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Briefing Note - ERIPR Receptors

Background:

On May 11th, Dr. Joy McCarthy contacted Dr. Don Cook to retest a patient who
previously tested negative for Estrogen and Progesterone Receptors in 2002. Using new
technology for immunoperoxidase sta ining installed at the Ge neral Hospital Histology
Lab in April of 2004, this woman sam ple was retested and discovered to be pos itive for
ER and PRo

On May 17th
, representatives from the Laboratory Program met with Drs. McCarthy and

Kara Laing to discuss this new resu lt and a decis ion was made to retest five more
negative patients, who all retested posi tive.

It was decided to retest all negative results from 2002 to determine is this was a few
isolated cases or a bigger issue. Samples collected from 25 women, initially tested as
negative in 2002, were retested. 16 of these came back positive. Test ing is currently
being done on 33 more patients. Approximately 12 of these pat ients have been informed
by their oncologists.

On June 13,2005, Dr . Cook wrote to all Laboratory directors in the province to submit
all negat ive ER and PR cases for the year 2002 for retesting with the new, more sens itive
Ventana sys tem.

Act ions:
• On Thursday, Jul y 14th

, the decision was that all patients who were ER and PR
negative from 1997-2004 will be retested, beginning with the 2002 patients. This
testing will take place over the next number of weeks.

•

•

•

•

•

To date, no samples have been received from the Provincial Laboratory Directors.
Dr. Cook will contact all Labo ratory Directors again requesting samples from
1997 to 200 4.

As a precaut ionary measure and to back-up the valid ity of the new technology, the
current testing standards (Ventana system) are being assessed by cross
referencing our results with another laboratory. (Mount Sinai)

Extra reso urces have been identified within the HCCSJ lab to unde rtake
identification and retesting. The list of patients will be double-checked with the
names on the Cance r Registry to ensure none have been missed.

HIR OC have been contacted to determine if they are aware of any other issues
with the Dako tes ting system

Women who have to have their treatment altered because of this result will be
contacted by her fam ily doctor or oncologist.
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•

•

Th e public will have to be informed. Corporate Communications have been
involved and, as at least five patients are aware of this information already ,
disclosure has to be made quickly. After meeting with the surgeons and
oncologists , it was decided to wa it until we were able to get more inform ation
regardin g rete sting, the anti cipated timelines and a support line established. This
support line for patients will be coordinated through QSI. Legal counse l will
rev iew the proposed media release befo re it is distributed.

Once the magnitude of the prob lem and the relevant time frames has been
determined, an external techni cal consultation will need to be undertaken to assess
standards and quality of service.

Notes:
• We do expect a higher number of positives due to the sensitivity of the newer

equipment

•

•

•

•

•

Time1ines required to do the retest ing inte rnally will be determined as soon as
poss ible . If it is det ermined to be too time-consum ing, options to utilize externa l
laborat ories will be explored .

It has been determined that positive controls were conduc ted everyday, as part of
the quality assurance process within the lab. The results were read and
documented daily by a pathologist. Also the processes used by HCCSJ
technic ians were those outlined in the Dako procedure manual.

Est imates are that 50 - 85 per cent of all breast cancers exhib it estrogen recep tors
and that such tum ours are commonly found in
post-menopausal wom en.

A high percentage of twnours with estrogen receptors may regress after ho rmonal
manipulation whereas only a small number (about 5 per cent) of those that are
negative respond. The highest response rates are in patients with tumours
exhibiting both ER and PR receptors. Breast cancer patients with high level
hormone receptors have a slightly better prognosis than tho se without receptors.

The Dako test was implemented in 1997 to replace an a bioassey method for
ERIPR receptors. All samples whi ch initially tested as negative from 1997 until
the implementation of the Ventana system in April 2004 will be retested. As the
test results can affect future treatment, patients that are still living will have the
testing done first, before it is done on those that are deceased .
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Eastern
HEALTH

MEDIA RELEASE
F OR IMMEDIATE RELEASE

Breast Cancer tests being re-examined

July 18, 2005 , St . John' s , Newfoundlan d and Labrador - Eastern Health would like to inform the public
about a situation affecting some breast cancer pa tients in the province.

Earli er this year a breast cancer patient was retested for her level of estrogen and progesterone receptors.
This test resulted in a conflicting result than her initial sample. This information prompted health care
officials to question the origina l tests validity. To be certain, Eastern Health has begun retesting a select
group ofbreast cancer patient samples, many of which yielded a similar result which co nflicted with the
original tests. Many of the first tests we re shoeving a negative result , however. on retesting some results were
pos itive.

Beca use of this discovery, as ma ny as 300 tissue samples will be retested in the coming weeks.
Testing for estrogen and progesterone receptor levels help to determine what type of treat ment a patient will
receive and at wh at stage.

Estimates are that 50 - 85 per cent of all breast cancers exhibit estrogen receptors and that such tumours are
co mmonly found in post-menopausal women. A high percentage of tumours with estrogen receptors may
regress after hormonal manipulation whereas only a small num ber (about 5 per cent) of those that are
negative respond. The highest response rates are in patients with tumours ex hibiting both ER and PR
receptors. Breast ca ncer patients with high level hormone receptors have a sligh tly bett er prognosis than
those without receptors.

"We are investigating where this process may have broken down and have acted quickly to reduce any
additional risks," said Dr. Robe rt Williams, M .D ., Vice President Quality, Diagnost ic and Medical Services.

Retesting will be conducted with existing tissue samples. Women are not requ ired to have any additional
testing and are not requ ired to co me to the hospital.

Women who have to have their treatment altered because of this result will be contacted by her family
doctor or oncologist .

-3D-

For information, contact :

EASTERN REGIONAL ll\lTGRATED HEALTH AUTllORITY
CORPORATE COM\fUNICATIO;\JS DEPAR TMENT, CORPORATE OFFICE

W ATERFORD BRIDGE ROAD, ST. JOII:--;' 5, NEWFOllNDLA]\'D AND LABRADOR, AlE 4J8
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Debora h Thomas, Corporate Communications, 777·1339/685-7697

EASTERN REGIONAL I;\.iEGRATED HEALTil AUTIIORITY
CORPORATE COM~1UNICATIO:'\jSDEPARTMENT, CORPORATI·, OFnCE

\VATERFORD BRIDGE ROAD, ST, Jonx's, NEWFOUNDLAND AND LABRADOR, AIE4J8
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Briefing Note - ER /PR Receptors

Background:

As a last ditch effort and as a favour to a friend, Oncologist Cara Laing
contacted a colleague in the U.S . earlier this Spring about a patient of
hers who was suffering with Breast Cancer . The woman was terminal.
The American Oncologist found it odd that the woman in question was
ERjPR nega tive considering her illness type. He suggested she be
retested .
Her tissue was re tested a nd her s tatus was co nfirmed to be ER/ PR
POSITIVE.
Although too la te for this woman, it prompted Oncologis ts here to order
five more tes ts of previous ERjPR Neg. tests; which all came back
positive.

Current Status:

• Samples collected from 25 women. in itially tested as negative in
2002, were retes ted . 16 of these came back positive. Testing is
currently being done on 33 more patients. Approximately 12 of
these patients have been informed by thei r oncologists.

• All patients who were ER /PR negative from 1997-2004 will be
re tes ted , beginning with 2002 pa tients . This testing will take place
over the nex t number of weeks. Any change in the resu lt or
trea tment options, and the patient will be contacted by her
oncologist.

• We do expect a higher number of posit ives due to the sensi tivity of
the newer equ ipment

• Lab resu lts a re bein g double checked by Mount Sinai Hospital

• June 13,2005, Dr. Cook wrote to all Laboratory directors in the
province to submit all negative ER and PR cases for the year 2002
for retesting with the new, more sensitive Ventana system. So far,
no samples have been received, so Dr . Cook will contact all
Laboratory Directors again requesting samples from 1997 to 2004 .

• The Dako test was implemented in 1997 to replace an a bioassey
m ethod for ER / PR receptors . All samples which initially tested as
n egative fro m 1997 until the impleme n tation of the Ventana
system in April 2004 will be retested . As the tes t results can affect
future treatment, patients that a re still living will h ave the testing
done first, before it is do ne on those that a re deceased .
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•

•

•

•

•

•

•

Extra resources have been identified within the HCCSJ lab to
undertake identification and retesting. The list of patients \\;11 be
double-checked with the names on the Cancer Registry to ensure
none have been missed .
Timelines required to do the retesting internally will be determined
as soon as possible. If it is determined to be too time-consuming,
options to utilize external la bora tories will be explored.

It ha s been determined that positive controls were con du cted
everyday, as part of the quality assurance process within the la b.
The results were read and documented daily by a pathologist. Also
the processes u sed by HCCSJ tech nicians were those ou tlined in
the Dako procedu re manual.

Th e cu rrent testing standards (Ventana system) a re being assessed
by cross-referencing our results with another la bora tory. (Mou nt
Sinai)

The public will have to be informed . Corporate Communications
have been involved and, as at least five patients are aware of this
information already, disclosure has to be made quickly. After
meeting with the surgeons and oncologists, it was decided to "vait
until we were able to get more information regarding retes ting, the
anticipated timelines and a support line established . This support
line for patients will be coordinated through QSI. Legal counsel will
review the proposed media release before it is distributed.

Once the magnitu de of the problem an d the releva n t time frames
ha s been determined, a n external tech nical consu ltation will n eed
to be undertaken to assess standards an d quality of service.

HIROC will be con tac ted to determine if they a re aware of any
other issues with the Dako testing syste m

Estimates are that 50 - 85 per cent of all breast cancers exhibit
estrogen receptors and that such tumours are commonly found in
post-menopausal women.

A high percentage of tumours with estrogen receptors may regress
after hormonal manipulation whereas on ly a small number (about
5 per ce nt) of those tha t are negative respond . The high es t
response ra tes a re in patients with tumours exh ibiting both ER
a nd PR receptors . Breas t cancer patients wit h high level hormone
receptors have a slightly better prognosis than those withou t
receptors .
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• Retesting will be conducted with exi sting ti ssue samples. Women
are not required to have a ny additional testing and a re not
required to come to the hospital.

• Women who have to have their treatment a ltered because of this
result will be con tacted by her fami ly doctor or oncologist.

• Hotline is being set up for concerned patients to call, lea ve a
message , a nd h ave their call returned within a n hour or so
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Eastern
HEALTH

MEDIA RELEASE
FOR IMMED IATE RELEASE

Re-testing due to improved technology

July XX, 2005 , St. John's, Newfoundland and Labrador - Some former and current breast cancer patients
will have some existing breast tissue specimens re-examined on newer technology to ensure accuracy ,
Eastern Health annou nced to day.

The decision to retest some specimens comes after a second rest of a tissue sample obtained in 2002 on an
older piece of techn ology yielded a different result on the newer system, installed last year.

The public need not be concerned about this retesting . It is precautionary and patients will be contacted by
their oncologists if any further treatment is required.

"We believe we have a responsibility to OUf patients to do a double-check in this situation" said Dr. Robert
William s, M .D., Vice President Quality, Diagnostic and Medical Services. "Our patients are always our first
priority and we want them to know we have given them the best options for their care."

These specimens are being retested for estrogen and progesterone receptors (ER/ PR). Th ese tests have a
positive or negative result which affects treatment type and options for breast cancer patients.

Common text book litera ture suggest that 50 - 85 per cent of all breast cancers exhibit estrogen receptors
and that such tumours are commonly found in post-menopausal women. A high percentage oftumours with
estrogen receptors may regress after hormonal manipulation whereas only a small number (about 5 per cent)
of those that are negative respond . The highest response rates are in patients with tumours exhibiting both
ER and PR receptors. Breast cancer patients with high level horm one receptors have a slightly better
prognosis than those without receptors.

Approximately XXX of specimens will be retested. Pat ients do not need to visit a hospital. The retesting is
being completed on existing lab specimens.

If a patient needs to have his or her treatment altered because of this result they willbe contacte d by her
family doctor or oncologist or can call HOTLINE NUMBER and leave a message. Someone will call back
asap.

-30-

EASTERN REGIONAL L'\"TEGRATED HEALTH AUTIIORITY
CORPORATE COMMUNICATIONS DEPARTMENT, CORPORATE OFFICE

WATERFORD BRIDGE ROAD, ST. JOlIN'S, NEWFOUNDLAND AND LABRADOR, AlE 4J8
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For information , contact: Deborah Thomas, Corporate Communications, 777-1339/ 685-7697

EASTERN REGIONAL I:\TIGRATED HEALTH AUTHORITY
CORPORAIT CO~f.\IUXICATlO:-';SDEPART\II-.:"T, CORPORA1T 01 ncr

WATERFORD BRIDGE ROAD, 51. JOII:-';'S. NEWFOU!':DLA;"TI A.'T> LABRADOR, AIE·US
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Eastern
HEALTH

MEDIA RELEASE
F OR IMMED IATE RELEASE

Eastern Health reviews ER and PR test results

July XX, 2005, St. John 's, Newfoundland and Labra dor - The General Hospital Laboratory will be
retesting breast tissue specime ns collected prior to 2004 that tested negative for estrogen and progesterone
receptors , Eastern Health announced today.

The decision to retest these specimens co mes after a review of specimens revealed that a high percentage of
previously negative tests have changed to positive using a new, more sensitive, type of testing technology.
The retesting may provide new opportunities for patients with breast cancer.

ER/ PR positive tumours are more likely to respond to hormone therapy. Although not a cure for breast
cancer, hormone drugs such as Ta moxifen can affect the progression of these tum ours.

"We believe we have a responsibility to our patients to do a double-check in this situation" said Dr. Robert
Williams, M.D., Vice President Quality, Diagn ostic and Medical Services. "Our patients are always ou r first
priority and we want them to know we have given them the best options for their care."

Pati ents who may be impacted have been contacted by letter and all patients will be contacted by their
oncologist or physician if any treatment changes arc required.

Approximately XXX of specimens will be retested. Patients do not need to visit a hospital. The retesting is
being completed on existing lab specimens.

Patients with questions about this process can contact the Patient Relations Officer at 777· XXX or toll free
1·800 XXXXX.

·3D-

Media contact:
Deborah Thomas,
Corporate Communications 777-1339/ 685-7697

EASTERN REGIONAL I:\I[GRATEU HEALTH AUTHORITY
CORPORATE COMMUNlcxnONS DEPART~fEiST, CORI'ORATE OFFICE

WATERFORD BRIUGE ROAD, ST. JOliN'S, NEWFOUNDLAND AND LAHRADOR, Al E 4J8
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Key Messages

• We have reacted quickly to investigate this issue so as to identify any
inconsistencies with our procedures; however, we are certai n that. at least in part,
these conversions are due to new, more sensitive, technology.

• Laboratory technicians have been working around the clock to complete re-testing
of samples to ensure proper treatment has been and will be administered. A
second specimen sample is being retested by Mount Sinai to ensure accuracy.

• Our former technology, the DAKO system, is a widely accepted form of
immunoperoxidase staining method in North America which many hospital
laboratories are still using today.

• We replaced the DAKO system in 2004 to keep current with technology and were
among one of the first in Eastern Canada to install the Ventana system.

• We have an independent consultant coming to our organization in the fall to
further review our immunoperoxidase staining system and methods now and
previously.

• Laboratory directors across the province have been asked to comply and return
tissue samples so they, too, can be retested.

• We are retesting hundreds of tissue samples from the past several years to ensure
accuracy.

• Positive controls were conducted daily as part of the immunoperoxidase staining
methodology.

• Literature suggests that 50-85 per cent of all breast cancers exhibit estrogen and
progesterone receptors; however newer technologies are seeing that number
increase with some American laboratories not testing for ERJPR but treating all
patients as positive.

• Very few laboratorieslhospitals keep track ofERJPR rates.

• If patients have questions they can call the Patient Relations Officer.
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Eastern
HEALTH

MEDIA RELEASE
F OR IMMEDlATE RELEASE

Laboratory testing review to be completed by outside consultant

Ju ly XX, 2ooS, St. Jo hn's, Newfoundland and Labrador - Changes in technology and a commitme nt to
quality contro l has prompted Eastern Health [ 0 examine its pathology system at the General Hospital in St.
John's.

Eastern Health has hired an outside consultant to review existing laboratory procedures and equipment. as
well as provide expertise on the past several years oflaboratory activity.

"We are thrilled to have someone a f this calibre to stud y our operations," said Dr. Robert Williams, M .D .,
Vice President Quality, Diagnostic and Medical Services. "It's imperative to us and to the safety of OUf

patients that we are always looking at ways to be better and this is an example of that. "

In 2003, significant changes were made to improve the accuracy of immuno testing , and in 2004 the
purcha se of the Ventana system further improved processes. However , in 2005 some test results from prior
to 2004 were reviewed prompting a more extensive review of procedures, leading ot the external review
being conducted this month .

XXXX XXXX from Mount Sinai , a graduate of XXXX, will be visiting the provincial laboratory on Sept.
whatever. He/ she will have the full cooperation of the entire department and access to all pertinent area s.

A report is expected in XXX of this year.

-30-

For information, contact: Deborah Thomas, Corporate Commu nications, 777-1339/ 685-7697

EASTER.'\j RE GIONAl 1'--rEGRATEU IIEALTI I AlITllORITY

CORPORATE CO\B.fU:'OICAT IO:"S DEPARnIUSI. CORPORAn~ OFFICE
wATERFORD BRIDG E ROAD, ST. JOH~·S. NEWfOU:,\ULA:"D A."xD LABRADOR, AlE 418
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Eastern Health would like to advise you of a situation which has led to the retesting of your
breast tissue sample.

This is just an advisory notice; you do not have to do anything.

Due to improved technology and the finding of some earlier, inconsistent results, Eastern
Health has begun retesting a select group of breast cancer patient samples to check for
estrogen and progesterone receptors.

The presence of these receptors helps determine the most appropriate treatment of breast
cancer.

Although we are retesting your tissue, this does not mean your treatment has, or will change.
Retesting will be conducted with existing tissue samples. Women are not required to have
any additional testing and are not requ ired to come to the hospital.

Women who do have to have their treatment altered because of this result will be contacted
by her family doctor or oncologist. If you are not contacted, your result did not change.

If you have any questions about this process please call I -SOOand leave a message. Someone
will get back to you promptly.

Thank-you.
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