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NEWS RELEASE

Eastern Health releases outcomes of laboratory review

EMBARGO - 9 a.m., December 12, 20
today released the outcomes of its review ¢
canducted by the laboratory at the Health
collecting, sending, retesting and reviewin
within the laboratory since Qctober 2005.

“From the beginning, our health care provi
patients have every treatment opportunity
quality services to the public,” said Dr. Oscs
“In the review period, from 1997 to 2005, 2
test results were originally negative, These
review. In the majority of cases, the patient
had been identified as requiring treatment

Breast tumor samples are tested for estroge

6 - 5t. John’s, Newfoundland : nd Labradeor — East 2rn Health

of estrogen and progesterone rec 2ptor (ER/PR) testing
bciences Centre since 1997, Easte rn Health has been {acused on
y all test samples and conducting an extensive quality review

ders have been motivated by a dosire to ensure that our

that may be available to them ar d to make sure we g rovide
r Howell, Vice-President of Medic al Services for Fastern Health.
760 ER/PR tests were conducted 2y our laboratory. 9::9 of these

test samples were sent to Mount Sinai Laboratory in Taronto for

5 treatment was confirmed appropriate. However, 117 patients
changes by a panel of encologisis, pathologists and : urgeons.”

en and progesteronie receptors tc determine if hormenal

therapy such as the drug Tamoxifen may be one treatment option for patier ts,

Patients who have been notified of a chang
determine their current treatment options.

Eastern Health's first priority is its patients

@ in result have since met with tt eir treating physicians to

\

d the organization s committed to notifying them «bout

issues that may impact upon their diagnosis or treatment. "Our clinical team members have

communicated individually with all patien

n
1 impacted by this review,” says Cr. Howell. "We have had many

conversations with the patients involved and we are always willing to discuss the detalls of a pat ent’s care

with them. However, patient confidentiali
the details of individual cases publicly.”

is an important principle in heal h care so we do not discuss

"We have been assured through our review process, which included consultition with national exparts in

laboratory medicine, that when we reinsta
high standard of estrogen and progesteron

Eastern Health is dedicated to improving th
implemented new means of ensuring high
Management Program; seeking accraditatic
pathologists have received specialized traif
reinstate ER/PR testing at the Health Sciené
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testing we will provide the peo sle of this province with a
e receptor testing,” added Dr.Ho vell.

e system. As a result of this revie'v the organization has
standard patient care such as: im oroving a Quality

on for the entire laboratory; and ¢nsuring all technolo 3ists and
ing in immunohistochemistry. The organization is ex zected to
es Centre in the coming year.
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ER/PR RETESTING W
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April 2004: Eastern Health (then the Health Care Corporation of 5t. John's) installed a
new Ventana system for use in our immunaohistochemistry laboratory. This more
extensively automated system replaced the Dako Systerm , a complicated, manual a1d
multi-phase procedure with more than 40 steps. The Dako system was an advance
from biochemical assay, used prior to 1997,

May 2005: One of our oncologists was treating an individual whose ER/PR was
originally tested in 2002 (using the Dako system) and shown to be negative, Given the
nature of this woman’s cancer, her age and other factors, the oncologist requested
that the test be repeated. The second test was conductad on the new Ventana system,
and convertad to a positive result.

Representatives from the Laboratory Program met with oncologists to discuss this
new result and a decision was made to retest five more negative patients, who all
convarted to positive,

June 2005: It was decided to retest all negative rasults from 2002 to determine if
these were isolated cases or symptomatic of a bigger issue. The chief of pathology
wrote to all Laboratory directors in the province to return all negative ER/PR
specimens for the year 2002 for retesting on the new, more sensitive Ventana syster,

Early July 2005: A meeting was scheduled and the decision was made that all
patients who were ER/PR negative from 1997-2004 would be retested internally on the
Yentana System with testing to take place over the next number of weeks.

Late July 2005: The decision was made to stop reporting ER/PR in our laboratory ar d
to arrange for an independent and external [aboratory to complete our retesting as
well as ongoing work.

August 2005: Mt. Sinai Hospital, considered to be a “gold standard” laboratory
internationally, agreed to take on the project. Our laboratory began the process of
Lollecting, packaging and shipping all negative* test results from 1997-2005 to
-Toronto,

* The definition of “negative” has changed within the seven year period in question,
Originally, oncologists believed that tumars with less than 30% positivity for ER/PR shou.d
be considered negative, With advancing understanding of cancer and treatment, the
negative rate has dropped, first to 10% and now to 1%. Today, oncologists believe that any
positivity may be worth treating with hormonal therapy.

Early October 2005: The first set of results arrived from Mt. Sinai.
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Mid October 2005: The organization established a Tumor Board comprised of tw (2) oncologists, tw) (2) surgeons,
two (2) pathologists, one (1) representative from the Quality Department and one (1) support person. The Tumor
Board was tasked with reviewing the results as they arrived, reviewing charts, and making treatment

recommendations for each patient.

The Tumor Board met once a week from October 2005 to May 2006 reviewing individual cases and making
recommendations.

Mid October 2005: The organization conducted the first of numeraus media interviews, and provided what ‘
background information was available at that time. Advertising was also purchase 1 informing the general public of

the retesting in general.

October 2005: Patient Relations represeritatives from Eastern Health telephoned ¢ |l individuals whose spacimens
were being sent away for retesting.

The laboratory conducted the first of 3 number of external review processes, Durin j this period, the laboratory also
attempted to gain insight from other laboratories across Canada regarding their experiences with ER/P.2 testing.

November/ December 2005: The organization expressed concerns to M. Sinai about the slow pace of reports.
However, they were experiencing unexpected manpower issues and were unable t» move the tests through the

system any faster,

Late January 2006: The last batch of samples arrived at Eastern Health from the other provincial health authorities,
They were forwarded to Mt. Sinai for review.

February 2006: The last test results were received from Mt. Sinai.

February - May 2006: Concentrated effort of the Tumor Board to review test result:, write recommend:tions and
conduct disclosures, A six month period (May to October) follows to ensure that the crganization has completed all the
disclosures possible and that every patient has had every opportunity to contact the physit;jlalns.

June - November 2006: The new Chief Pathologist and the new Vice-President, Mex |ica:'"l Semi.ces;workecl on the
results of the quality review process; established a centre of excellence for breast car icer-pathology;assic ned a head
pathologist for immunohistor:hemistry; and generally prepared for the conti nuation:sf ER/PR testing in o ur laboratory,

September 2006: A statistical review js initiated to examine the numbers and arrive it cbhc‘iuéioh;. This i sformation
will form the basis of the quality review. Analysis is currently continuing. SRR

Late November 2006: The organization completes its quality review,
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