS:  (Attach a separate page il necessary)
No fiscal Impact

Prepared by Joan Brown. Administrative OHicer ~  Phone: 465-2597
Division: Insurance L3 Date:2/9/%6
Approved by Commissioner William L. Hensley Dale:~ ,1-
Agency: Comme.ce and EcOTomic Deve"/oment

PREPARER TO PROVIDE ALL DISTRIBUTION COPIES TO GOVERNOR"S LEGISLATIVE OFFICE
For lurther distnbution inlormation, call the Governors Legislative Office
Page 1ol 1

FY 02



No.
FISCAL NOTE

Al \ersian: S153

ATE OF ALASKA
LEGISLATIVE SESSION (S) Pubiish Date: 3 — 1]

Date: Department Affected: Al Agencies

Act relatmo to insurance coveraoe for costs of prostate BRU: All Agencies
cetectton. Component Al Agencies
:r. Duncan
ston COMPONENT SERIAL NO. _64_
ditures/Revenues: (Thousands of Dollars)
PERATING EXPENDITURES FY 97 FY 98 FY 99 FYO0O FY 01 FY 02
50NAL SERVICES 0.0 0.0 0.0 0.0 0.0 0.0
/EL
TRACTUAL
'UES
PMENT
) L STRUCTURES
NTS, CLAIMS
ELLANEOUS
AL OPERATING 0.0 0.0 0.0 0.0 0.0 0.0
TAL EXPENDITURES 0.0 0.0 0.0 0.0 | 0.0 1 0.0
NGE IN REVENUES f | 0.0 0.0 0.0 0.0 | 0.0 0.0
D SOURCE: (Thousands of Dollars)
Federal Receipts 0.0 0.0 0. 0.0 0.0 « 0.0
GF Match
GF

AIProgram Receipts
jF/Mental Health
ER

AL 0.0 0.0 0.0 0.0 0.0 0.0
nata of any current year (FY 96) cost $ zero
moNS:

-~-TIME 0 0 0 0 0 0
T-TIME

PORARY

LYSIS: (Attach a separata page rfnecessary.)

entty the State's plan pays for the Prostate Specific Antigen (PSA) test only when there are clinical signs or symptoms
=gstate disease. This bill would exoand health coverage to include routine prostate cancer screening. The State's

thinsurance premiums are based on the experience of tha plan. We anticipate an increase in health costs of
=oximately S6CI.000 per year.

60 by Robert F Stalnaker Phone: "65-A470

n Renremer: &Benents Date:

eea bv Ccmmissioner.  Mark Bover / / aidtiny |
?2ecanment of Adminisiraoon Cate:

T

PREPARER TO PROVIDE ALL DISTRIBUTION COPIES TO GOVERNOR S LEGISLATIVE OFFICE
For lurtrer aistnounon information. call the Governors Legislative Office

*.35 Page 1 of 1



Senatcgr Jim Duncan

Alas'ka S tate L egislature

Alaska State spnato— e
Slate Capitol + Room 119 ¢ Juneau, Alaska 99801-1182 « (907)465-4766 +« Fax'»65-4748

February 2. 1996

SB 253

Mandating Insurance Coverage for Prostate Antigen Blood Tests

Senator Jim Duncan today introduced legislation which will
require that insurance companies doing business in Alaska include
Prostate-Specific Antigen (PSA) screening as a covered benefit.

Many insurers do not cover this blood tesc which the American
Cancer Society recommends be performed annually on all men 50
years ofage and older as a part of an annual prostate examination. The
American Cancer Society also recommends that PSA screening begin
at the age of 40 for men at high risk.

"I believe providing coverage for this important test can save
lives or improve the quality of life for many Alaskan males." Duncan, a
Juneau Democrat, said. "In 1991, the Legislature mandated insurance
coverage for mammograms, and SB 253 represents a similar step
towards preventative health care for men."

According to the National Cancer Institute, prostate cancer is
the most common malignant cancer in American men. Prostate
cancer is now the second leading cause of death in men. the first
being lung cancer. The PSA test clearly increases the detection rate of
early stage cancers, thus resulting in better, less invasive medical
treatment for the patient.

-30-
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SCREENINC FOR PROSTATE CANCER WITH
PROSTATE-SPECIFIC ANTIGEN

An Examination of the Evidence
Steven H. Woolf. M.D.. M.P.H.'

AFTER lung cancer, prostate cancer is the leading
1 x. cause of deaths from cancer among men in the
United States. It will claim 40.000 lives in 1995.1Stud-
les in the early 1990s demonstrated that levels of pros-
tate-specific antigen (PSA), a serine proteasc, are ele-
vated in most men with clinically important prostate
cancer and that measuring them is the best means
for early detection of the disease.-'3In 1993, the Amer-
ican Cancer Society recommended that clinicians
measure PSA in all men 50 years of age and older as
part of an annual prostate examination and that PSA
screening should begin at the age of 40 in men at high
skt The American Urological Association issued
similar recommendations. Support for PSA screening
is_not universal, however. Recommendations against
gSA_screenlng have been issued by the U.S. Preventive
ervices Task Force, the Canadian Task Force on the
Periodic Health Examination, and the Canadian Uro-
logic Association.” Recommendations by the Ameri-
can College of Physicians and the American Academy
of Family Physicians arc currently under review. Phy-
sicians in practice have opposing views about PSA
screening.9 _

The debate about whether to perform PSA screening
has important |mﬁ||cat|o_ns for both individual and pub-
lic health, but the setting of appropriate policy has
been hindered by inadequate data. Screening may re-
duce morbidity and mortality associated with prostate
cancer, but this hypothesis is unproved. On the other
hand, widespread testing may set off a cascade of diag-
nostic and treatment procedures with potentially seri-
ous complications, but the magnitude of these risks is
uncertain. The overall balance of benefits and harms is
therefore unclear. The economic implications of PSA
screenlng are also unknown: testing all men o- -t the
age of 50 could cost the country hillions of dollars, but
the investment m|%ht be justified if suffering from pros-
tate cancer could be reduced. o

This article reviews the central scientific arguments
m the controversy over PSA screening. The discussion
is organized around the principal scientific questions
that should be asked when one is evaluating any screen-
ing test: Is the target condition serious? Is the screenmg
test accurate? Does early detection improve outcome?

RAnin ike DojLirinonl d Fanily Practice. Fairfax Fanily Practice Carter.
Midical (rllece of irginia. Fairfax Addox rgnrt r 1o Q. Wodlfd te
Fairfax Family Pratice Grter. >712 Crerles Sevari L. Fairfax \A2X033
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Is icrecning or treatment harmful? Docs screening do
more good than harm?

Analytic |lssues

s Prostate Cancer Serious?

~There is little doubt about the seriousness of progres-

sive prostate cancer (tumors that spread beron the
capsule or metastasize). Thousands of men suffer pain-
ful complications and die prematurely from such tu-
mors. Ten-year survival rates are 75 percent when the
cancer is confined to the prostate, 55 percent with re-
gional extension, and 15 percent with distant mctasta-
ses.” Age-adjusted mortality from prostate cancer has
increased hy 24 percent in recent years" and, largely
because of increased screemng, the incidence of new
cases has risen by 40 percent.l?

Not all prostate cancers arc serious, however, he-
cause of the frequently indolent behavior of the disease.
Autopsy studies reﬁort that about 30 percent of men
over the age of 50 have histologic evidence of prostate
cancer.3 xtraﬁolatlon of these rates to U.S. census
data suggests that as many as 9 million men could har-
bor latent grostate cancers (Table 1). Since there are
about 40,000 Icaths each year from the disease,l it
seems likely that most prostate cancers in the ﬁopula-
tion arc not clinically important Most men with lat it
prostate cancer die with, rather than from, the disease.

Is PSA Screening Accurate?

Because it might be unethical for researchers to per-
form biopsies on men with normal PSA results, the true
sensitivity and sEeuflmty of PSA s_cre_emn? are un-
known. The test has a reported sensitivity of up to 80
Eerc_ent in delecting prostate cancer in screened men/

ut it lacks specificity. False positive results due to the

presence of henign prostatic hy ertrophg{]or prostatitis
arc common; 25 to 46 percent of men with benign pros-
tatic hypertrophP/ have elevated PSA values.334 PSA
values may also fluctuate by as much as 30 percent kn
physiologic reasons.-" The reported positive predictive
value of PSA in screening studies is 28 to 35 percent,
which means that one third of men ki .'i elevated PSA
levels (>4 mg per milliliter) will be found to have pros-
tate cancer on hiopsy and two thirds will not (i.e., will
have false positive results).|,43 Participants in these
studies were cither patients seen at urology clinics or
community volunteers, which has caused some to ques-
tion whether the positive predictive value might be low-
er when s,creenln% occurs in primary care settings.

Promising techniques to improve the accuracy of
PSA screening include measuring PSA density"1 (the
PSA concentration divided by the volume of the gland)
or the rate of change in PSA over time.3 A third ap-
Broach IS to use age-adjusted reference ranges,3Lsince

SA values increase with age. Fmallf/, some advocate
measuring the ratio of free to complexed PSA.3 PSA
bound to alpha,-antichymotrypsin accounts for a larger
proportion of total PSA in patients with prostate cancer
than in those with benign prostatic hygertrophy. No
single approach lias yet been proved to be more accu-
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rale ilmn another, for now. the host way to reduce the
frequency of false positive results is to coi'nhing ['SA
screening with the aigital rectal examination, which in-
creases ﬁwe positive predictive value from 32 to 4!) per-
cent if the results of both are abnormal.’ -

A more fundamental problem limit false ﬂosmve re-
Milts, however, has been how to determine whether can-
cers detected through PSA screenin grue positives)
are clinically important. As has already been noted, au-
topsy studies suggest that 31) percent of men over the
age of 50 have latent prostate cancers that arc unlikely
to produce sKmptoms or affect survival. It has long
beCn learcd that population screening would preferen-
tially identify these latent cancers (rather than aggres-
sive disease) and that thousands ol men who arc more
likely to die of other causes (e.g., coronary artery dis-
ease) would be subjected to unnecessary testing and
treatment for prostate cancer. Recent evidence su%-
gests. however, that cancers detected through PS
screening may be more aggresswe and clinically |m?or-
tant than latent cancers found on autogs . About 3L to
30 percent of cancers identified through PSA screening
and radical prostatectomy have evidence of extracapsti-
lur extension, poorly differentiated cells, large volume,
or mctasiases.JIUl These features are associated with
an increased risk of progression, although they arc not
pathognomonic of aggressive disease. Autopsy studies
also r_eport capsular penetration, local tissue invasion,
and diffuse or poorly differentiated cells in 10 to 88 per-
cent of men with no antcmorient prostate history." u
For now, neither PSA values nor hlstolog_ic findings can
predict with certainty whether a newly diagnosed pros-
tate cancer will progress or remain latent.

Dogs Early Detection ol Prostate Cancer Improve
QOutcomes?

Ultimately, acc_urac?]/ is less important than clinical
outcomes in judging the efficacy of screening. Debates
about the relative superiority of density, rate-of-cltan%e,
and other indexes in improving the accuracy of PSA
screening arc irrelevant unless early detection improv es
the patient's health. PSA screening is often defended in-
correctly on the basis of what lias been discussed thus

Table 1 Eslimaied Prevalence ol Lfétent Prostate Cancer in the

Unitea States. According to Age.-
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far. with the evidenve that (he test/:can detect organ*
ton lintel cancer cited as sullicieni grounds fur screen-
ing. Screening cannot be justified unless patients who
are screened have better health outcomes than those
who are not. The literature provides such evidence lbr
breast, cervical, and colorectal cancer screening.1

~ There is little direct evidence, however, that screen-
ing for prostate cancer reduces morbidity or mortality.
Indeed, lew controlled studies have ever addressed this
question. Observational studies of screening by digital
rectal examination reported no henefit." " and no con-
trolled study of health outcomes after PSA screening
has yet been reported. Randomized, controlled trials
addressing the health benefits of screening arc under
wav- in the United States and Europe, but the results
will be unavailable for more than a decade.Jj _

There is some indirect evidence that early detection
may be beneficial. Men who undergo PSA screening are
more likely to have carlv-stagc disease at diagnosis (a
phenomenon known as “stage shift”) than unscreened
men, and the proportion of cancers that arc cllnlcallﬁl
or ﬁatholog[cally advanced appears to decrease wit
each successive year of testing.)" Survival data suggest
that men with localized tumors at diagnosis live longer
than those with more advanced disease.1 It is unclear,
however, whether these findings rcliect lead-time and
length biases rather than an actual improvement in out-
come. (Lead-time bias occurs when survival appears to
be lengthened because the diagnosis was made earlier,
rather than hecause death was delayed. Length bias re-
fers to the tendency of screemn([;_ to %enerate favorable
outcomes by preferentially detecting slowly growing, in-
dolent tumors, as opposed to aggressive tumors that
arc_present in the population relatively briefly.)

One reason for questioning the effectiveness of early
detection is the lack of direct evidence that treatment
for prostate cancer improves outcomes. Arguments for
the effectiveness of the principal treatments for pros-
tate cancer — radical prostatectomy, radiation therapy,
and hormonal treatment — are supported mainly by
uncontrolled observational reports. The lack of controls
and other design flaws limit the f)ersuasweness of this
evidence. A randomized, controlled trial conducted in
the 1970s reported that radical prostatectomy did not
improve 15-vear survival, but the trial suffered from
numerous mcthodologic problems.-" Well-designed ran-
domized, controlled trials of treatment arc now under
WQY in the United States and Europe, but the results
will be unavailable lor more than a decade."

Skepticism about the efficacy of treatment has been
hmﬁhtened in recent years by evidence that patients
with earlv-siagc prostate cancer have good outcomes
even without treatment. Johansson  and colleagues fol-
Iowed_a_poloulatlon-based cohort of 223 Swedish men
with initially untreated prostate cancer. After 125
years, only 10 percent had died of prostate cancer and
Jfi percent had died of other causes: the 10-vear dis-
ease-sPemﬁc survival rate was RS percent. Critics ar-
gued that survival may have been inflated by the in-
clusion of a large proportion of older men with small,
well-differentiated tumors."™ Moreover, of the patients
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who were alive at 10 years. 45 percent had tumor
growth or metastasis, prompting speculation thht a sur-
vivnl disadvantage m|ght have become apparent if the
Ibllow-up period had been longer.
‘More recent studies of conservative treatment have
failed to resolve the issue. A review of all men with
rostate cancer who died between 1988 and 1990 in
>0teborg, Sweden, reported that men with conscrva-.
||V6|8/ treated localized tumors had mortal|tf/ rates of 50
to 100 percent, but the retrospective and selective study
design kWhICh included, for example, only decedents,
rather than all men with prostate cancer, in the denom-
inator) limits the utility of the data." In the United
States, an analysis of prostate cancer cases in Connect-
icut estimated that, after a mean follow-up of 16 years,
life expectancy with conservative treatment of localized
prostate cancer (cither no treatment or hormonal ther-
apy) was unchanged from that of the general popula-
tion if the tumor was of low grade but was reduced by
as much as 4 to 5 years or 6 to 8 years if the tumor was
of moderate or high grade, respectively. These data de-
rive from a retros?ectwe chart review of cases diag-
nosed between 1971 and 1976, however, and include
onlg patients 65 to 75 years of a%e."
esearchers have pooled study data to model the
natural history of untreated prostate cancer, but their
f|nd|n%s have also been criticized. On the basis of data
from 144 articles, Wasson et al. 13 estimated that the an-
nual risks of metastasis and death from untreated pros-
tate cancer were low (1.7 percent and 0.9 percent, re-
spectively). This study was criticized for including a
large proportion of patients with wcll-dilferentiated tu-
mors and patients receiving androgcn-dcprivation ther-
apy. On the hasis of six major studies. Chodak et al.*1
reported that conservative management (delayed hor-
mone therapy but no surgical or radiation therapy? was
associated with a 10-year disease-specific survival rate
of 87 percent for men with well-differentiated or mod-
erately differentiated tumors and 34 percent for men
with poorly differentiated tumors. For patients alive
after 10 years, the probability of having metastatic dis-
ease was 19 percent, 42 percent, and 74 percent, re-
spectively, for well-, moderately, and poorly differenti-
ated cancers. Although critics disagree with the study's
probability estimates, 11 the findings underscore the role
of cell differentiation in predicting future tumor pro-
gression.

Is Screening or Treatment Harmful?

The potential benefits of any screening test must be
weighed against the potential harm of testing and treat-
ment. In the case of PSA screening, the physical effects
of venipuncture arc trivial, but the consequences ol
false positive (and false negative) results deserve con-
sideration. If the reported positive predictive value of
28 to 35 percent is assumed to be correct, two out
of three men with abnormal results on routine PSA
screening will not have cancer. Before cancer can be
ruled out, however, they must undergo the inconven-
ience and discomfort of follow-up testing (e.g., repeat
PSA testing, ultrasonography, an b|opsy? and the anx-
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icty of waiting for results. Needle hiopsy is performed
in about 20 percent of screened men and s complicated
by infection or bleeding in 0.1 to 4 pcreen* of patients
and by discomfort and anxiety in 58 to 68 percent of
patients.-0 " o

A more serious source of concern than testing is the
potential complications of treatment (e.g., impotence,
Incontinence, and death), the probabilities of which arc
summarized in Table 2. Although experts report anec-
dotally that their complication rates arc lower than
those in published reports, co_mﬁllcatlon rates in the
community are thought to be higher (Table 3). Report-
ed mortality rates for radical prostatectomy are 0.2 to
1 percent, with lower rates reported by urologists at
- ccialized centers and in studies involving patients un-
der the age of G5.L,iy'd

Does Screening Do More Good Than Harm?

Ultimately, the most important question about PSA
screening is whether it improves the overall health and
well-being of patients. As has already been noted, clin-
ical trials that will provide this information are cur-
rently in progress. In the meantime, researchers have
used decision analysis to try to estimate the net effect
of benefits and risks on qua||t¥-adjusted survival, but
both the methods and results of these analyses arc con-
troversial. Decision analyses of screemn?-_ B have even
suggested that quality-adjusted survival is reduced by
screening, but the models’ assumptions have been
challenged.51 Other decision analyses have focused on
the effects of treatment. Fleming ct al.” concluded that
treatment, when compared with observation, increases
quality-adjusted survival by less than one year and de-
creases survival in men over the age of 70 and those

Tal]g!e 2 Regorted Com |icatio|n Rates for Radical

rostatectomy and External-Beam Radiation
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Table 3. Adverse Quicorr,es ol Rad'\cal Prostatectom hReEg,rted
by a National Probability Sample ol Medicare Patients.
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tumors. 15" _

In assessing whether PSA testing does more good
than harm, one must consider the effect of screening on
other health care services. Screening t;{pllcally oceurs in
the pnmar% care setting, where busy clinicians are con-
cerned with other preventive services (e.g., breast-can-
cer screening, immunizations, and smoking cessation)
and caring for sick patients. Time devoted to prostate
screening may come at the expense of other conditions
that pose a _g?reater threat to individual and public
health. A similar phenomenon can occur on a national
level, where other health care services could be affected
by the provision of prostate screening and follow-up to
the 28 million American men over the age of 50 to
whom the recommendations of the American Cancer
*Society agaplly. The first year of screening could cost an
estimated SI2 billion to S28 billion,'5" and subsequent
screening mu};}ht cost S3 billion per year.® If screening
can reduce the disease burden from prostate cancer,
this large investment might be worthwhile,4" but its
ability to do so remains unproved.33

Is There Enough Evidence?

Definitive evidence of whether prostate screeninq and
treatment improve health will be unavailable until the
turn of the century, when current clinical trials will be
completed. For now, the debate centers on what the ap-
propriate policy should be in the meantime, a period
during which thousands of men will tlie of prostate can-
cer. Since screening has the potential to save lives (al-
though its actually doing so is unproved), few would
question the appropriateness of screening were it _not
for its potential harm. Proponents and critics of PSA
screening differ in the ways they balance the benefits
and risks, _ _ _

_Proponents believe that the benefits outweigh the
risks: they argue that waltmg_for better evidence is un-
necessary and that withholding screening while men
die of prostate cancer is unethical. Critics of screening
worry that the risks may outweigh the benefits. They

Nov. IX Iy

: . (%
believe that current evidence docs nof:ensure safety
and that encouraging screening without this evidence
is unethical (firimum non nocac). Until better data be-
come available, the true balance of benefits and risks
rcmains a matter of opinion.

I-low to Advise the Patient

These uncertainties must be _a_cknowledgied when
physicians counsel patients. Physicians should neither
recommend nor discourage PSA testing without, first,
ensurlr_l% that patients have complete information about
potential benefits and risks, and second, determining
their personal preferences. Although it is advisable to
obtain informed consent for any screening test, it is es-
pecially important for PSA screening, because the data
are unclear and ﬁatlents face potentially serious conse-
guences to health and survival by either ac oting or
eclining the test. Patient education is also it, ortani,
because most men receive incomplete or inaccurate
information about PSA from acquaintances, advertise-
ments, and the lay media. _ o

Therefore, the first step in counseling patients is to
present the facts about the benefits and harm that can
result from testing and treatment. Fact sheetsd and
videotapes"- can help provide an unbiased summary of
both sides. The second step is to assess the patient's
preferences. This step is necessary because the fear of
cancer, the potential impact of iatrogenic complications
on the quality or life, and the absence of "proof” from
controlled studies mean more to some men than others.
Before deciding on testmg, the patient should consider
the procedures that would necessarily follow an abnor-
mal screening result and whether he would want to be
treated if cancer were diagnosed. In particular, men
with a life expectancy of less than 10 years should be
advised that screening and treatment arc unlikely to be
hel(gful and may worsen the quality of their lives.

)nce fully informed about the consequences, some
patients find it difficult to make this decision and prefer
Instead to seek the doctor's advice. Offering an opinion
in response to this invitation is entirely appropriate, but
physicians who uniformly encourage or discourage PSA
testing without first reviewing the facts and exploring
preferences are unfairly imposing their values on the
patient. For this reason, adding a PSA measurement to
a panel of other tests, as one would add a potassium or
hemoglobln measurement, is inappropriate if it is not
preceded by the kind of discussion described above. It
Is equally inappropriate for a physician opposed to PSA
screening to avoid the topic when patients do not re-
quest the test. Patients who are unfamiliar with PSA
testing have a right to know about the availability of
the test and the recommendations of groups that en-
courage screening.
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Next stop: Olympics

W ith M iller
back, | feel

lots”b etter

By MIKE STEWART
THCIUNCAUBMADI

hat a joy it was to
W see Mike Miller at
the Augustus Brown

poolside in the

Southeast Regional Champion-

ships over the weekend.

Here he was helping kids with
their techniques, jotting notes,
talking to parents and helping di-
rect the meet, just as he's done
for the past 14years as the coach
of the Glacier Swim Club.

The pool - indeed, the com-
munity - hasnt felt right in the
past few months in his absence.
Selfishly, it made me feel much
better to see him in the role of a
coach again, instead of wondering
how he was doing far away in an
Oregon hospital as a patient.

For those who aren’t aware,

" Miller was diagnosed with pros-
tate cancer on Jan. 17. That bad
news quickly got worse when it
was discovered it had spread to
bone cancer. He now has a tumor
on his spine at the base of his
neck and three more on his skull.

“They have what's called a
staging cell of Athrough D,” Mill-
er explained of cancer cell pro-
gression on Saturday in his office
above the pool. On the deck be-
lo\v; some 250 kids from five
Southeast'dommunities battled
for region honors. “I’'m at a D-2
range, which is classified as in-

curable.” . . ) BRAVWALAHTHEU
Glacier SmMm Club coach Mike Miller talks tc Eic Moss, 8, on Saturday during the Southoa

On a scale of 1-10, Miller was

told his form cancer was a ver gional Championship meet at the Augustus Brown pool. Miller was at poolside for the first t
agaressive. hieh-erade 9. The Ko’[ nearlv thfPP mnnthQ cinro hrvinn WionnnmH »..uu ot e
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aggressive, nign-grade 9. The bot-
tom line: he was given 17to 35
months to live. " '

"You're scared, you just go
numb," he said of his reaction
upon learning his condition. “ My
immediate concern was for my
wife (Judy) and my whole fami-
ly."

The Millers thought they could
handle anything. They’ve had
good training for tiiis sort of situ-
ation. It was only five years ago .
when their son, Todd, faced an-
other life-threatening situation.
He was hit by a truck while riding m
his bike. For a few agonizing days
they didn’t know if Todd would
survive. Thankfully, he’s since
made a near-complete recovery.

“We'd been through this trau-
ma once before," Miller re-
counted. "We felt like we'd have
a better go-round because of our
experience." -V

But they learned
fear, doesn't go away, pd matter -
how many times a famiiyis-airfcV -
fronted with death.

"That hasn't beenUhe case; -
Miller quietly agreed.i*It’s been
difficult at times." "

Despite having every reason to
feel cheated and bitter-foKjall of.
their recent hardships.'ithe'Miller
family members have tried to re-
main positive throughout. And,
Miller added, there is reason to
be positive. n

First, he said the love from his
family and the over whelming
support he’sreceived from the
community are a springboard to
health in even the most dire situa-
tions, regardless of how bleak the
prognosis is.

“That's the bottom line," he
said. "You have this awareness of
how much love they have for you,
and you for them. It maizes all of
us strong."

To the point of healing?

"I believe it can do that."

Further, Miller has undergone
aradically new - and dangerous
- treatment which has been re-
markably successful. A normal
prostate specific antigen count is
around four or below. When Mill-
er was first tested, his PSA count
was a whopping 26.6.

What does this mean in medi-
cal terms?

"Basically, | was off the Rich-
ter scale," he chuckled.

But in the less that two months
that he’s received hormonal
treatment in combination with
the drug Suramine, his PSA level
has dropped to a miniscule .05.

"That makes everyone at Ore-
gon Science Health University
kind of jazzed," Miller said, re-
ferring to the clinic where he re-
ceives treatment. "There’s only
20 people in the country getting
this same treatment, and I've had

Pleaso too Sidelines, Pngo B3 |

Suddenly cool Mariners lo

THEASSOOATEDRREM

SEATTLE - Juan Guzman al-
lowed five hits in eight innings,
and Shawn Green homered and
doubled in the go-ahead run Satur-
day night, leading the Toronto
Blue Jays over the Seattle Mari-
ners 3-1.

Ken Griffey Jr., batting just
.217, accounted for Seattle's run
with his sixth homer, The Mari-
ners lost their second straight fol-
lowing an eight-game winning

. streak, which tied a team record.
.- Guzman (3-1) allowed five hits
An~eight innings, struck out seven

and walked two. Mike Timlin
pitched a perfect ninth for his third
save.

Afler allowing Griffey’s homer
in the first, Guzman loaded the
bases on walks to Edgar Martinez
and Paul Sorrento, and an error by
centerfielder Otis Nixon on a drive
by Jay Buhner.

Guzman retired Doug Strange
on a liner to shortstop, ending the
inning, and Seattle failed to get a

srunner past first base after that.

Paul Menhart (0-2), who has a

Mets top
Rockies,
halt skid

B Vizcaino's two-out
run-scoring hitin 10th
inning decides it

-mi ASSOOATEDFRESS

NEW YORK - Jose Vizcaino,
back in the lineup after the birth of
his son, singled home the winning
run with two outs in the 10th inning
Saturday and the New York Mets
beat the Colorado Rockies 4-3, end-
ing a three-game losing streak.

Andres Galarraga homered
twice, doubled and drove in all
three Rockies runs. He led off the
ninth inning with a home run
against John Franco (2-0), tying it
at 3.

Rey Ordonez opened the Mets’
10th with a bloop single off John
Habyan (0-1) and moved to second
on a two-strike sacrifice by pinch-
hitter Brent Mayne. Vizcaino sin-

Please see NL. Page B3

Yanks ‘Doc’ not feeling'well
after getting sent to bullpen

THEASSOOATEDRRESS
MINNEAPOLIS - Dwight
Gooden, 0-3 with ail 1148 ERA in
three starts for the New York
Yankees, was demoted to the
bullpen Saturday.
Gooden, back in the majors af-
ter a 1%-year suspension for vio-
lating his drug aftercare pro-
gram, was droppec from the ro-
tation a day after liis worst out-
ing of the season, a 7-1 loss to
Minnesota.
"1 have no problem with it,”
Gooden said. “ That tells me a lot
of work needs to be done.”

7.15 ERA, gave up all three runs
and seven hits in six innings.

He opened the game with walks
to Nixon and Domingo Cedeno,
then allowed a two-out infield sin-

Gooden gave up six runs on s
hits and four walks in three-pli
innings Friday night. Managi
Joe Torre informed Gooden e
the decision when the pitcher a
rived at the Metrodome for Sa
urday night’s game.

"We have no .choice at th
point," Torre said."

Torre said he considered sent
ing Gooden to the minors, but 1
believes pitching coach Mel Sto
tlemyre is the best person to he.
Gooden. Stottlemyre, Gooden
pitching coach with the Ne

P1*a*a *«« Goodan, Poge B’

gle to Joe Carter that scored N
on. v

Green led off the second w
his first homer of the year, givi
Toronto a 2-1 lead. Doubles by .

He™* Met hi* match: Coloradd's Walt V\kiss, right, is about to

\iiscaino on Saturday

at Shea Stadidm as W\kiss tries to tum a sing

Rockies to stop a three-game losing skid.
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ity soccer player Heidi
ler on Saturday In a scrim-
jlayer Kristi West mowves in
up their regular season this

gled, and Ordonez slid home ahead
of right fielder Dante Bichette’s
throw.

Vizcaino left Friday night’s
game for a pinch-hitter when his
wife, Jessica, went into labor with
the couple’s third child. Their son,
Jonathan, was born later in the
evening.

Qlanti 8, Cuba 4

Barry Bonds homorod, doubled and drova
In lhroo runs Salurday and tho San Frandoco
Glanls endod Chicago's four-game winning
streak.

The loams combined for live home rune,
taking advaningo ol 21 mph winds. A day oaril-
er, Ihe clubs hit nine homers.

Bonds went 3-for-O. He lod oil ihe third In-

ning with his sixth homer, d toworing shot cnlo
Sheffield Avenue beyond tho right-fiold bloach-
ors, and had a two-run doublo In the fourth.
Stove Scarsone also homorod for tho Gi-
ants. Brian McRoo homorod to load off tho

Sidelines...

Continued from Page Bl
the fastest drop."

However, there are potentially
disastrous side affects to this
treatment.

"1t’s highly toxic. If your body
rejects it, you die,” Miller said.
"It was frightening, but I said,
’Sigh me up,™’

Less frightening side effects
exist, too. For instance, his tes-
tosterone level has been depleted
significantly by the doctors, be-
cause it is a carrier of the cancer
cells. The testosterone is replaced
with estrogen, a female sex ho «
mone.

This leads Miller to be more
emotional than he’d like at times,
and he also experiences uncom-
fortable hot flashes, much like a
woman who is going through
menopause.

Yet he says with a smile, “I
have the best of both worlds, I’'m
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Brian Jordan smgled home the winning run
with two outs In the ninth, giving SI. Louis Its
second straight 1-0 victory over Phllodelphla.

Ricky Botlalkxi (1-1) walked Royco Clayton
leading oil tho ninth, Pat Bordors sacrificed and
Willlo McGoo walked. Ron Gant struck out and

a guy on the outside and a woman
on the inside."

The way he sees it, these are
minor nuisances in the road to re-
covery.

While Miller certainly appreci-
ates the help he’s received from
some of the finest medical help in
the country, he said the flip side
of all this has been that being
away from home for such long pe-
riods of time has been agonizing.
He’s only been out of Portland for
about a week since starting his
treatment.

"You have your ups and
downs. It was really bad around
Easter; | was really homesick."

Miller believes recovery is pos-
sible, but he doesn't put up any
kind of a false front. He isn't gid-
dy with an artificial excitement,
nor does he weave around the
room throwing left jabs at an
imaginary foe, promising to go
the distance if that’s what is re-
quired to beat this puzzling ill-
ness.

finished with a perfect ninth lor his fifth save.
Braves 0, Padres

Ryan Klesko matched his career high with
lour hits, Including s double and triple, and
scored the go-ahead run.

With one out In the eighth and the score
tlod 5-all, Klesko tripled oh Doug Bochtlor (0-1).
Javy Lopez walked and plncb-hitter Dwight
Smith llitod s sacrifice fly to right, tho lirst RBI
this season by a Braves pinch-hltter,

Greg McMichael (1-0) pitched a perfect
eighth, end Mark Wohlers got throe outs for his
tifth save. Atlanta has won five of Its last six, In-
cluding three straight over the Padres.

Marlins 7, Dodgers 4

Hidoo Nomo, wtio struck out a career-high
17 ogalns| the Madina In his previous outing,
was knockod out In the fift Inning.

Joe Orsulok hit a two-run homer Just Inside
the right-flold foul polo, his first homo run olnco
last Aug. )7. Gary Sheffield hit a ooio shot oil
the upper-dock facide, his seventh homor of
the eea8on, holplng tho Marlins win their third
straight.

Instead, he emits a sort of
comfortable reassurance.

"The whole key is just having
a chance to prolong your life,"
Miller said. "I guess I can accept
facing death a little better now.
We’re all going to die. How long
do I have? | don’t want to put a
timeline on it. | just want to enjoy
each day."

This appreciation, he said, isa
silver lining in what has been a
very cloudy past two months. En-
joying life isn't a convenient ex-
cuse to make the prospect of
death easier to accept, he added.
You can’t ignore death, but if we
incessantly worry when we might
die, Miller said, we miss celebrat-
ing every moment of life.

“I've always been sort of emo-
tional about things,” Miller said.
"But now | have an even more in-
tense feeling; I'm much more
sensitive. | look across the chan-
nel to the mountains and see the®
snow and trees and really enjoy
it. You just have so much more of

ijktu ligament muiMJay mgiil, ue-yuer-uiu uun
Casey will go! only his fourth start since 10 was
rocallod from tho Inlomatlonal Hockoy Longuo
on Feb. 21. Ho appeared In sovon others as a
backup. Casey, however, Is not b playolfs rook-
ie. In 1091, Casey led tho undordog Minnesota
North Stars to tho Stanley Cup finals.

"Fortunately for us, ho's an oxporloncod
goallo," goneral managor-coach Miko Koonan
said. "Ho took a loam to the Stanley Cup finals.
Ho may rlso lo tho pccasion.”

Detroit at Winnipeg

Tho Jola are hoping for a boost (rom a sell-
out crowd ol 15,000 at Winnipeg Arena, whom
the Jets wore 22-16-3 during tho regular soa-
son. Winnipeg, which was outshot 34-16 Friday
night, also was 12-11-4 against Central Division

opponents troit, hIS season.
cha |T(eﬁl at Flsmas

With Calgary blaming poor officloung In part
(or Its delicti, Chicago conlor Jeromy Roonick Is
bylng to guard against a Flamos backlash.

"I'm sure thoy're an angry learn, a loam
Dial's going lo be mollvatod," Roenlck said.

an appreciation for life."

' It was a very reassuring thing
to see Miller again. He looked
wonderful and healthy. Except
for the dark glasses he had to
wear - the treatment he’s re-
ceived makes his eyes sensitive to
bright light - one wouldn't have
noticed anything different about
him at all.

Maybe that’s because there is
nothing different. He’s the same
caring, thoughtful person we all
knew him to be three months ago
when he left for treatment.

I confessed to Miller that |
think his visit here helped me
more than it helped him. He said
that was normal, noting that he's
learned it’s important for those
ailing not to hole up in a hospital
or health-care facility.

"It’s better for people to see
me; it reassures them. You have
cancer and they think automati-
cally you’re dying," he said.

Mike Miller’s message is
clear: I'm more alive than ever.
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Document 10021
CERVICAL CANCER

DEFINITION

The cervix is the narrow opening of the uterus (womb) that leads into the vagina
(female sex organ). The cells lining the interior of the cervix produce mucus (a
body fluid) that keeps the vaginal area moist. In childbirth, the cervix dilates
(opens) to allow passage of the infant through the birth canal.

Cervical cancer is cancer that begins in the cervix. It first appears as
low-grade (slow-growing) squamous intraepithelial (lining cell) lesions (sometimes
referred to as LGSIL) or dvsplasia. a condition in which cervical cells go through
subtle changes that are clearly abnormal but are not clearly cancerous. These
changes can be observed in cell samples, examined under a microscope by atrained
technologist.

Next, high-grade (fast-growing) squamous intraepithelial (lining cell)
pre-cancerous lesions (sometimes called HGSIL) called carcinoma in situ develop.
“In situ"” means that the lesion--which is not yet viewed as a true cancer-nas not
spread beyond the site where it started. If detected at this stage, it can be cured.
Left untreated, it can become atrue cancer and metastasize (spread) to distant
organs, posing a threat to life.

Since the cervix is located deep in the body, and this type of cancer usually
doesn't cause any discomfort or symptoms during early development, the only way
to detect cervical cancer early is to have a screening test, called the Pap smear, at
regular intervals.

EPIDEMIOLOGY

Cervical cancBr is a relatively common cancer, accounting for about 16% of all
cancers in women. The American Cancer Society estimates that about 80,800
new cases of cervical cancer will be diagnosed in 1995. Of these, 15,800 will be
invasive (spreading into other organs) and 65,000 will be in situ.

Over the past thirty years, as the number of women having the Pap test has
gone up, the number of advanced cervical cancor cases has gone down; however,
the number of cases in women over the age of 50 has increased. In populations
where women do not have the Pap smear, including in some groups in the United
States and in all developing countries, cervical cancer rates are high, cases are
diagnosed at a late stage, and the rate of deaths is higher than in women who do
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have the Pap smear. Itis the second leading cancer in women worldwide.

SIGNS AND SYMPTOMS
-Cervical cancer may develop and begin to spread without showing any
symptoms.
-Unusual bleeding, spotting (blood spots OF light bleeding), or other unusual
discharge from the vagina, not from the normal monthly period, may be a
sign of cervical cancer.
-Pain may develop in the uterus or in the tummy area, but pain does not
usually occur in the early stages of the disease.

These symptoms can be caused by a number of conditions, including some sexually
transmitted diseases. If you have these symptoms, don't try to guess, and don't
wait for pain to develop. See your health provider promptly.

RISK FACTORS

The following conditions or situations often, but not always, lead to dysplasia or

cervical cancer.
-HPV (human papillomavirus or genital warts), HPV is a sexually transmitted
disease-that is, it is passed from one person to another during sex. Whiie
men have no cervix (and therefore cannot develop cervical cancer), men can
get HPV and pass it on to female partners. If you are concerned that you
may have been infected with HPV, but you have no symptoms, you should
request an HPV test when you have your yearly Pap smear and pelvic
examination. If you have genital warts or any other symptoms that cause
concern, you should see your health provider promptly.
-Having a high number of male sexual partners, or having sex with high-risk
men. In terms of cervical cancer, "high-risk men"™ means mean who have
had many sexual partners. More than five is considered high. Having many
sex partners greatly increases the likelihood of infection with HPV (and
therefore, the likelihood of cervical cancer). It also increases the risk of
AIDS. These conditions are so closely related that the U.S. Centers for
Disease Control and Prevention now defines AIDS in women as: a positive
blood test for HIV (infection with the virus that causes AIDS) plus cervical
cancer.
-Having sexual intercourse at a young age (loss of virginity)
-Smoking or other tobacco use. Nicotine and other chemicals and
byproducts of smoking affect more than the lungs. These harmful
substances have been found in washings taken from the cervix of women
who smoke. Researchers believe that these substances damage the genetic
makeup of cells in the cervix, and this damage leads to cancer.
-A high number of pregnancies, even if the pregnancy was not carried to
term (there was no birth)
-Low income level
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EARLY DETECTION OF CERVICAL CANCER: THE PAP SMEAR

In a Pap smear, a small sample of cervical cells and the mucus made by the cervix
is lightly scraped onto a swab, spatula, or brush. The sample is then ''smeared”
onto a glass slide. The slide is sent to a laboratory where a specially trained
technologist examines it under a microscope.

The Pap test can be performed by a physician, nurse practitioner, physician’'s
assistant, or nurse, in the office. It takes only a few moments and normally, is not
painful, although some women experience very mild, momentary cramping when
the smear is done. Usually, a pelvic examination is also done, immediately after the
smear is taken.

The Pap test can find developing cancer cells before they have a chance to
spread to other places in the body. About 90% of cervical cancer cases can be
detected early through the use of Pap smears. If found early, cervical cancer is
almost 100% curable. Also, the earlier the cancer is found, the less complicated its
treatment will be.

WHO SHOULD GET A PAP TEST

All women who are sexually active or over the age of 18 should have a Pap test
each year. Even women who have had a hysterectomy (surgery to remove the
uterus), should continue to have annual vaginal examinations and Pap smears
because these can help to detect cancer of the vagina.

WHAT THE PAP SMEAR RESULTS MEAN

An-abnormal result of a Pao smear does not necessarily mean cancer. In addition
to finding cancer cells, the Pap test can also show dysplasia, which means that
there are abnormal, but not cancerous cells.

If your Pap smear shows abnormal (not normal, average, or typical) cells, you
may need an additional test called a colposcopy. In colposcopy, an instrument with
a magnifying lens is inserted into the vagina. The lens makes it possible to see the
tissues of the vagina and cervix more closely. This examination has no side
effects. If you are pregnant, your health care provider may choose to wait until
after the delivery to do the colposcopy; however, it can be done safely during
pregnancy.

Two types of cancer are found in the cervix:

-Squamous call carcinoma comprises 90% of cervical cancers. Squamous

cells are scale-like cells that make up passage membranes such as the cervix.

-The remaining 10% are adonocarcinomas, which begin in the cervical

glands.

In examining the Pap smear, the technologist uses a classification system and
terminology, called the Bethesda system, to answer the following questions:
-Is the sample adequate for evaluation? If not. it will be necessary to have
the test again.
-Are the sample cells normal, going through benign (non-cancerous) changes,
or abnormal?
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-If the changes are benign, are they due to infection with yeast, fungus,
bacteria, or virus? Or are the changes reactive-caused by routine celluiar
repair work, or aging, or an intrauterine contraception device (!UD)?

-If the changes are abnormal, do they indicate cancer development? If yes,
is the cancer squamous cell or adenocarcinoma? Is the cancer high-grade
(fast-growing) or low-grade (slow-growing)?

-If the cancer is adenocarcinoma (glandular), did it begin in the cervix, in the
lining of the womb, or in the uterus?

-If a vaginal smear has been taken, is the hormonal pattern of the vaginal
cells normal for the woman's age and history?

STAGING
Once a diagnosis of cervical cancer is certain, the next step is to determine the
stage (extent) of the cancer. Staging is a very important step, because selecting the
most effective treatment depends on the stage of the cancer. If you have cervical
cancer, ask your cancer care team to explain the stage of your disease. This way,
you can participate in making informed decisions abhout treatment.
For staging, your cancer care team considers:
-The size of the lesion or tumor
«-How deeply the tumor has invaded the tissue:, at the site of development
-The extent of any invasion into surrounding organs (the uterus, the pelvic
wall, the vagina, the rectum, the bladder)
-The extent of invasion of distant organs
To obtain this information, you will need additional tests, which may include:
-Biopsy, removal of a sample of the cancerous lesion, for examination under
a microscope. Selection of areas to be bhiopsied may be based on the
colposcopy results.
-Cone biopsy, in which acone-shaped portion of tissue is removed for
examination under a microscope. This type of biopsy shows how deeply the
tumor is invading underlying tissue.
-A complete physical examination, with special attention to the lymph nodes
(for evidence of metastasis), the bladder (for evidence of blockage or local
extension of the tumor), and the cervical ligaments and rectum (for evidence
of local extension). Based on the findings of the physical examination,
cystoscopy (examination of the bladder) or proctoscopy (visual inspection of
the rectum by way of a lighted tube) may be needed.
-A chest x-ray, if the cancer is not in a very early stage (cervical cancer can
spread to the lungs, but this is very rare)
-Computed tomography (CT) scans, to check the urinary tract and the lymph
nodes. In this imaging method, an x-ray beam rotates around the body,
taking images at various angles. The images are then put together into
3-dimensional views by a computer. A contrast medium (special dye) may
be injected to highlight details. If the lymph nodes look suspicious, they may
be biopsied, using the CT scan or ultrasound imaging as a guide.
-Examination of the cervix under anesthesia, to determine the extent of
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disease in the cervix, especially if radical hysterectomy (surgical removal of
the uterus, tissues around the uterus, and a segment of the vagina) is under
consideration. |If surgery is performed, the retroperitoneal lymph nodes
(those at the rear of tne abdominal and pelvic wall) may be examined,
-Cystoscopy (examination of the bladder)

-Proctoscopy (examination of the rectum)

Invasive cervical cancer can spread through the bloodstream or the lymph nodes (a
network of pea-sized glands that produce white blood cells and fight infection) into
other parts of the body. Occasionally, cervical cancer behaves in an unpredictable
manner, showing up as a small tumor, but with new tumors already establishing
themselves at a distant site. Most cervical cancer takes ten to twelve years to
develop to the point of invasive cervical cancer; however, in about 10% of women,
invasive cervical cancer can develop in one year or less.

If you have cervical cancer, ask your cancer care team to explain the stage of
your disease. This way, you can participate in making an informed decision about
treatment.

DESIGNING A TREATMENT STRATEGY

After the diagnostic tests, when your disease stage is known, your cancer care
team will recommend a treatment strategy. Consider the options without feeling
rushed, and if there is anything you don't understand, ask to have it explained
again. Your overall physical health, the nature of your disease, and your unique
situation in life are all essential factors for determining a treatment plan. Together,
you and the members of your cancer care team should develop a plan and a
follow-up program that fits your particular needs.

Whatever your situation, you may want to seek a second opinion for
personal or practical reasons. Personally, pursuing another medical perspective can
deepen your understanding of your treatment options. A second opinion may
reassure you in your decision to work with the first medical team you consulted, or
you may find that the second treatment situation suits you better. On the practical
side, some insurance companies require a second opinion before authorizing
reimbursement (payment for your cancer care expenses).

TREATMENT FOR SQUAMOUS INTRAEPITHELIAL LESIONS (LGSIL, HGSIL)
Although squamous intraepithei al lesions are not cancer, it may need to bhe treated.
Treatment choices are:
-Cryosurgery: Freezing and then removing abnormal cells.
-Laser surgery; A focused laser beam is used to burn off abnormal cells.
-ElecTrosurgical loop excision diathermy (LEEP): Use of a small looped wire
with electric current to generate heat and burn off cancerous cells.
-Fiectrocautery: With electric current, burning off abnormal cells.
-Hysterectomy: Surgical removal of the uterus and cervix.

IF YOU ARE PREGNANT
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Treatment for cervical cancer may differ significantly if you are pregnant. If you
have cervical cancer and are pregnant, talk with your cancer care team about your
options.

IF YOU ARE NOT PREGNANT
The choice of treatment depends on your age, the stage of the cancer, and whether

you wish to have children. Hysterectomy means that you can no longer bear
children.

TREATMENT OF CERVICAL CANCER, ACCORDING TO STAGE

The stage of cervical cancer is classified by the FIGO system. (FIGO stands for
International Federation of Gynecologists and Obstetricians). In general, the higher
the stage, the more difficult the cancer is to treat successfully. Metastasis means
that the disease is spreading beyond the original tumor.

When radiation is used, it may be given as external beam radiation, which is
like having an x-ray, but. for a longer period of time and at a higher dose of x-rays,
or as a radiation implant, which is inserted into the cervical area for a specified,
period of time.

Stage 0 means the tumor is in situ (it has not bhegun to spread into adjacent or
nearby tissues).

Stage | means that the tumor involves more tissue, but has not spread beyond the
cervix. Treatment at these stages is usually highly successful. During pregnancy,
no treatment is given for these stages. Otherwise, treatment options include:
-Electrosurgical loop excision diathermy (LEEP), as described above.
-Laser surgery, as described above.
-Conization: Removal of a cone-shaped section of tissue that includes the
cancer. Cold-knife conization means that high-frequency current is used for
the procedure.
-Cryotherapy, as described above.
-Radiation (without surgery): A radiation implant is applied to the affected
area. This method is chosen only if other health conditions make it risky or
impossible to perform a hysterectomy. Depending on the size of the lesion,
external radiation may also be performed.
-Total hysterectomy (removal of the uterus and cervix): This may be done via
an incision through the abdomen or through the vagina. This treatment is
often recommended for women past the childbearing years, or when the
cancer has begun to spread to areas surrounding the cervix. Depending on
age and the circumstances, oophorectomy (removal of the ovaries) may also
be done. If it appears that the tumor has bhegun to spread beyond the
original site, it will be necessary to check the lymph nodes during surgery.
*Radical hysterectomy, with bilateral pelvic lymphadenectomy. More
extensive (wider) surgery to remove the uterus and cervix, plus removal of
the pelvic lymph nodes to check for spread of the disease. This is sometimes



followed by external beam radiation to the pelvic area (the area bhetween the
hips).

Stage Il: The cancer has spread beyond the cervix, but not past the upper third of
the vagina or into the uterus, or the tumor has spread to the uterus, but not
beyond. The options are:
-Radiation: External beam or implant(s), with or without hydroxyurea (a
cancer-fighting drug).
-Radical hysterectomy and pelvic iymphadenectomy, often followed by
external be radiation to the pelvic area: Removal of the uterus, cervix, and
nearby lymph nodes.

Stage IlI: The cancer extends to the pelvic wall or the tumor involves the lower
third of the vagina, or the cancer has spread to one or both kidneys, or is blocking
the flow of urine to the bladder. Treatment options include:

-Radiation: External beam or implant(s), with or without hydroxyurea.

Stage IV: This means that the cancer has spread beyond the pelvis or into the
bladder or rectum or both, or the kidneys, or to one or more distant organs. The
preferred treatment is:
-Radiation: External beam or implant(s), with or without hydroxyurea.
-Chemotherapy: Treatment with powerful cancer-fighting drugs, especially
cisplatin or ifosfamide, when distant organs are involved.

RECURRENT (RE-OCCURRING) CERVICAL CANCER

If the recurrence is at a distant site, there is no standard treatment. If the
recurrence is not distant, very extensive pelvic surgery to remove ail of the affected
tissue and organs may be used, often in addition to radiation or chemotherapy (or
both), using fluorouracil, with or without mitomycin. To relieve painful symptoms
of advanced disease, chemotherapy with cisplatin, ifosfamide, or a combination
including ifosfamide or radiation therapy may be helpful.

SIDE EFFECTS OF TREATMENT

Before you begin treatment, it's a good idea to ask your treatment team about the

side effects you can expect. They should have a good idea about what side effects
are usually experienced during therapy, how long they might last, and how serious

they might be. This can help you to plan and manage your normal activities during
the time you will be treated.

If you experience any symptoms related to your treatment, be sure to report
them right away to your cancer care team, especially the nurse. There may be
ways to relieve the symptoms. For example, new medications recently developed
can be given before, after, or during chemotherapy to prevent or stop nausea and
vomiting. Also, if you are having trouble staying on therapy, for any reason, don't
quit. Talk with your cancer care team. It may be possible to adjust the dosage or
the treatment schedule to make it easier for you to complete all the treatments you



PROGNOSTIC (OUTCOME) FACTORS
Early detection of cervical cancer saves lives. Ninety percent of women who have
been diagnosed with in situ cervical tumors survive five years or more.

For those women who have invasive cervical cancer, the survival rate varies
a treat deal, depending on where the cancer has spread.

If you have questions about your personal chances of cure of cervical cancer,
or how long you might survive such a cancer, talk with the people who know your
unique circumstances best-your cancer care team.

ORGANIZATIONS AND RESOURCES

For additional information on cervical cancer, contact the National Cancer
Institute's Cancer Information Service at 1-800-4-CANCER. A list of clinical trials
appropriate for your unique situation will be sent on request.
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