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The doctors at Karin Smith's

- health maintenance organization

kept telling her she was fine. She
knew that wasn’t true. She was sick
and getting sicker. Frustrated and
frightened, she went to an independ-
ent physician. The news couldn't have
been worse. Ms. Smith had advanced
cervical cancer. If she had been prop-
erly diagnosed when she first sought
help, at age 22, her chances of surviv-
al would have been 95 percent or
better. Now she is 28 and doctors say
it is unlikely she will see 30.

Ms. Smith (her real name) is a
certified public accountant who lives
with her husband, Pete, in Nashotah,
Wis. Her H.M.O. is the Family Health
Plan Cooperative of Milwaukee. Tes-
tifying in July before a Congressional
committee investigating health care
fraud, Ms. Smith said:

“Even though my medical records

" were fully documented with the clas-
~sic ' physical characteristics and

symptoms of cervical cancer, no doc-
:or or medical practitioner associat-

Karin Smith
could have
been saved.

ed with my HM.O. or its lab ever
made the correct diagnosis.”

Three Pap smears and three biop-
sies were performed. “All but the
fifth test were misread by the lab my
H.M.O, contracted with,” Ms. Smith
said. “Unfortunately, the one Pap
smear they did read correctly was
dismissed when they misread the bi-
opsy they performed to confirm it. All
six tests clearly indicated that I did,
in fact, have cervical cancer.”

Ms. Smith tried for three vears to
convince her H.M.O. doctors that she
was ill. Her pleas for help went un-
heard because there is a new world of
medicine in the United States, a world
that pulsates to the impersonal and
incessantly driving rhvithms of corpo-
rale greed. Patients are not impor-
tant in this world. They are little
more than data entries in elaharate
schemes to cut costs and bolster prof-
its as radically as possible.

The smart set calls it managed
care. The corporate types love il
They have plunged into all phases of
the health care svstem with their
single-minded pursuit of financial

- Profits Before Patients

gain, often at the expense of patients
and over the concerns of caregivers.

Ms. Smith's H.M.O. is a nonprofit
consumer cooperative. But it is inex-
tricably entwined with the corporate
culture that dominates American
health care. Managed care is, in es-
sence, corporate care., Decisions that
once were made by doctors are being
taken over by executives obsessed
with the bottom line. In that environ-
ment patients can be processed as
impersonally as any other commodity.

Ms. Smith testified that the owner
of the laboratory that handled her
tests, CBC Clinilab, had been on her
H.M.0.’s board of directors, “and in -
order to receive the H.M.0O.'s business
he was provided with the competi-
tors' bids in advance."” That, she
pointed out, is a form of “managed
competition® that “€ncourages con-
tractors t0 offer services at “‘artifi-
cially low prices, which can only lead
to a severe lack of quality control and
excessive workloads."” '

Indeed, it turned out that the lab-
oratory technician who misread Ms.
Smith's Pap smears had been read-
ing five times the federally recom-
mended number of slides, and was
warking for four other labs simulta-
neously,

Efficiency and productivity are the
twin shrines at which corporate exec-
utives worship. They are the stuff
that bonuses are made of. But the
effect of such devation on patients
like Ms. Smith can be catastrophic.

She said: “My cancer has spread
throughout my lymphatic system,
from my pelvis to my abdomen and,
as of six months ago, Lo my neck. The
fifth veriebrae of my upper spine is
so completely infiltrated with the
cancer that at any moment 1 could
become paralyzed."”

Ms. Smith sued and a settlement of
$6.3 million was reached with a dozen
defendants, including the laboratory
and the H.M.O. A spokesman for the
H.M.O. said it ended its contract with
CBC Clinilab in 1991. He said it was
only later that H.M.O. officials
learned that there were “very few"
standards for screening Pap smears
atl the laboratory.

Ms. Smith and her husband had
planned to take a vacation trip to
Alaska last week. Haunted by uncer-
tainty, they are trying to cram in as
many experiences together as possi-
ble. But the spread of the cancer has
been relentless and the trip had to be
postponed. Ms. Smith was hospital-
ized unexpectedly, and on Friday she
underwent surgery for the ninth
time. O
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Charges in Cancer Deaths

~:'.- “By GINA KOLATA .

The Milwaukee District Attorney
brought charges of reckless homi-
cide yesterday against a medical
laboratory'that has been accused of

imisreading Pap smears of two wom-
en who later died of cervical cancer.

Although charges of criminal mis-

-conduct are rare in cases of medical
‘errors, a six-member Inquest jury,.
:similar to a grand jury, had recom-
:mended criminal charges against!
ithe physician in charge of the lab|
and a lab technician as well as Lhe|
‘lab itsell, The District Attorney, E.|
Michael McCann, struck a deal so!
that the doctor and the technician!
‘could avoid charges if they agreed to:
certain conditions on their work, |

The charges arose after Karin
Smith, a 29-year-old accountant
from Nashotah, Wis., and Delores
Geary, a 40-year-old mother of three
from Oak Creek, Wis., died of cervi-
cal cancer, Medical experts testified
at an inquest that their illnesses
would have been treatable had their
Pap smears, which contained can-
cerous cells, been properly read.
Mrs. Smith, who died on March 8,
had appealed to Mr, McCann to pur-
sue criminal charges. Mrs. Geary
died in 1993,

The American Medical Associa-
Lion said this was belleved to be the
first case in which a medical lab had
been charged with a crime because
of an error. -

In testimony last year befoge a
House' subcommittee, Mrs. ‘Smith
isaid she had complained of .gyneco-
{logical problems in 15 office visits to
'her health maintenance organiza-
ition, Family Health Plan, over three
‘years. :

“Even though my medical records
‘were fully documented with the clas-
sical physical characteristics and
symptoms of cervical cancer,” she
said, *no doctor or medical practi-
tioner associated with my H.M.O. or
lab ever made the correct diagno-
sis.”

The H.M.0. performed three biop-
sles and three Pap smears, but the
lab misread all but one of .them, she
[testified. ‘Had her cervical cancer
been properly diagnosed in 1988,

:When the first Pap smeay was, mis-

read, she testified, she would have .

had a 95 percent chance of survival.
Her cancer was not diagnosed until
she saw a doctor outside the H.M.0,
in 1991, . .

Attempts to reach the H,M.O. by
Lelephane last night were unsuccess-
ful,

Mr. McCann said grave errors had
been made because the laboratory's
director, Dr. Robert Lipg, had paid
lts technician, June Fricano, on a
piecework basis for reading Pap
smears. As a consequence, Ms. Fri-
cano read 31,000 slides for the lab,
the Chem-Bio Corporation, in 1989
and 16,000 slides for another labora-
tory. In contrast, Mr. McCa_pn said,

P

read no more than 12,000 slides a
year.

In addition, Mr. McCann said, the
lab's quality control program of ran-
domly selecting slides to be re-
screened “had broken down.” “The
issue here is not negligence,” Mr,
McCann said. *‘We are talking about
something extremely serious that in-
volves human life.”

Mr. McCann said the penalty If the
lab was convicted is a $20,000 fine.

Martin Kohler, a lawyer for the
laboratory, said he would file a mo-
tion saying, amang other things, that
a company could not be charged
with homicide.

The women's families sued the
Family Health' Plan, where both
were members; two doctors who
had treated the women; the lab; the
lab's director, and two pathologists,
charging malpractice. Mrs. Smith
and her‘husband, Peter, settled their
lawsuit for $6.3 million, and the
Geary family settled for $3.5 million,

Mr. McCann said he was not pros-
ecuting Dr. Lipo or Ms, Fricano be-
cause "I felt it was in the best inter-
ests of the community to do it in this
way," explaining that by not. pros-
ecuting he would be facilitating othe
er lawsuits against them, if any, by
other patients,

In return for not being prosecuted,
Dr. Lipo agreed nol to serve as a-
laboratory director again, not to su-
pervise any ‘cytotechnologists, and
not to do any work in which he is
responsible for quality control. Ms.
Fricano agreed not ‘to work on a
plecework  basis
smears, not to work more than 42

hours a week, and to obey all Fed- °

eral and state regulations that gov-
ern the number of Pap smear slides
that a technician can read in a day.

Patrick Dungha a lawyer for Mrs.

Smith’s family, Said that although 4

"Mike McCann made his decision
for reasons I can understand,” he
wished that the District Attorney
had abided by the jury's recommen-
dations,

“I've done malpractice work for
almost 20 years, and I've seen a low

_of misiakes ‘made by doctors a .
health care providers," Mr. Dmf%/ h

said. Those mistakes, he added, ‘la
usually handled as negligence, as,
‘they should be.” But these errors, he
said, ““went beyond bad mistakes —
cost became more important than
quality.”

Some legal and medical experts
sald that although the prosecution
Wwas unusual, it was to be applauded,

George Annas, a health law pro-
fessor at Boston University, said, “If
the allegations are truein this case,”
then a homicide charge is a good
idea. “When a healthy bottom line
becomes more important then the
health of natiente that'e whan arimi

reading Pap = *

[ ]

An article on Thursday about
charges of reckless homicide filed
against a medical laboratory, the
Chem-Bio Corporation of Oak Creek,
Wis., misstated the surname of a
Wisconsin lawyer involved in the
case. He is Patrick Dunphy, not

Dunsee.



Karin Smith and Dolores
Geary are dead, victims of
the carelessness and human
error of the healthcare
providers they trusted.Their
tragic stories will be the

focus of what could be a

landmark criminal case.

t had been weeks since they last made love.

Physical intimacy had become a source of
terrible anxdety for Karin and Peter Spnith, A
minor annoyance at first, the bleeding that
would occur afterward had grown steadily
worse over the years. Eventually it was almost
nonstop, whether they made love or not.

And when they would feel brave enough to occasionally try,
it wasn't an exciting fusion of romance and desire, a way for the
young married couple to express their joy and mutual love. “It
was more of a medical experiment,” says Peter.

Now there was hope that would end.

Three times, Karin Smith’s gynecologist froze her cervical
tissue to cauterize what he thought was simply a troublesome
but benign lesion on her cervix — perhaps a blood vessel too
close to the surface. To make sure the condition fully healed,
Karin and Peter had abstained.

At last they tried again. And once more Karin bled. Peter
still vividly remembers the night: “She cried forever,” he says.

Eventually they would leam the truth, Karin Smith suffered
not from a minor quirk of anatomy but from cervical cancer
that had gone undetected through a nearly a half-dozen tests.
Tests that should have uncovered the disease and enabled an
early cure were repeatedly misinterpreted, leading medical
professionals up blind alleys.

When her illness was at last discov-

sentence

ered, she was beyond hope of survival,
And this past March, Karin Smith’s
death at age 29 set in motion what could
become a landmark eriminal case in
Milwaukee County (see “A Criminal
Offense?” page 54).

Erik Gunn is a Kenosha ﬁw!arm Journalist.
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In April, an inquest jury ruled that
Karin Smith and Dolores Geary, 40, who died in 1993 of 2
cervical cancer that also eluded early diagnosis, were not
merely victims of unfortunate human error or the limits of
science, They were, the jury concluded and District Attorney
E. Michael McCann charged shortly afterward, victims of
homicide at the hands of Chem-Bio Corp., an Oak Creek
medical laboratory where their lives could have been saved by
the proper interpretation of a diagnostic test: the Pap smear.

That is the supreme irony in both women’s deaths. Pap
smears, in which a trained lab technician uses a microsco
to examine cells scraped from the cervix, have been credited
for increasing the cure rate for cervical cancer as much as 95
percent of all cases if detected early enough.

The test isn't foolproof; conscientious laboratory
technicians can miss a cancer in as many as four out of 10
readings. Some in the health field even worry privately that
the criminal charges are out of proportion to what might
be an honest error.

But interviews and court records suggest that what hap-
pened to Dolores Geary and Karin Smith wasn’t the result
of simple mistakes. Instead, say their lawyers and survivors,
both women died as a result of repeated and flagrant missteps
by the laboratory and the doctors to whom they had entrusted
their health and lives.




“A mistake means they’re trying to do

their job,” says Keith Geary, the 43-year-old

» widower of Dolores Geary. “These pcople
weren't even trying to do their jobs at all.”

eter Smith met Karin Knudsen
when the two were students at the
University of Wisconsin-Milwau-
kee and both took part in a business in-
ternship program. It wasn't love at first
sight. “She thought I didn't take life too
seriously, that I was too outgoing,” Peter
recalls. “She was very determined and
reserved,” studying 60 hours a week, by his
estimate. “She was a real driver.”

She ran up to 10 miles a day and ate
steamed vegetables while he dined at Burger
King. She played volleyball on an athletic
scholarship while he hung out at bars,
working as a campus representative for
Anheuser-Busch Inc.

But for all of their differences, “we had a
lot in common in our values,” says Peter. By
the time Peter graduated in May 1987 and
launched a career selling insurance, they
were dating steadily.

In Dcccmber 1987, Karin graduated

second in her accounting class and accepted
an offer from Arthur Andersen & Co. As
an Andersen auditor, Karin was out of town
half the time; meanwhile, Peter’s sales
territory for Liberty Mutual Insurance
covered the western part of Wisconsin.

At their jobs, each chose health insurance
plans. At Andersen, Smith says, Family
Health Plan was about $1,000 a year cheaper
than other health insurance; his own employer
offered Family Health at about $800 a year
less — and with no deductibles.

The HMO directly employs its primary-
care doctors, most of them family physicians
who work at seven clinics around the
Milwaukee area. Historically, most of the
specialists to which Family Health patients
were referred were outside doctors — essen-
tially subcontractors. In recent years, however,
an eighth clinic, specializing in obstetrics
and gynecology and staffed by directly
employed doctors, has opened in West Allis,

For both Peter and Karin, the choice was
easy. “We figured, ‘We're both young, we're
not going to use it anyway, ” Peter says on
an overcast morning, sitting in his Nashotah
home. “It was one of the worst decisions we
ever made.”

In September 1987, a few months before_
she graduated, Karin had complained
during a routine medical exam at the UWM
health center of bleeding after sexual
intercourse. She switched from birth control
pills to a diaphragm. A Pap smear was
found to be normal.

Eight months later, in Jung 1988, Karin,
now a member of Family Health Plan, vis-
ited the HMO's Airport Health Center (180
W. Grange Ave.). Again she reported occa-
sional bleeding after intercourse. A physician’s
assistant put her back on birth control pills
at her request and took a Pap smear sample.

As with all of Family Health Plan’s Pap
smear tests, Karin's was sent to Chem-Bio
Corp. in Oak Creek. The laboratory had an
exclusive contract with the HMO to analyze
virtually all tests; under terms of the agree-
ment, the lab was paid a flat fee every month
for every patient enrolled in the alea.n, instead
of for every test it actually an;

Four days after Karin's exam, on June
27, Chem-Bio Corp.’s only full-time cyto-
technologist, June Fricano, reported the
Pap smear as negative.

At the time, Peter Smith didn't know
much about the problem. The bleeding had




started out as little more than spotting. “She
never really talked about it to me,” he says.
“Besides, I was 23 years old. What was I
going to do?”

That September, they became engaged.
Karin's medical difficulties became apparent
to Peter, but neither worried unduly. With
their busy schedules and separate lives, they
didn't often sleep together; even when the
bleeding did occur, it wasn't every time they
had intercourse. Peter’s attitude was practical:
“Let’s get this fixed.”

In April 1989, Karin returned to the
Airport Health Center and renewed her
complaints of bleeding. The physician’s
assistant who examined her took another
Pap smear and referred her to an obstetri-
cian-gynecologist under contract with the
clinic. Chem-Bio again reported the Pap
smear as negative.

The gynecologist, Dr. Julie O'Reilly,
wasn't satisfied and ordered a biopsy - a
more serious test involving surgery to
remove tissue, The biopsy samples also went
to Chem-Bio, where pathologist Dr. Mark
Molot studied them and diagnosed an
unusual but benign proliferation of normal
cells. Relying on his conclusions, O'Reilly

Karin Smith saw purpose in her death.

cauterized the tissue by freezing it.

Peter and Karin were married in Sep-
tember of that year. It was a big affair, with
275 guests. Karin planned most of the details;
Peter got the beer. He jokes that she made
her first bad decision as Mrs. Smith that
night, telling the caterers to keep the cham-
pagne flowing. They went through 35 cases.
Joy was in the air. “Wed been going out
almost six years,” Peter says, adding with a
chuckle: “It was a long-awaited event.”

Two months later, however, Karin Smith
returned to O'Reilly with more bleeding.
Reading a second biopsy, Chem-Bio pathol-
ogist Dr. Harold Biller also concluded that
her condition was benign.

With the new year, Karin switched from
health coverage at Andersen to Peter’s cov-
erage through Liberty Mutual. Although
she was still with Family Health Plan, she
now was assigned to the HMO’s Bluemound
Health Center (12500 W. Blue Mound
Rd., Elm Grove) because Peter also went
there for routine care. Karin's previous physi-
cian had taken her off of birth control pills
again because of bleeding, but in May 1990,
she asked the pharmacy at the new clinic for
arenewal of her prescription ~ largely, Peter
says, to regulate her menstrual periods,
which had become profuse and irregular.

A month later, in early June, she called
the doctor to report continued bleeding.
He told her to stop taking birth control
pills for six months. Two days later, she
called again to report passing a blood clot.
At the clinic the next day, her physician, Dr.
David Olson, gave her a pregnancy test (it
was negative) and reaffirmed his order to
stop the pill. He didn't examine her further,
however. And he didn’t review her chart to
see her history of bleeding ~ a step that
might have rung alarm bells.

There’s at least one reason for that: Karin's

old charts from the Airport Health Center

were never transferred to Bluemound °

Health Center.

The bleeding continued. On June 17,
Karin passed out. When she called the
Family Health clinic the next day, a nurse
told her to drink juice with sugar and then
eat a high-protein food. On June 21, Karin
called back and reported that she had now
been bleeding almost continuously for 24
days. The next day, she returned to the
clinic and underwent another Pap smear. For
the first time, June Fricano, the Chem-Bio
cytotechnologist, found the results to be
abnormal. Pathologist Harold Biller rec-
ommended a biopsy to rule out cancer. But
neither looked at the two earlier Pap smears
or the biopsy that had been ruled negative.

By now, Smith had already been referred
once again to a gynecologist. She wanted to
go back to O'Reilly, but Family Health refused
because O'Reilly was under contract only at
the Airport clinic. Instead Smith had to see
Dr. LaRoyce Chambers, the contracted
gynecologist for the Bluemnund clinic.

Chambers, apparently relying on the
earlier biopsy interpretations of Chem-
Bio pathologists Molot and Biller, sent a
third biopsy to Chem-Bio, where Biller
again found only a benign condition. In
October, Karin Smith returned to
Chambers. The bleeding had continued
practically unabated ~ so much so thart she
and Peter had virtually given up sex.

Three times, Chambers cauterized her

cervix, twice in December 1990 and again
in early January 1991, After delays to make
sure she had healed, the couple made love
once again,

The bleeding returned.

S hree and a half years after Karen

(Ml Smith first reported problems of

bleeding, the couple had no inkling

of what they were facing, says Peter Smith.

The doctors’ various explanations “seemed
to make sense,” he says.

When she reported the renewed bleeding,
Chambers told her she should come back an-
other four or five times, Peter recalls. Because
he was a specialist, Family Health Plan had
to authorize the additional visits; it approved
three. Karin felt frustrated but powerless.
“She was always battling with them over the
phone,” Peter says. It was the first quarter of
1991; the Smiths were just finishing building
their first home, in Sussex, and Karin was
often out of town on auditing assignments.
The struggle and the illness were wearing her
down. “She was tired of having to fight just
to get referrals,” says Peter.

But when Chambers referred her to his
partner, Dr. Neville Sender, for laser treat-
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ment, Karin drew the line. “She was fed up,”
says Peter. At long last, they decided to seek
another doctor’s opinion. On May 15,1991,
Karin and Peter Smith went to the office of
agynecologist in private practice, Dr. William
Stewart, who was recommended by a friend.
His notes conveyed his alarm: “Tt bleeds like
crazy,” he wrote. “Needs gyn oncologist” —2a
specialist who treats gynecological cancers.

That night, Stewart called Dr David
Hoogerland at home. When Karin Smith
asked Famnily Health Plan the next day to refer
her to Hoogerland, the HMO at first refused:
Contrary to the health plan’s rules, officials
said, the initial referral had come from
Stewart, a non-Family Health Plan doctor.
Pressed by Smith’s own Family Health Plan
doctors, however, the HMO's administrators
reversed themselves the next day.

“At that point, we didn't care,” Peter says;
the couple was quite willing to spend the
$100 or so out of pocket the visit might

have cost them, “The look in Dr. Stewart’s
eyes said we should get in.”

Two days after seeing Stewart, Smith
was in Hoogerland’s office. He recom-
mended a more aggressive form of biopsy,
excising a conc-shaped piece of cervical

tissue. After another battle that lasted nearly
two weeks, Family Health Plan reluctantly
agreed to let her have the surgery at St.
Mary’s Hospital, where Hoogerland had
operating privileges, instead of a hospital
affiliated with the HMO.

Hoogerland's surgery on May 29 con-
firmed cervical cancer. “I thought she'd be
devastated,” says Peter. “She was just the
opposite. She looked at Dr. 'Hoogerland
and said, “‘Well, at least we know what it is
now. She didn't cry at all = she said, ‘We'll
get through this.””

“Of course,” says Peter, “at that point, we
didn’t know how far it was.”

Only later did it become clear how many
mistakes had overlapped in Karin Smith’s
medical care.

Peter Smith believes that O'Reilly was on
the right track in her handling of Karin. Had
she gone back to O'Reilly, he believes, or had
Karin’s records from the Airport Health
Center or from O'Reilly been transferred to
her new doctors at Bluemound Health
Center, the gravity of her condition might
have become clearer sooner. But records
were the least of her problem.

Karin's Pap test that was sent to Chem-Bio




in June 1988 and reported as negative in fact
showed signs of cancer. The lab technician
who-had made that report, June Fricano,
acknowledged as much in a 1992 deposi-

" tion, after she reviewed the slide 2 second time

during preparations for the civil suit that the
Smiths filed against Family Health Plan,
Chem-Bio, Fricano and others.

The April 1989 Pap smear —which Fricano
had also labeled negative the first time she saw
it — showed signs of cancer, too. In deposi-
tions, Fricano offered no explanation for why
she d'dn't catch the cancer when the tests were
first sent to her for screening.

A pathologist hired by the Smiths’ lawyer,
Patrick Dunphy, reviewed the December
1989 biopsy and found clear evidence of
cancer, despite Chem-Bio pathologist
Harold Biller's conclusion that it was benign.
Indeed, Hoogerland has testified that the
specific, seemingly innocuous, label that
doctors had repeatedly placed on Karin’s
condition - “microglandular hyp
could not explain the bleeding that was her
primary symptom.

When at last Karin’s Pap smear did come
back from Chem-Bio with the finding that
it was abnormal, the lab never checked her
earlier Pap smears; indeed, according to
Dunphy and to former employees who
testified in lawsuits by the Smith and Geary
families against the lab and Family Health
Plan, Chem-Bio lacked any kind of system
for easily flagging and retrieving previous test
slides of patients with abnormal results.

‘3.”""

V. ore than a year before Karin
E [l f Knudsen’s first misread Pap smear,
Dolores Geary went to her Family
Health Plan physician complaining of a
bad period accompanied by pains that
reminded her of labor. The February 1987
exam was supposed to have been for a com-
plete physical, but that was scrapped because
only 15 minutes had been set aside.

Geary's osteopath, Dr. Patrick McGrath,
did a pelvic exam and took a Pap smear,
which was sent to Chem-Bio. Although
McGrath noted in his records that there
appeared to be a white membrane on the
cervix and that the cervix bled easily, he
didn’t mention either condition on the form
that accompanied the Pap smear sample
despite the fact that the form had a section
to report “abnormal pelvic findings.” (In a
deposition last year, McGrath said he couldn’t
independently recall what he saw. But he
insisted that he must have simply overstated
the findings in his records since he didn't refer
Geary to a specialist at the time.) The Pap
smear was reported as normal.

In contrast to Karin Smith, whose prob-
lems seemed to grow steadily worse from her
first report of bleeding, Dolores Geary didn't

report any significant gynecological symp-
toms for another two and a half years. Then,
in October 1990, she complained of in-
creasing tenderness in her breast and a pain
in her pelvis. At the Family Health Plan

Edgerton Health Center (6901 W. Edgerton

Ave.), she was examined not by McGrath but.

by a physician’s assistant, James Rayford. In
her chart, Rayford reported an “angry-ap-
pearing cervix” that “bleeds easily with the
insertion of a speculum tip.” Rayford urged
Geary to avoid heavy lifting. He took a Pap
smear sample, which went to Chem-Bio.
Like McGrath, his supervisor, Rayford made
no mention of the unusual appearance of the

cervix when he filled
| out the request form
for the test to be ana-
lyzed. The sample, said
Chem-Bio’s report, was
“within normal limits.”

Now matters got

. in McGrath’s office
a month after her
exam by Rayford, she
reported pressure in
her lower abdomen.
McGrath rejected a
gynecological explanation and suggested
that muscle strain was to blame.

Over the next three months, Geary went
back to Family Health Plan five times,
undergoing exams by Rayford, McGrath
and consulting gynecologist Dr. Neville
Sender. When Geary telephoned her clinic
to report bleeding and a foul-smelling dis-
charge in December, a Family Health Plan
nurse told her to go home and raise her legs.

“The pain was getting so bad that she was
doubled up on the couch,” says Geary’s hus-
band, Keith. “It seemed like we were being
anuisance. She was calling every other, every
third day. At a certain point, I had to calm
my wife down before we went in there.

“I'wish I hadn't.”

In January 1991, Sender recommended
a hysterectomy. As the pain got worse, the
HMO advanced the surgery from April to
mid-February. Geary’s cancer was discovered
in the operating room.

McGrath later said he believed the cancer
had simply eluded medical technology. But
court records show that both the 1987 and
the 1990 tests explicitly suggested cancer.
The cytotechnologist who read both tests
was June Fricano. “If they would have caught
that one back in '87,” fumes Keith, “my wife
probably would be alive today.”

Indeed, while Dolores Geary’s doctors
relied on the lab to wam them of cancer from
the Pap smear readings, the lab relied, in part,
on doctors to determine how many sets of
eyes would see the Pap smear slide. In her
deposition in the Geary family lawsuit, June

Dolores Geary:
Her tests explicitly
suggested cancer.
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by Aveda, Halr by §

Fricano observed that none of the requests
for Dolores Geary’s Pap tests noted any
abnormal conditions in her pelvic exams —
even though Rayford and McGrath noted
problems in their own records. Had they put
those findings in the order asking the lab to
study the Pap smears, Fricano testified, the
slides would have been flagged for re-reading
by a pathologist. ok

Instead, she reported the Pap smears as
negative and no one double-checked. Family
Health Plan medical personnel relied on
the negative reports and so didn't pursue the
fatal implications of what they had seen in
their own examinations.

And Karin Smith and Dolores Geary
edged closer to death.

n 1979, Family Health Plan began
operation as the first health mainte-
nance organization in the Milwau-
kee area that directly employed its own staff
of doctors. Doctors were paid on salary rather
than for every office visit, hospitalization or
procedure —a system aimed at holding down
medical costs by removing the financial
incentives for doctors to needlessly hospitalize
patients or order surgery.

Family Health Plan was structured as a
nonprofit consumer cooperative owned
by subscribers. In 1987, the HMO spun
off its administration into a for-profit
company, Family Health Systems. Under
the arrangement, the for-profit collects a
management fee — nearly $18 million last
year, according to records from the state
insurance commissioner — amounting to 9
percent of the nonprofit’s gross revenues.
(The arrangement, which Family Health
executives say was aimed at allowing the
insurer to more easily make acquisitions
and engage in other business ventures
through the for-profit entity, also has the
effect of insulating the top executives from
public scrutiny. While most insurers must
publicly disclose the salaries of their officers
in filings with the insurance commissioner,
Family Health Systems isn't itself an
insurer. Thus its executives, although they
work for Family Health Plan, aren’, stricdy
speaking, on its payroll and aren't subject
to the disclosure rule.)

Pathologist Robert Lipo had already
incorporated Chem-Bio Corp. in 1974,
with four shareholders: himself, pathologists
Harold Biller and Mark Molot and a non-
physician partner. When Family Health
Plan was founded, Lipo joined its board of
directors. When the for-profit was spun
off, Lipo moved over to the Family Health
Systems board. In 1994, he sold his interest
in Family Health Systems for more than
$1.1 million.
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During his membership on the boards of .
first Family Health Plan and later Family
Health Systems, Lipo’s laboratory also held
an exclusive contract to handle laboratory
work for the HMO.

David Bradford, Family Health chief operat-
ing officer, steadfastly maintdins the arrange-
ment was kept above board. Lipo was always
excluded from directors’ discussions of the lab
contract, says Bradford, and his dual role dis-
closed. And the contract was bid every two

to ensure it was at the best possible price.

In 1987, the HMO got a lower bid for lab
services from West Allis Memorial Hospital.
Instead of simply transferring the contract to
West Allis, however, Bradford told Lipo what
West Allis had bid. Chem-Bio matched the
bid and kept the contract.

“The objective of the bidding... was to
continue with a favorable vendor, someone
who is providing what we believe to be good
quality and service, but to make sure that the
price that [Family Health Plan] paid for those
services was in keeping with a fair market
assessment of the value of those services,”
Bradford testified during the inquest last April.
“We relied on the integrity of the team that
worked in the laboratory to surrender the con-
tract if it wasn't feasible for them to deliver.”

In other words, Bradford said, he would
have expected the lab to withdraw its bid as a
matter of conscience if it couldn’t effectively
operate at the price Family Health Plan sought.

n the fall of 1987, just a few months

after Dolores Geary's first misread

Pap smear and more than six months
before Karin Smith’s, 7he Wall Street Journa!
published a lengthy front-page story detailing
the disturbing frequency with which clinical
laboratory workers were barreling through
their readings of Pap smears, missing cancer
diagnoses in the process. In reaction, new
federal laws and regulations limited cyto-
technologists to reading no more than 100 Pap
smear slides a day, echoing standards promoted
by the American Society for Cytotechnology,
a professional group.

The reason for those limits is that reading
slides through a microscope is taxing work,
requiring careful judgment, The 100-slide-per-
day limit that government regulators ulti-
mately imposed allowed almost five minutes
per slide, a pace recommended by the College
of American Pathologists.

During the late "80s at Chem-Bio, however,
June Fricano was reading twice that in a day,
according to depositions taken for the Smith
and Geary lawsuits. In an October 1992 depo-
sition, Lipo said he was aware of times when
Fricano screened 160 or even 200 slides.

Moreover, the limits were to be applied to
a cytotechnologist’s total workload in a 24-



hour period. But Fricano wasn't just working
at Chem-Bio Corp.; during the 1970s and
"80s, she had at various times worked part time
" atany of seven other labs in the greater Mil-
waukee area. When Dunphy, the Smiths’
lawyer, obtained invoices produced by Chem-
Bio and three other labs where Fricano
worked in 1988 and ’89, he calculated she had
read more than 43,000 Pap smear cases a
year. If each of those cases involved two slides,
Dunphy pointed out in a settlement letter to
the defense attorneys in the Smiths’ suit,
“Fricano was probably reading in excess of
86,000 slides per year” - or two minutes a slide
if she worked “eight hours per day, seven days
a week without taking a single break.”

Fricano worked on a piece-rate basis,
getting paid $2.50 for every slide she read.
Under that arrangement, Chem-Bio Corp.
alone paid her $55,662 in 1989, her most
lucrative year at the lab, Lipo told the Geary
family’s lawyer, Larry Brueggeman.

But either Fricano or Lipo evidently were
uncomfortable with how regulators would
view the pace at which she was working. In
mid-1989 —after the passage of the bill limiting
the pace of Pap smear readings but before reg-

tions were written or implemented to carry
out the law - June Fricano began putting her
initials only on the first 100 Pap test reports
she completed a day, even when the number
of analyses went far over that. Lipo and Fricano
disagree over whose idea that was. Fricano
told the Geary family’s attorneys it came from
Lipo, fearful that state officials in charge of
overseeing medical labs would complain she
was reading too many. In his own deposition,
however, Lipo said Fricano asked to stop
initialing tests she read after the first 100 each
day, citing the coming federal regulations.

At the breakneck pace at which Fricano
worked, she might have been expected to
make a mistake. But regulations required
that a random 10 percent of all slides a tech-
nician had read as normal be rescreened by
a pathologist to help ensure quality stan-
dards were maintained — meaning that if
she made frequent errors, they should have
come to light.

By the mid-1980s, however, Lipo wasn't
picking the 10 percent at random. He was
simply screening every slide for which the
four-digit reference number ended in the
digit 2. Fricano learned of that pattern.
Indeed, when Betty Setum, another cyto-
technologist, came to work for the lab in
1990, Fricano reportedly warned her: “Be
really careful with any [case number] that
ends in a 2 because those are the ones that
they check for quality control,” Setum tes-
tified in a 1992 deposition taken by an
investigator for Geary lawyer Brueggeman
and his associate, Phil O’Brien.

In her own deposition, Fricano denied giv-

A

easonings!

Put some spice in your life this holiday ~ SLORIA&DAVID
season with our wide selection of spices Gourmet
and seasonings for that special boliday Outfitters
meal, Here, you'll always find the latest
in cooksvare, bakeware, cutlery, gadgets,
‘gourmet coffees, teas, spices, specially

) ) al Top Quality Tools
fboaﬁ 000&00@; aﬂa mae‘ﬂﬂ:f th For The Chef-In-Residence
no kitchen can do without. At Your House

\\Mequon Pavilions * 11036 N. Port Washington Rd., Mequon * 241-9799 j

77 ONA D

fea CrO’Wd; but egﬁt \.:.I ) :

est, most innovative mn,-th(‘éate
3 people. B

‘dinner parties, sporting events, :
 people with similar interests...fo

vkward blind dates, personal ads, 900
foryour no-obligation information pack
S introductory offer 1-800-431-4777}

MILWAUKEE/DECEMBER 1995 61




[ ABBY FLEET?

If you've got a small to medium- The type of planned program that
sized fleet of vehicles that’s eating has been saving our fleet customers
up your profits, let us put it on 2 — local, regional and national —
diet. Fleet Leasing knows how to thousands of dollars every year for
slim down your vehicle costs. nearly 40 years.

Call us in and we'll analyze and So if you need to get your fleet into

research your fleet,then prepare a shape, call Mr. Gary Wild, Director
report that recommends the right of Corporate Fleet Sales. And let us
vehicles for your needs and a totally ~ show you how we can reduce your
flexible program from acquisition operating costs and take the stress
through management and disposal.  out of fleet management.

FLEET LEASING
=M FLEET
BBl SERVICES INC
7400 W, NATIONAL AVE., MILwAUKEE W1 53214
TeL 414-771-7030 Fax 414-771-3528

M The perfect solution to
I en your shopping problems.
. Give a wonderful dining

experience with Gift

amount for any time and

. | d Certificates from The
your ou 0 Black Kettle. Any
" |

great for any occasion. The

v

o |

10

- | " Black Kettle...charming,
great atmospheres,

a great value.
The Fettte

8660 N. 107th Street, Milwaukee * Reservations 354-8950

“*

62 MILWAUKEE/DECEMBER 1995

ing any such warning but acknowledged she
knew Lipo’s pattern. Fricano testified that she
in fact had once questioned the procedure as
not being really random, but that Lipo had
not changed it.

Lipo, meanwhile, claimed in his deposition
that at the same time, he used a second, secret
backup screening method: checking every
other case number ending in'the digit 0. Nei-
ther Fricano, Setum or even pathologist Harold
Biller — who had been assigned increasing
responsibility for quality control at the lab in
the mid-1980s — knew anything of that pro-
cedure. Lipo testified he kept no records of it.

R <ty Sctum had worked for nearly 20
W yearsasa cytotechnologist when she
Ml took a job at Chem-Bio Corp. in
September 1990 to be closer to her Oak
Creek home. By that time, Chem-Bio Corp.
had been acquired by a national chain, Damon
Clinical Laboratories. Lipo and Biller re-
mained in charge, however, and quality-
control procedures had not been changed.

When Fricano told her just which tests
would be rescreened, Setum was taken aback.
Some months later, when she pressed Biller
about what she felt was the lab’s inadequate
quality-control procedures, Biller snapped
back: “T don't get paid to do quality control,”
according to Setum’s testimony. (Biller, in his
own deposition, denied any such conversation.
He declined to return Miwaukee Magazines
telephone call.) Setum was shocked. The

that her own errors could easily
detection, she told Mikwaukee Magazine,
was “like being on a trapeze without a net.”

She says she began putting additional

uality-control measures in place. Then, in
mid-February 1991, a call came from West
Allis Memorial, where doctors had discovered
Dolores Geary's advanced cervical cancer while
removing her uterus. Did Chem-Bio still have
copies of her 1987 and 1990 Pap smears?
Setum found the slides and decided to look at
them herself with a colleague, Norma Hajik,
who had also recently joined the lab. The
cancer was obvious in the 1987 slide, Setum
and Hajik both testified later. Even now, Setum
says, the memory of that slide gives her goose-
flesh. “We were looking,” she says quietly, “at
someone’s death sentence.”

Setum took the slides from the laboratory
to West Allis Memorial, where pathologist
Dr. Jay Schamberg looked at them. “What's
more frightening?” Setum asked Schamberg,
according to the deposition she gave a year later.
“The fact that June Fricano looked at those cells
and didn’t know what they were? Or that she
never looked at them at all?”

Schamberg's reply came quickly and was
chilling in its conviction: “She never looked at
them at all,” Setum recalls him saying. (In a




telephone interview, Schamberg said he didn't
recall the rerark, “but I might very well have

, said it.” He did remember, however, that Setum
was “very upset at the time.”)

By then, Fricano had already left the lab-
oratory. Damon Clinical Laboratories had
fired her in early January for falsifying records.
OnaaﬁnglcSatu:da}l:asl?;had screened 80 Pap
tests in the morning and 55 more in the
afternoon, then dated her afternoon reports
for Sunday. In her depositions, Fricano
acknowledged the misrepresentation but
claimed she had misunderstood the regulations
and thought that under the law, a 24-hour
period could end and the next begin at 12
noon, making her 135 slides conform to the
daily limit on readings. She also insisted that
the incident was an isolated event.

A few months later, Fricano went to work
at Family Health Plan. The HMO canceled its
contract with Damon, and in May 1991, set
up an in-house operation to read Pap smears.
Of five cytotechnologists hired, only one
worked full time = June Fricano. Here, how-
ever, she was salaried, not paid by the slide.

Bradford testified at last April's inquest
that he didn't know when he offered Fricano
a job why she had left Chem-Bio; when he
later found out, he warned her she would be
fired if she ever violated the federal limits on
the numbser of slides to be read in a day. He
also insisted that she not moonlight at other
labs. Sources at Family Health say that at the
time Bradford hired Fricano, they were getting
calls about her tainted record at Chem-Bio.
Fricano stayed with the lab until the HMO
shut it down in 1992 and again farmed out
its laboratory work.

Meanwhile, word of problems at Chem-Bio
Corp. had reached federal investigators. In
May 1991, the Chicago regional office of the
Health Care Financing Administration
dispatched a team from the American Society
for Cytotechnology to comb through labora-
tory records. Charles Bennett, associate
regional administrator for the Chicago office,
says of the 30,000 labs in his six-state terri-
tory, only one that has been investigated was
worse than Chem-Bio Corp. The feds found
inadequate records for Chem-Bio's quality-
assurance program and no written procedures
forit. Because Biller couldn't find a notebook
in which he had kept records of the quality-
assurance rescreenings, investigators weren't
even sure that any such program existed, The
investigators also faulted the lab for not
adequately limiting the workload of its cyto-
technologists.

The investigative team rescreened 739
cases and found 32 slides that Fricano had
pronounced normal in fact had shown at
least minor abnormalities. Other rescreenings
followed by the lab and by Family Health. Of
40,000 cases from 1989 and 1990, Lipo said
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ina deposition, 241 that had been ruled neg-
ative by Fricano turned out to have some
kind of abnormality serious enough that the
patients received letters alerting them of the
new findings.

Bennett’s office moved to strip the lab of its
federal permit allowing it to operate. Instead,
the lab persuaded the feds to allow it to shut
down the medical lab and avoid being formally
sanctioned. When the lab closed in the fall of
1991, Betty Setum was one of those laid off.

n 1991, the Gea.ry&mll sued Family

Health Plan, Chem-Bio Corp., Lipo,

Fricano and others in Milwaukee
County circuit court and won an out-of-court
settlement of more than $3 million last year,
a year after Dolores Geary died.

Karin and Peter Smith filed their lawsuit
in 1992. But the Smiths’ suit settled relatively
quickly; as civil suits go = in June 1993 for $6. 3
million. Despite the money, settling wasn't
easy, Peter says. “Karin really wanted to go to
trial. She knew she was dying. The money
wasn't an issue to either one of us. She wanted
to bring this out in the public eye.”

But as the settlement offers edged upward
and her lawyer pointed out that appeals would
tie up even a favorable jury verdict for years,
she relented. From the final settlement amount,
she donated $250,000 for research and edu-
cation in gynecological cancer. The couple
bought a lakefront home in Nashotah, where
Karin spent the last year and a half of her life
between cancer treatments. “It was quiet and
stress-free,” Peter says. “She loved this house.”

In that time, Smith also crusaded against
cervical cancer and what she saw as the fail-
ings of managed healthcare. She testified in
Congress opposing the Clinton administra-
tion’s now defunct health reform package on
the grounds that it would encourage the cost-
cutting competition she blamed for both the
lapses in her care. Laura Wittkin, executive
director of the National Center for Patients’
Rights in New York, says Smith's story is
about more than a single lab’s foul-up. “It
shows there was no continuity of care,” says
Wittkin, whose group helped steer Smith to
sympathetic legislators.

Karin Smith faced death with an equa-
nimity that awes Peter Smith. “It was like our
relationship went up to a higher plane,” he says,
“She was never afraid to dic. She was always
more worried about leaving me alone.”

And she found solace in a faith that saw
purpose in her death,

“It’s a real weird feeling knowing that you're
dying and you shouldn't be dying,” says Smith.
“But she elected to just accept it. She said,

‘Somebody’s going to have to speak out. Some-
body’s going to have to make sure that it

doesn't happen again, and I guess it’s me.””




