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Question. and An.wen Briefing Note
Department ofHealth and Community Services

Title: Retesting ofBreast Cancer Patients

Issue: Breast cancer patients are still looking for answers. Some patients may have
missed out on a dmg therapy (Tamoxifen) that lowers the risk of the cancer
recurring. Some patients say it is hard to find out whether their results are right or
not. The public is concerned that not all samples have been retested by Mount
Sinai to date.

Anticipated Questions:
• Has the testing been completed on the samples sent to Mount Sinai?
• Has everyone been notified ofthe results?
• What has been done to correct this problem?

Key Menages:
• Health care is a priority for this Government and patient safety is first and

foremost. The Department has been working closely with Eastern Health since
May when it was discovered that there was a problem with the testing of tissue
samples for breast cancer patients with ERlPR receptors.

• Teating of the tissue samples sent to Mount Sinai, for the most part, has been
completed and the vast majority of results are back and in various stages of
review by a panel of physicians who will inteIpret the results. We know this
process is taking time but our primary concern is that the patient's needs are being
addressed.

• A quality review began immediately when the problem was discovered. Eastern
Health has had the method of testing for ERlPR receptors reviewed by external
consultants. Their recommendations have been implemented and the consultants
are expected to return to Eastern Health in early April to review what has been
done. It is expected that Eastern Health will begin testing of new patients at that
time.

Other Suggested RespoDSe(S):

• Until the external consultants review the testing process and assure Eastern Health
it is safe to proceed, the testing of new breast cancer patients with ERIPR
receptors will be done at Mount Sinai.

• Patient safety is a primary focus for our health system. Regional health authorities
have embarked on a national Safer Health Care Now campaign to implement six
targeted interventions in patient care, e.g. raped. response teams, prevention of
adverse drug events, and improved care for heart attack patient safety.
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Baek.,orouod:
• In May, the laboratory at the Health Sciences Centre discovered some inconsistent

results in breast tumour samples. This happened when a patient who had tested
ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO system was
retested on a new VANTANA system in 2005 and the test results were positive.

• Eastern Health has sent a total of 939 collected tissue samples from patients who
bad negative ER and PR results from 1997 to 2005 to Mount Sinai for retesting.

• About 350 breast cancer tests are done annually in this province. About 73% of
all cancer patients tested positive for ER and PRo These patients are not impacted
by the retesting. The retesting involves about 27% ofall patients.

• The laboratory problem at the Health Sciences Centre could be repeated across
Canada. An expert in medical technology has publicly stated that Canada lacks a
national standards body and labs across the country should take a look at what
they are doing to make sure they get it right.

• Eastern Health has advised the public that information on the ERlPR retesting can
be obtained by calling the Patient Relations Officer at 777-6500, or their surgeon,
oncologist or family doctor.

Prepared by: Debbie ~foiTls

Date: February 23, 2006
Approved by: Moira Hennes8ey
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Question and Answer Briefing Note
Department of Health and Community Services

Title: ERIPR Testing, Eastern Health

Issue: Eastern Health released the outcome of its review ofER/PR testing in December.
A mistake in testing may have led to incorrect treatment for 117 women in this
province suffering from breast cancer. Legal proceedings have begun.

Anticipated Questions:
e . Why has it taken more than one year for Eastern Health to go public and release

the results of the ERJPR testing review?
@ When will breast cancer screening test resume at the laboratory in St. JolJn's?
G What has Government done to ensure the reliability and accuracy of the ER/PR

testing at the St. John's hospitals? . . .
8 Are pathologists or laboratory staff to blame for the incorrect ERIPR test results?

K~y Messages:
~. . .Proyiding .qu~lity.health services to the people of this province is a priority for our

99¥~III.inellt~. ·We regret that the past two .years. (since May 2005) has been a
stressful period for some·patie~ts and their families.

G When the ER/PR testing problem was discovered in l\1ay 2005, arrangements
w~re pgt ilip!ape quickly for an indepe~gent laboratory to review. the test results
and cOlIlplete·ongoing work. Eastern Health took the time it felt ·was necessary to
review the te~.t results from Mount Sinai arid conduct an extensive quality revit?w
ofthe laboratory prior to releasing the outcomes to the public iri. December 2006.

Ii Eastern· Health's first priority was its .patients. Clinical. team members
communicat~.9:. individually with all patients impacted by this review. The
organization has acted in what it determined to be in the best interest of its
patients. .

G Eastern Health resumed ERJPR testing in 81. John's on February 1, 2007. We are
confident that Eastern Health has implemented the appropriate new measures to
ensure the highest standard of care for breast cancer patients.

@ There were multiple factors involved in the ERIPR testing. There has been no
blame assigned within Eastern Health. Since legal proceedings have been
initiated, Government will have to allow the legal process to determine if in fact
error has occurred.

Other Suggested Response(s):
@ Eastern Health has put a number of measures in place to provide a high standard

of ER/PR testlIlg. These lileasures include a qualit-)' 111anagement prOgram,
seeking national accreditation for the laboratory and ensuring all technologists
and pathologists receive special training.
Eastern Health has implemented the recommendations from two external reviews
and a dedicated laboratory has been established to perform the ERIPR testing with
3 designated technologists, a lab medical director, and a dedicated cutter. A centre
of excellence for breast cancer cases has been established at Eastern Health so
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that examination and reporting will be directed to a dedicated group of
pathologists.

Background:
@ In May 2005, the laboratory at the Health Sciences Centre discovered inconsistent

results in breast tUmour samples. The tests examine hormone receptors Estrogen
(ER) or Progesterone (PR) in breast cancer cells to help physicians determine
what course of treatment to follow for each patient (eg. chemotherapy, radiation).
In the review period from 1997 to 2005, there were 2760 ERJPR tests conducted
at the laboratory. Nine hundred and thirty-nine (939) of these tests were originally
negative and were sent to Mount Sinai for retesting. This number represents about
34% of the patients tested for breast cancer. All retesting has been completed. The
chronology of the ERiPR retesting is attached as A1?nex 1.
Eastern Health did not initially advise patients of the retesting (despite the
Department's suggestion that it should consider doing so) and many learned of it
from the media before they were contacted by Eastern officials last Fall. Eastern
waited for the actual results'before disclosing information to the patients instead
of telling them that they mayor may not be impacted by the J;eview; Eastern .
didn't know what this would mean for them without the resUlts. Eastern also did

.not want to pnn~cessarilyrais~ alarm for o4J.diyiduals who tr,lay not be. affected.
. The details onthe test results ar~ as follows: ..

Total Cases Reviewed 1997-2005 2760
°Total Patients Retested 939

.., . Patients Requi$.g Tr.eatmentChanges 117·
The 9-39 patients included. 176 individuals who are dec~ased.. Onehun<ired and·
op:e (191).patients were rete.sted andiesults receive,.d;. Tl:terewel:'e.two.(2) patients
who were retested upon request. The remaining 73 win not be retestedunless the'
families request it.
Last S_pring (2006), the family ofthe late Michelle Hanlon filed a claim against
Eastern Health. Ms. Hanlon tested negative on a breast tumour sample in 2000 but
on retesting was found to be positive. The family claim that if the correct test
result was known earlier, the appropriate treatinent. would have been started which
would have prevented the spread ofher disease, and possibly her death. Eastern
has filed a statement of defence asking that the case be dismissed.
A claim has been filed, named Vema Doucette vs. Eastern Regional Health
Authority (ERRA), with the Newfoundland Supreme Court, Trial Division.
Government is not named as party to the action. Ches Crosbie is representing the
approximately 40 plaintiffs; Dan Boone is representing Eastern Health and Judge
Carl Thompson is assigned as case management judge.
The claim alleges faulty ER and PR testing by Eastern Health, resulting in the
acLministration of inappropriate treatment to some cancer patients. The claim has
not yet been certified :u: a class action; It is still in the early stages of litigation.
Eastern Health has filed an affidavit in court on December 15,2006. The lawyers
for the plaintiff and the defendant have filed documents for certification and case
law with the court on February 9,2007. A hearing of the certification application
is scheduled for May 23-25, 2007.
Eastern Health has also taken measures to address the system issues including a
review by two laboratory experts from outside the province, investments in
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technology, recruitment of four pathology assistants, accreditation with the
CCHSA and consolidation of pathologist review of breast tissue samples.

Drafted by: Beverley Griffiths, i29-0i17
Approved by: Moira Hennessey
Date: March 9, 2006
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Question and Anlwer Briefing Noie - Spring 2006
Department of Health and CommODity Services

Title: Retesting ofBreast Cancer Patients (ERlPR)

Issue: Breast cancer patients are still looking for answers. Some patients may have
missed out on a drug therapy (Tamoxifen) that lowers the risk of the cancer
recurring. Some patients say it is bard to find out whether their results are right or
not. The public is concerned that not all samples have been retested by Mount
Sinai to date.

Anticipated Questions:
• Has the testing been completed on the samples sent to Mount Sinai?
• Has everyone been notified of the results?
• What has been done to correct this problem?

Key Menages:
• Health care is a priority for this Government and patient safety is first and

foremost. The Department has been working closely with Eastern Health since
last May when it was discovered that there was a problem with the testing of
tissue samples for breast cancer patients with estrogen and progesterone (ERJPR).

• Testing of the tissue samples sent to Mount Sinai, for the most part, has been
completed and the vast majority of results are back and in various stages of
review by a panel of physicians who will interpret the results. We know this
process is taking time but our primary concern is that the patients' needs are being
addressed.

• A quality review began immediately when the problem was discovered. Eastern
Health has had the method of testing for ERIPR receptors reviewed by external
consultants. Their recommendations have been implemented and the consultants
returned to Eastern Health in early April for an assessment of progress. It is
expected that Eastern Health will begin testing of new patients in St. John's once
the final consultants report has been received and reviewed, likely in late May.

Other Suggested Response(s):
• Until the external consultants review the testing process and assure Eastern Health

it is safe to proceed, the testing of new breast cancer patients with ERlPR
receptors will be done at Mount Sinai.

• Patient safety is a primary focus for our health system. Regional health authorities
have embarked on a national Safer Health Care Now campaign to implement six
targeted interventions in patient care, e.g. rapid response teams, prevention of
adverse drug events, and improved care for heart attack patients.
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Backgrouod:
• In May. the laboratory at the Health Sciences Centre discovered some inconsistent

results in breast tumour samples. This happened when a patient who had tested
ER (estrogen) and PR (prDgesterone) negative in 2002 on a DAKO system was
retested on a new VANTANA system in 2005 and the test results were positive.

• Eastern Health bas sent a total of 939 collected tissue samples from patients who
had negative BR and PR results from 1991 to 2005 to Mount Sinai for retesting.

• About 350 breast cancer tests are done annually in this province. About 73% of
all cancer patients tested positive for ER and PRo These patients are not impacted
by the retesting. The retesting involves about 27% of all patients.
Eastern Health has advised the public that information on the ERlPR retesting can
be obtained by calling the Patient Relations Officer at 777-6500. or their surgeon.
oncologist or family doctor.

• The laboratory problem at the Health Sciences Centre could be repeated across
Canada. An expert in medical technology has publicly stated that Canada lacks a
national standards body and labs across the country should take a look at what
they are doing to make sure they get it right.

Prepared by: Debbie Morris
Approved by: Moira Hennessey
Date: March 15, 2006
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Question and Answer Briefing Note - Spring 2006
Department or Health and Community Services

Title: Retesting ofBreast Cancer Patients (ERlPR)

Issue: Breast cancer patients are still looking for answers. Some patients may have
missed out on a drog therapy (Tamoxifen) that lowers the risk of the cancer
recurring. Some patients say it is hard to find out whether their results are right or
not. The public has been concerned in the past that not all samples have been
retested by Mount Sinai to date.

Anticipated Questions:
• Has the testing been completed on the samples sent to Mount Sinai?
• Has everyone been notified of the results?
• What has been done to correct this problem?

Key Messages:
• Health care is a priority for this Govenunent and patient safety is first and

foremost. The Department has been working closely with Eastern Health since
last May when it was discovered that there was a problem with the testing of
tissue samples for breast cancer patients with estrogen and progesterone (ERlPR).

• Most of the test results are back from Mount Sinai. These results are in various
stages of review by a panel of physicians who will interpret the results. The
Authority is in discussions with Mont Sinai regarding receiving the remaining 16
test results. We know this process is taking time but our primary concern is that
the patients' needs are being addressed.

• A quality review began immediately when the problem was discovered. Eastern
Health has had the method of testing for ERJPR receptors reviewed by external
consultants. Their recommendations have been implemented and the consultants
returned to Eastern Health in early April to assess of progress. Eastern Health
expects to begin testing of new patients in St. John's once the consultants' final
report has been received and reviewed, likely in late May.

Other Suggested ResPODIe(S):
• Until the external consultants complete their review and assure Eastern Health it

is safe to proceed, the testing of new breast cancer patients with ERIPR receptors
will be done at Mount Sinai.

• Patient safety is a primary focus for our health system. Regional health authorities
are participating in a national safety initiative to reduce adverse events and
improved patient care.

Background:
• In May 2005, the laboratory at the Health Sciences Centre discovered some

inconsistent results in breast tumour samples. This happened when a patient who
had tested ER (e:,-trogen) cmd PR (progesterone) negative in 2002 on a D..A.KO
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Baekground:
• In May, the laboratory at the Health Sciences Centre discovered some inconsistent

results in breast twnour samples. This happened when a patient who had tested
ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO system was
retested on a new VANTANA system in 2005 and the test results were positive.

• Eastern Health has sent a total of 939 collected tissue samples from patients who
had negative ER and PR results from 1997 to 200S to Mount Sinai for retesting.

• About 350 breast cancer tests are done annually in this province. About 73% of
all cancer patients tested positive for ER and PRo These patients are not impacted
by the retesting. The retesting involves about 27% ofall patients.

• Eastern Health has advised the public that infonnation on the ERIPR retesting can
be obtained by calling the Patient Relations Officer at 777-6500, or their surgeon,
oncologist or family doctor.

• The laboratory problem at the Health Sciences Centre could be repeated across
Canada. An expen in medical technology has publicly stated that Canada lacks a
national standards body and labs across the country should take a look at what
they are doing to make sure they get it right.

Prepared by: Debbie Morris
Approved by: Moira HeDDeney
Date: April '1.7, 1006
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Question and Answer Briefing Note - Spring 2006
Department of Health and Community Services

Title: Retesting of Breast Cancer Patients (ERlPR)

Issue: Breast cancer patients are still looking for answers. Some patients may have
missed out on a drug therapy (Tamoxifen) that lowers the risk of the cancer
recurring. Some patients say it is hard to find out whether their results are right or
not. The public has been concerned in the past that not all samples have been
retested by Mount Sinai to date.

Anticipated Questions:
• Has the testing been completed on the samples sent to Mount Sinai?
• Has everyone been notified of the results?
• What has been done to correct this problem?

Key Messages:
e Health care is a priority for this Government and patient safety is first and

foremost. The Department has been working closely with Eastern Health since
last May when it was discovered that there was a problem with the testing of
tissue samples for breast cancer patients with estrogen and progesterone (ERlPR).

• Most of the test results are back from Mount Sinai. These results are in various
stages of review by a panel of physicians who will interpret the results. The
Authority is in discussions with Mont Sinai regarding receiving the remaining 16
test results. We know this process is taking time but our primary concern is that
the patients' needs are being addressed.

• A quality review began immediately when the problem was discovered. Eastern
Health has had the method of testing for ER/PR receptors reviewed by external
consultants. Their recommendations have been implemented and the consultants
returned to Eastern Health in early April to assess of progress. Eastern Health
expects to begin testing of new patients in St. John's once the consultants' final
report has been received and reviewed, likely in late May.

Other Suggested Response(s):
• Until the external consultants complete their review and assure Eastern Health it

is safe to proceed, the testing of new breast cancer patients with ERIPR receptors
will be done at Mount Sinai.

• Patient safety is a primary focus for our health system. Regional health authorities
are participating in a national safety initiative to reduce adverse events and
improved patient care.
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Background:
• In May 2005, the laboratory at the Health Sciences Centre discovered some

inconsistent results in breast tumour samples. This happened when a patient who
had tested ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO
system was retested on a new VANTANA system in 2005 and the test results
were positive.

• Eastern Health has sent a total of 939 collected tissue samples for patients who
had negative ER and PR results from 1997 to 2005 to Mount Sinai for retesting.
Test results have been received on 923 patients.

• About 350 breast cancer tests are done annually in this province. About 73% of
all cancer patients tested positive for ER and PRo These patients are not impacted
by the retesting. The retesting involves about 270/0 of all patients.

• Eastern Health has advised the public that information on the ERIPR retesting can
be obtained by calling the Patient Relations Officer at 777-6500, or their surgeon,
oncologist or family doctor.

• The laboratory problem at the Health Sciences Centre could be repeated across
Canada. An expert in medical technology has publicly stated that Canada lacks a
national standards body and labs across the country should take a look at what
they are doing to make sure they get it right.

Prepared by: Debbie Morris
Approved by: Moira Hennessey
Date: May 2, 2006
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Question and Answer Briefing Note - Spring 2006
Department ofHealth and Community Services

Title: Retesting ofBreast Cancer Patients (ERlPR)

Issue: Breast cancer patients are still looking for answers. Some patients may have
missed out on a dreg therapy (Tamoxifen) that lowers the risk of the cancer
recurring. Some patients say it is hard to find out whether their results are right or
not. The family of one patient has filed a statement of claim against Eastern
Health.

Anticipated QuestioDS:
• Has the testing been completed on the samples sent to Mount Sinai and has

everyone been notified of the results?
• What has been done to correct this problem?
• What is Government doing to restore public confidence in the testing procedures

at Eastern Health?
• What is Government's response to the statement ofclaim brought against Eastern

Health by the family ofthe late Michelle Hanlon?

Key Messages:
• Health care is a priority for this Government and patient safety is first and

foremost. A quality review began immediately when the problem was discovered
last May. Eastern Health had external consultants review the method aftesting for
ERIPR receptors being used. The consultants' recommendations have been
implemented. They returned to Eastern Health in early April this year to assess
the progress. Eastern Health expects to begin testing ofnew patients in St. John's
once the consultants' fmal report has been received and reviewed, likely in late
May.

• All the test results are back from Mount Sinai Hospital in Toronto. These results
are in various stages of review by a panel of physicians who will interpret the
results. We know this process is taking time but our primary concern is that the
patients' needs are being addressed.

• Govenunent is unable to comment at this time on the statement of claim due to
the legal proceedings.

Other Suggested Response(s):
• Until the external consultants provide their fmal report and assure Eastern Health

it is safe to proceed, the testing of new breast cancer patients with ERJPR
receptors will continue at Mount Sinai.
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Background:
• In May 2005, the laboratory at the Health Sciences Centre discovered some

inconsistent results in breast tumour samples. This happened when a patient who
had tested ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO
system was retested on a new VANTANA system in 2005 and the test results
were positive.

• Eastern Health has Bent 939 collected tissue samples for patients who had
negative ER and PR results from 1997 to 2005 to Mount Sinai for retesting. All
test results are now back.

• About 350 breast cancer tests are done armually in this province. About 73% of
all cancer patients tested positive for ER and PRo These patients are not impacted
by the retesting. The retesting involves about 27% ofall patients.

• Eastern Health has advised the public that information on the ERlPR retesting can
be obtained by calling the Patient Relations Officer at 777..6500, or their surgeon,
oncologist or family doctor.

• Eastern Health bas filed a statement ofdefence to a claim brought against them by
the family ofthe late Michelle Hanlon. Ms Hanlon had initially tested negative for
ERIPR on a breast tumour sample in 2000 but on retesting was found to be
positive. The family claim that if the correct test result had been known earlier
appropriate treabnent would have been started which would have prevented the
spread of her disease, and possibly her death. Eastern's statement of defence is
asking that the case be dismissed.

• CBC Radio aired a story today about the statement of claim filed by Michelle
Hanlon's family, noting that Eastern had filed a statement ofdefence. Peter Dawe,
Canadian Cancer Society, was quoted and stated that he hopes for good
infotmation from Eastern Health shortly. He questioned the accuracy of the test
results in laboratories across the country and he will raise the issue with his
national and provincial counterparts. He also stressed the importance of Eastern
Health restoring public confidence in their testing procedures.

• An expert in medical technology publicly stated last fall that Canada lacks a
national standards body and laboratories across the country should take a look at
what they are doing to make sure they get it right.

Prepared by: Debbie Morris
Approved by: Moira Hennessey
Date: May 18, 2006
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Moira Hennessey
MCCormack, Marilyn
Wed. Aug 1e. 2006 7:44 AM
Re: BN • ERIPR Receptor tests

Hi arilyn.
I /I answer your questions as best as I can from a distance..

1. he NL panel reviewed 422 test results after they came back from Mount Sinai. These results are
inc uded in the 939 tissue samples. The NL panel consists of reps from medical oncology, pathology,
su ery and quality.

2. he 28 test results confirmed as negative by the NL panel were sent to Mount Sinai. The panel chose to
ra ew these results because there was a sliight change on the patient's ERiPR status from time of
ori Inal diagnosis to retesting.

here are only 13 of the 208 who are being treated with Tamoxifen for metastatic disease. Because this
tment was started since their original diagnosis and before the test results were reviewed by Mount
i and the NL panel, there are no treatment recommendations since the retesting.

4. he 3 patients include one patient who was diagnosed with invasive carcinoma when the review by the
NL panel Indicate it was DCIS and two patients were diagnosed with DCIS with a large amount of Invasive
co ponent but upon review, the invasive component is much less.

Th re are 39 patients confirmed with DCIS and 14 stili under review. I don't know when the reviews will be
co pleted or if these patients have been notified. If you need this info today, you can check with Heather
Pr dham directly.

Se t via Blackberry
Go emment of Newfoundland and Labrador

Marilyn McCormack 8/15 11:22 am >>>
a ire

Ho e your trip to Labrador is going well and the weather is as nice there as it is here on the Island. Sorry
to other. you again on this note but I am trying to ensure I am reading the information correctly.

I re ived the BN from Yvonne as you directed. I still have a few questions

1. an you tell me about the NL panel. Did they review the results here PRIOR to the tests going to Mount
Sill i or did they decide which tests were to be retested at Mount Sinai? I'm not clear what their role
wa lis?

2. e note indicates 28 patients test results confirmed negative by NL panel. Were these tests also sent
to ount Sinal {or not) and if so I assume the results were the same from Mount Sinai as found by the NL
pa el?

3. he patients whose ERiPR status changed from negative to positive· 208- but with no treatment
ree mmendations. The comments section advises some of these patients were considered low risk.
pre iously could not tolerate or did not want Tamoxifen or have since been placed on Tamoxifen for
me stic disease. Does this mean that these patients all have metastic disease or do we know how many
of t e 208 do? And would this be the result of them not having been given Tamoxifen ( because their
onra, test ,"suits we,e negative) when they should have been given Tamoxlfen?The note says no

I
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re mmendations for treatment yet the comments indicate there has been changes in the treatment being
pr vided. Can you clarify. I find the information contusing.

4. f the 56 patients with nels do I assume only 3 w-omen wera incorrectly diagnosed with DCIS? Then
th re were 39 who were confirmed DCIS? And do we have any idea when the other 14 will be reviewed
a by who? It says the patients have been notified. I assume this includes the 14 women whose test
re ults are still pending the review? Is that right?

Th nks Moira for any clarification you can provide. I feel I should ask the questions as if It's not clear to
m it will likely be unclear for others as well.

ade the other changes you recommended. Hopefully we can conclude soon
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Eastern Health
Summary of ERIPR Retesting

August 11, 2006

The total number ofpatient tissues sent for retesting at Mount Sinai was 939 and the majority of
~e test results (923) have been returned.

Jrhe test results include'
Category Number Comments

Patient test results confirmed negative 341 No change in patient's treatment plan.
by Mount Sinai
Patient test results confirmed negative 28 Patients whose original test results were
l>yNLpanet considered negative by heating physician

and treated appropriately. There was a
slight change in ERJPR status but review
by panel confinned negative ERJPR status.

C;tient test results confirmed posinve 12 Patients whose original test results were
, yNL panel considered positive by treating physician

and treated appropriately. There was a
slight change in ERJPR status but review
by panel conf1nned positive ERJPR status.

ratient ERJPR status changed from 208 Includes patients deemed at low risk of
~egative to positive but no treannent recurrence, previously could not tolerate or
econnnendations did not want Tamoxifen, or have since

I been placed on Tamoxifen for metastic
disease.

Patient ERJPR status changed from 109 Includes patients who have been impacted
negative to positive and there are by the delay in receiving Tamoxifen and
trea1ll1ent recommendations patients whose results have not changed
I

significantly but the clinical definition of
positive and negative has changed since
time ofdiagnosis.

lDuctal Carcinoma in Situ (DCIS) S6 Tamoxifen is not recommended for DCIS.. There are 39 confirmed and 14 WIder- review. The panel has identified 3 patients
,

who were incorrectly diagnosal in their
original pathology report which may have
led them to being treated excessively.
Patients have been notified.

~eqUired assessment prior to 5 Panel could not make a recommendation
econunendation without seeing the patient. Information has

I been communicated to patient and follow-
I up care offered.
jRetro converters 4 Patients considered positive at time of

initial ERJPR testing. These individuals
I
I received honnonal treatment. Retesting at

Mount Sinai confirmed these were false
positives.

IPatients identified as deceased by chart 176 Based on June 2006 ethics review, a public
!review or contact with family member statement will be made at the end of the
I ERIPR review that if family members want
: the results, they can contact Eastern Health.
TOTAL 939 -
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Prepared by: Heather Predham,
AssIstant Director, Quality and Risk Management

Date: I ••1•• ~, l'\I'n L
.JUlY ..;J" .c;vua

: Re: Estrogen and Progesierone Receptor Testing: Update
The total number of patients sent for retesting was 939. The majority of results have been
returned. reviewed and the individual patients informed. Exceptions to this are listed
below:

Ductal Car~inoma In Situ (OCIS):·
DCIS is a diagnosis made by the pathologist when the cancer cells grow insIde
the ducts of the breast. DCIS means that there is no, or only a very limited amount
of, invasive component of the disease and this diagnosis would form the basis of
the plan of treatment. As I understand it, from our specialists, Tamoxifen is not
recommended for DCIS. There is, therefore, no reason to test the ER/PR status.

Of the results returned from Mount Sinai, there were ones that Mount Sinai did not
retest as they diagnosed them as being DCIS. Initially, the panel reviewed the
original pathology report and if that report diagnosed the person as having DCIS,
then there was no further action required: the patient is confirmed DCIS and does
not have to be retested for ER/PR.

If the panel could not do this initial step, then two pathologists reviewed the
original blocks and slides. This has led to the identification of other "confirmed
DCIStl

•

However, our review has also revealed patients who were incorrectly diagnosed
inJheir original pathology report with on invasive disease. This may have led them
to being treat~dwith Tamoxifen or chemotherapy. At this time, there are three
women who fall in this category. Representatives of Eastem Health and the

, Clinical Chiefs of Pathology and Cancer Core have disclosed this information to
those affected.
a

....
Jhere ore 14 more DCIS patients throughout Newfoundland and Labrador that
require further review by pathology.

,"Retro" Convertors
All patients who were negative for ER were included in the retesting process. As
the clinical definition of negative changed over the years, all patients with an ER
of 30% or less were retested.

That means that in the group retested there are women who. although their ER
level met this definition of negative, were considered positive at the time and
received hormonal treatment. However, in 4 cases. retesting by Mount Sinai
identified that women in this category now have an ER/PR status of 0% which has
been confirmed by subsequent retesting at Mount Sinai.

Representatives of Eastern Health and the Clinical Chiefs of Pathology and
Cancer Care will meet with them in the near future to disclose this information.
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, '

I Deceased
I 174 patients are identified as being deceased. In June, an ethics review was conducted
\ regarding notification of these families. The recommendation was that upon conclusion
: of the ER/PR review. a DubHe statement be made statina that if the next of kin of a
! d~~~a;~d patie~t ~o~id like the results, that they conta'"'ct Eastern Health.

: Legal activity

: Hanlon claim
~ This claim was served on Eastern Health in December 2005. Ms. Hanlon has subsequently
: passed away. Eastern Health I s defense has been filed and currently a list of pertinent
i documents is being prepared for submission to the court.

: Doucette Claim
!This statement of claim was recently filed with the intention to proceed under the class
I action legislation. The next step in this process is for the Plaintiff's lawyer to file, with the
: court, the parameters in which he intends to proceed. This is part of the process in his
, application to the court to seek a class of patients to be certified.
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Moira Hennessey
Abbott, John
Thu, Aug 17,200612:41 PM
Fwd: BN - ERIPR Testing

FYI and review. This note will likely go to the PO later tOday or tomorrow.

Mol a

Mo· a Hennessey

As Istant Deputy Minister - Regional Health Operations
De artment of Health and Community Services
Go emment of Newfoundland and Labrador
Ph ne: 709.729.3127
Fa : 709.729.4009
E- ail: MHennessey@gov.nI.ca

» Marilyn McCormack 8/17/200611:26 AM »>
HI oira

I w s able to clarify the informaUon on the NL Panel and their ro'e with Heather Predham. I included an
e a bullet under Background ( last bUllett) to descnbe the NL panel and their role. In the introduction to
the chart I made reference again to the panel. In my opinion the note is clear now and with your approval I
will forward to Gary. Please advise

Griffiths, Beverley; Mundon, Tansy; Rumboldt, John
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Brlefing Note

Title: Update on Pathology Reports and Legal-Action for Women Diagnosed with Breast
Cancer

Issue: Cummt status ofpathology testing and legal claims related to women diagnosed with
breast cancer.

Background:

• In May, 2005 the laboratory at the Health Sciences Center discovered some inconsistent
results in breast tumor samples. Specifically ER (estrogen) and PR (progesterone)
receptor tests which were completed to determine whether a particular tumor needed
honnones, such as estrogen or progesterone to grow, varied in a number ofsamples.

• The result ofreceptor tests direct the treatment to be provided. For example, women
who had a positive test result from the receptor test may respond to honnone therapy
such as the drug Tamoxifen. Tamoxifen is taken by mouth and generally carries fewer
side effects than other forms of treatment for cancer such as chemotherapy. !fER and
PR tests are negative the patient is given chemotherapy.

• Since the discovery ofthesc inconsistent results Eastern Health has sent 939 collected
tissue samples for patients who had tested negative ER and PR results from 1997-2005
to Mount Sinai for retesting. Test results have been received on 923 patients.

• Eastern Health also established a panel ofprofessionals representing medical oncology,
pathology, surgery, and quality services (NL Panel) who reviewed the test results
coming back from Mount Sinai whenever there was a change in the patients initial test
results.

Current Status: (pathology Reports)

The total number of patient tissues sent for retesting at Mount Sinai was 939 and the majority of
the test results (923) have been returned. The following table details the results from Mount
Sinai and also provides Information on the 422 test results with changes that were reviewed by
the NL panel upon receipt from Mount SinaI.

The test results include:

Category
Patient test results confirmed
negative by Mount Sinai
Patient test results confirmed
negative by NL panel

Number
341

28

Comments
No change in patient's treatment plan.

Patients whose original test results
were conSidered negative by treating
physician and treated appropriately.
There was a slight change In ERIPR
status as a result of the testina at
Mount Sinal but following a second

I review by the NL pane! the negJ:lilvA
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I I ERiPR status was confirmed.I I
Patient test results conflnned 12 Patients whose original test results
positive by NL panel were considered positive by treating

physician and treated appropriately.
There was a slight change In ERiPR
status but review by NL panel
conflnned positive ERIPR status.

Patient ERiPR status changed from 208 There are 13 patients of the 208 who
negative to positive but no are being treated for metastatic
treatment recommendations disease. However these patients began

treatment since their original diagnosis
but before the test results were
reviewed by Mount Sinai and the NL
panel therefore there are no treatment
recommendations for them. The
remainder Includes patients deemed at
low risk of recurrence, previously could
not tolerate or did not want Tamoxifen,
or have since been placed on
Tamoxlfen for metastic disease.

Patient ERIPR status changed from 109 Includes patients who have been
negative to positive and there are Impacted by the delay In receiving
treatment recommendations Tamoxlfen and patients whose results

have not changed significantly but the
clinical definition of positive and
negative has changed since time of
diagnosis.

Ductal Carcinoma In Situ (DCIS) 56 Tamoxlfen Is not recommended for
DCIS. There are 39 oonflrmed and 14
under review. The panel has Identified
3 patients who were Incorrectly
diagnosed in their original pathology
report which may have led them to
being treated excessively. One of
these three women was diagnosed with
invasive carcinoma when the review by
the NL panel Indicated it was DCIS.
The other two women were diagnosed
with DCIS with a large amount of
Invasive component but upon review,
the invasive component 15 much less.
Patients have been notified.

Required assessment prior to 5 Panel could not make a
recommendation recommendation without seeing the

patient. Infonnation has been
communicated to patient and follow-up
care offered.

Retro converters 4 Patients considered positive at time of
initial ERIPR testing. These individuals
received hormonal treatment. IRetestin~t_Mount Sinai confirmed

-- --
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I I
Patients identified as deceased by
chart review or contact with family
member

TOTAL

Current Status: (Legal Activity):

I these were false positives. I
176 Based on June 2006 ethics review, a

public statement will be made at the
end of the ERiPR review that if family
members want the results. they can
contact Eastern Health.

939

• Currently only two legal claims have been filed as follows:

Michelle Hanlon. A claim was served on Eastern Health on behalfafMs Hanlon in
December, 2005. Ms Hanlon has subsequently passed away but her claim is being
followed by her family. Ms Hanlon had originally tested ERIPR negative and therefore
was not 1reated with Tamoxifen. Later she tested ERJPR positive. Eastern Health's
defense has been filed and currently a list ofpertinent documents is being prepared for
submission to the court.

Verna Doucette: This statement ofclaim was recently filed with the intention to
proceed under the class action legislation. (This will be the model case). Ms Doucette
also tested ERlPR negative and was not treated with Tamoxifen. Later she tested
ERlPR positive. The next step in the process is for the Plaintiff's lawyer to file, with the
court, the parameters in which he intends to proceed. This is part ofthe process in his
application to the court to seek a class ofpatients to be certified.

··Recent media reports identified Myrtle Lewis has joined other women who have
signed on to take part in a class action lawsuit. Myrtle Lewis was completely
misdiagnosed and as a result ofan individual pathologist who read her test results
wrong she has undergone radical surgery and extensive chemotherapy. Mrs. Lewis
had pre-canccrous cells which did not require the extensive treatment she went
through. The statement ofclaim filed by Mr. Cbes Crosbie was served to the defendant,
Eastern Health on July 7, 2006.

Summary:

The legal action initiated by Mrs. Myrtle Lewis is a result ofa misdiagnosis and is not
linked to the problems described in this note with the ER/PR receptor tests which had
to be repeated.

Eastern Health advises 22 women were impacted by the change in status of the
ERJPR Receptor tests. These women had changes in the progress oftheir disease from
the initial confinnation ofthe disease and the beginning oftheir treatment to the
retesting done at Mount Sinai
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However, all oftha 939 patients (or families oft.'lose who have died) whose test results
were reviewed could potentially become applicants in a class action lawsuit. The basis
of their claims may differ depending on the criteria established. The lawyer
initiating the suit has included in his claim for damages not only the problem with the

lab where test results were inaccurate but also the stress suffered by those who were
told in advance the testing was being repeated and the time they were required to wait
before information was available to them on their individual cases. Currently legal
counsel for Eastern Health is reviewing the legal position for Eastern Health.

Impacts of Treatment with Tamonfen:

The drug Tamoxifen is believed to prevent the growth ofcancer in ERJPR positive patients. It
does have possible side effects which includes; endometrial cancer, blood clots in the legs,
stroke, abnormal growth ofuterine tissue, hair and nail thinning, and fertility problems. Patients
however who do not receive Tamoxifen but are ERIPR positive may experience further problems
with cancer.

Reasons for the Erroneous Results and Steps taken to Prevent Reoccurrence:

Eastern Health has engaged external consultants to review the procedures at the laboratory. When
all reports are received they will be reviewed and the recommendations will be implemented. The
goal is to have the laboratory accredited.

Until these processes are completed all samples will continue to be retested at Mount Sinai.

.Actlon Required:

• This note is provided for information purposes only. Should the Premier require further
detail officials from Eastern Health as well as their legal counsel will be available for an
in person briefing.

Prepared by/Approved by: Heather Predham, Eastern Health; Moira Hennessey, HCS
Reviewed by: Marilyn McCormack; Gary Cake, Cabinet Secretariat
])ate: August 18,2006
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Fro~:
To:
Oat,:
S!.l~ect:

Hi Moira

Marilyn McCormack
MOIra Hennessey
8/18/200610:59:24 AM
8N for Premier 011 ERJPR Rec-eptor Tests

Atta ed is the FINAL copy of the above noted Briefing Note If you approve of same. I had to go back to
He her to ask how many women were most impacted by the change In status of rne ER/PR receptor
test g. She gave me the number 22 as indicated on the third page of the BN. Gary also wanted to know
ho many were likely to initiate legal action and according to Heather any or all of the 939 women{ or their
fam lies) could do so. Eaxact numbers would not be known at this time. She explained that even if the
res Its were correct from the initial testing to the retesting at Mount Sinai the stress caused to some
wo en/families by knowing they were being retested, how long they had to wait for information, etc. could
be basis to inititate an action or to participate in the class action if thats the way this proceeds..

If YQu are okay with this note Gary has approved it and it will go as is. Please advise as soon as possible

Marilyn
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Briefing Note

TitJe: Update on Pathology Reports and Legal Action for Women Diagnosed with Breast
I Cancer

I

IsslIe: Current status of pathology testing and legal claims related to women diagnosed with
breast cancer.

Ba~kgrOund: ,

• In May, 2005 the laboratory at the Health Sciences Center discovered some inconsistent
results in breast tumor samples. Specifically ER (estrogen) and PR (progesterone)
receptor tests which were completed to detennine whether a particular tumor needed
hormones, such as estrogen or progesterone to grow, varied in a number of samples.

• The result of receptor tests direct the treatment to be provided. For example, women
who had a positive test result from the receptor test may respond to hormone therapy
such as the drug Tamoxifen. Tamoxifen is taken by mouth and generally carries fewer
side effects than other fonns of treannent for cancer such as chemotherapy. IfER and
PR tests are negative the patient is given chemotherapy.

• Since the discovery of these inconsistent results Eastern Health has sent 939 collected
tissue samples for patients who had tested negative ER and PR results from 1997-2005
to Mount Sinai for retesting. Test results have been received on 923 patients.

• Eastern Health also established a panel ofprofessionals representing medical oncology,
pathology, surgery, and quality services (NL Panel) who reviewed the test results
coriiing back from Mount Sinai whenever there was a change in the patients initial test
results. .

C~rrent Status: (Pathology Reports)

Ti total number of patient tissues sent for retesting at Mount Sinai was 939 and the majority of
th test results (923) have been returned. The following table details the results from Mount

~ Si ai and also provides information on the 422 test results with changes that were reviewed by
th NL panel upon receipt from Mount Sinai. .

Tt1e test results include:
I

i Category Number Comments
P*ient test results confirmed 341 No change in patient's treatment plan.
n~ative by Mount Sinai
P*ient test results confirmed 28 Patients whose original test results
n~gative by NL panel were considered negative by treating

!
physician and treated appropriately.
There was a slight change in ERIPR
status as a result of the testing at
tlJlr\llnt ~in~i hilt f',...II,...\A,i",,,,,, ... """" ... ,... ... ,.,
'.1'-"\.,0111" ......,1111.,,0111 UU\ IVIIV'Y.If'~ 0 \;tV:vUI JU

review by the NL panel the negative
I
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ERIPR status was confirmed.

p~:ient test results confirmed 12 Patients whose original test results
po itive by NL panel were considered positive by treating

physician and treated appropriately.
There was a slight change in ERIPR
status but review by NL panel
confirmed positive ERIPR status.

Pa ient ER/PR status changed from 208 There are 13 patients of the 208 who
ne~ ative to positive but no are being treated for metastatic
tree~tment recommendations disease. However these patients began

treatment since their original diagnosis
but before the test results were
reviewed by Mount Sinai and the NL
panel therefore there are no treatment
recommendations for them. The
remainder Includes patients deemed at
low risk of recurrence, previously could
not tolerate or did not want Tamoxifen,
or have since been placed on
Tamoxifen for metastic disease.

Pa ient ERIPR status changed from 109 Includes patients who have been
ne~~ative to positive and there are impacted by the delay in receiving
tree~tment recommendations Tamoxifen and patients whose results

have not changed significantly but the
clinical definition of positive and
negative has changed since time of
diagnosis.

Duptal Carci~oma in Situ (DCIS) 56 Tamoxifen is not recommended for
DCIS. There are 39 confirmed and 14
under review. The panel has identified
3 patients who were incorrectly

, diagnosed in their original pathology. report which may have led them to
.... being treated excessively. One of
~ these three women was diagnosed with

invasive carcinoma when the review by
the NL panel indicated it was DCIS.
The other two women were diagnosed
with DCIS with a large amount of
invasive component but upon review,
the invasive component is much less.
Patients have been notified.

R;Uired assessment prior to 5 Panel could not make a
re ommendation recommendation without seeing the

; patient. Information has been
communicated to patient and follow-up
care offered.

Re~ro converters 4 Patients considered positive at time of
initial ER/PR testing. These individuals
received hormonal treatment.

I Retesting at Mount Sinai confirmed
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I these were false positives.
Patients identified as deceased by 176 Based on June 2006 ethics review, a
Cht review or contact with family public statement will be made at the
m ber end of the ERJPR review that if family

I

members want the results, they can
contact Eastern Health.

TotrAL 939

Michelle Hanlon. A claim was served on Eastern Health on behalfofMs Hanlon in
December, 2005. Ms Hanlon has subsequently passed away but her claim is being
followed by her family. Ms Hanlon had originally tested ERIPR negative and therefore
was not treated with Tamoxifen. Later she tested ERIPR positive. Eastern Health's
defense has been filed and currently a list ofpertinent documents is being prepared for
submission to the court.

Vema Doucette: This statement of claim was recently filed with the intention to
proceed under the class action legislation. (This will be the model case). Ms Doucette
also tested ERJPR negative and was not treated With Tamoxifen. Later she tested
ER/PR positive. The next step in the process is for the Plaintiff's lawyer to file, with the
court, the parameters in which he intends to proceed. This is part of the process in his
appJ..ication to the court to seek a class ofpatients to be certified.

**Recent media reports identified Myrtle Lewis has joined other women who have
'signed on to take part in a class action lawsuit. Myrtle Lewis was completely
misdiagnosed and as a result of an individual pathologist who read her test results
Wrong she has undergone radical surgery and extensive chemotherapy. Mrs. Lewis
had pre-cancerous cells which did not require the extensive treatment she went
through. The statement of claim filed by Mr. Ches Crosbie was served to the defendant,
Eastern Health on July 7, 2006.

Summary:

The legal action initiated by Mrs. Myrtle Lewis is a result of a misdiagnosis and is not
linked to the problems described in this note with the ERIPR receptor tests which had
to be repeated.

Eastern Health advises 22 women were greatly impacted by the change in status of the
ERJPR Receptor tests. These women had changes in the progress of their disease from
the initial confinnation of the disease and the beginning of their treatment to the
retesting done at Mount Sinai
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However, all of the 939 patients (or families of those who have died) whose test results
were reviewed could potentially become applicants in a class action lawsuit. The basis
of their claims may differ depending on the criteria established. The lawyer
initiating the suite has included in his claim for damages not only the problem with the
lab where test results were inaccurate but also the stress suffered by those who were
told in advance the testing was being repeated and the time they were required to wait
before infonnation was available to them on their individual cases. Currently legal
counsel for Eastern Health is reviewing the legal position for Eastern Health.

Impacts of Treatment with Tamoxifen:
I

Th~ drug Tamoxifen is believed to prevent the growth ofcancer in ERJPR positive patients. It
dOf have possible side effects which includes; endometrial cancer, blood clots in the legs,
str ke, abnonnal growth ofuterine tissue, hair and nail thimting, and fertility problems. Patients
ho ever who do not receive Tamoxifen but are ERIPR positive may experience further problems
wit cancer.

Retsons for the Erroneous Results and Steps taken t~ Prevent Reoccurrence:

E~tern Health has engaged external consultants to review the procedures at the laboratory. When
all teports are received they will be reviewed and the recommendations will be implemented. The
go~l is to ha~e the laboratory accredited.

Until these processes are completed all samples will continue to be retested at Mount Sinai.
I •

.A4tion Required:
. ~

• This note is provided for infonnation purposes only. Should the Premier require further
detail officials from Eastern Health as well as their legal counsel will be available for an

. in person briefing.

Pr'i'ared by/Approved by: Heather Predham, Eastern Health; Moira Hennessey, HeS
Re~iewedby: Marilyn McConnack; Gary Cake, Cabinet Secretariat
~August 18,2006

I
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Briefing Note

Department of Health and Community Services

Copied to: Premier B. Taylor
B. Crawley J. Paddock
R. Reid G. Cake
E.Matthe~ B. Parrott
R. Thompson J. Cheeseman
S. Barnes

200M)8J18

Title: Update on Pathology Reports and Legal Action for Women Diagnosed with Breast
Cancer

Issue: Current status ofpathology testing and legal claims related to women diagnosed with
breast cancer.

Background:

• In May, 2005 the laboratory at the Health Sciences Center discovered some inconsistent
results in breast tumor samples. Specifically ER (estrogen) and PR (progesterone)
receptor tests which were completed to determine whether a particular tumor needed
hormones, such as estrogen or progesterone to grow, varied in a number of samples.

• The result of receptor tests direct the treatment to be provided. For example, women
who had a positive test result from the receptor test may respond to hormone therapy
such as the drug Tamoxifen. Tamoxifen is taken by mouth and generally carries fewer
side effects than other forms of treatment for cancer such as chemotherapy. IfER and
PR tests are D:egative the patient is given chemotherapy.

• Since the discovery of these inconsistent results Eastern Health has sent 939 collected
tissue samples for patients who had tested negative ER and PR results from 1997-2005
to Mount Sinai for retesting. Test results have been received on 923 patients.

• Eastern Health also established a panel ofprofessionals representing medical oncology,
pathology, surgery, and quality services (NL Panel) who reviewed the test results
coming back from Mount Sinai whenever there was a change in the patients initial test
results.

Current Status: (Pathology Reports)

The total number of patient tissues sent for retesting at Mount Sinai was 939 and the majority of
the t~st results (923) have been returned. The following table details the results from Mount
Sinai and also provides information on the 422 test results with changes that vvere reviewed by
the NL panel upon receipt from Mount Sinai.

The test results include:

Category Number Comments
Patient test results confirmed 341 No change in patient's treatment plan.
negative by Mount Sinai
Patient test results confirmed 28 Patients whose original test results
negative by NL panel were considered negative by treating

physician and treated appropriately.
There was a slight change in ERIPR
status as a result of the testing at

CIHRT Exhibit P-0125      Page 31



Mount Sinai but following a second
review by the NL panel the negative
ERiPR status was confirmed.

Patient test results confirmed 12 Patients whose original test results
positive by NL panel were considered positive by treating

physician and treated appropriately.
There was a slight change in ERiPR
status but review by NL panel
confirmed positive ERiPR status.

Patient ERiPR status changed from 208 There are 13 patients of the 208 who
negative to positive but no are being treated for metastatic
treatment recommendations disease. However these patients began

treatment since their original diagnosis
but before the test results were
reviewed by Mount Sinai and the NL
panel therefore there are no treatment
recommendations for them. The
remainder Includes patients deemed at
low risk of recurrence, previously could
not tolerate or did not want Tamoxifen,
or have since been placed on
Tamoxifen for metastic disease.

Patient ERiPR status changed from 109 Includes patients who have been
negative to positive and there are impacted by the delay in receiving
treatment recommendations Tamoxifen and patients whose results

have not changed significantly but the
clinical definition of positive and
negative has changed since time of
diagnosis.

Ductal Carcinoma in Situ (DCIS) 56 Tamoxifen is not recommended for
DCIS. There are 39 confirmed and 14
under review. The panel has identified
3 patients who were incorrectly
diagnosed in their original pathology
report which may have led them to
being treated excessively. One of
these three women was diagnosed with
invasive carcinoma when the review by
the NL panel indicated it was DCIS.
The other two women were diagnosed
with DCIS with a large amount of
invasive component but upon review,
the invasive component is much less.
Patients have been notified.

ReqUired assessment prior to 5 Panel could not make a
recommendation recommendation without seeing the

patient. Information has been
communicated to patient and fbllow-up
care offered.

Retro converters 4 Patients considered positive at time of
initial ERiPR testing. These individuals
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received honnonal treatment.
Retesting at Mount Sinai confinned
these were false positives.

Patients identified as deceased by 176 Based on June 2006 ethics review, a
chart review or contact with family public statement will be made at the
member end of the ERiPR review that if family

members want the results, they can
contact Eastern Health.

TOTAL 939

Current Status: (Legal Activity):

• Currently only two legal claims have been filed as follows:

Michelle Hanlon. A claim was served on Eastern Health on behalf ofMs Hanlon in
December, 2005. Ms Hanlon has subsequently passed away but her claim is being
followed by her family. Ms Hanlon had originally tested ER/PR negative and therefore
was not treated with Tamoxifen. Later she tested ERIPR positive. Eastern Health's
defense has been filed and currently a list ofpertinent documents is being prepared for
submission to the court.

Vema Doucette: This statement of claim was recently filed with the intention to
proceed under the class action legislation. (This will be the model case). Ms Doucette
also tested ER/PR negative and was not treated with Tamoxifen. Later she tested
ERJPR positive. The next step in the process is for th e Plaintiff s lawyer to file, with the
court, the parameters in which he intends to proceed. This is part of the process in his
application to the court to seek a class ofpatients to be certified.

**Recent media reports identified MYrtle Lewis has joined other women who have
signed on to take part in a class action lawsuit. MYrtle Lewis was completely
misdiagnosed and as a result of an individual pathologist who read her test results
wrong she has undergone radical surgery and extensive chemotherapy. Mrs. Lewis
had pre-cancerous cells which did not require the extensive treatment she went
through. The statement of claim filed by Mr. Ches Crosbie was served to the defendant,
Eastern Health on July 7,2006.

Summary:

The legal action initiated by Mrs. Myrtle Lewis is a result of a misdiagnosis and is not
linked to the problems described in this note with the ER/PR receptor tests which had
to be repeated.

Eastern Health advises 22 women were impacted by L~e change in status of the
ERJPR Receptor tests. These women had changes in the progress of their disease from
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the initial confmnation of the disease and the beginning of their treatment to the
retesting done at Mount Sinai

However, all of the 939 patients (or families of those who have died) whose test results
were reviewed could potentially become applicants in a class action lawsuit. The basis
of their claims may differ depending on the criteria established. The lawyer
initiating the suit has included in his claim for damages not only the problem with the

lab where test results were inaccurate but also the stress suffered by those who were
told in advance the testing was being repeated and the time they were required to wait
before infonnation was available to them on their individual cases. Currently legal
counsel for Eastern Health is reviewing the legal position for Eastern Health.

Impacts of Treatment with Tamoxifen:

The drug Tamoxifen is believed to prevent the growth ofcancer in ERIPR positive patients. It
does have possible side effects which includes; endometrial cancer, blood clots in the legs,
stroke, abnonnal growth of uterine tissue, hair and nail thinning, and fertility problems. Patients
however who do not receive Tamoxifen but are ERIPR positive may experience further problems
with cancer.

Reasons for the Erroneous Results and Steps taken to Prevent Reoccurrence:

Eastern Health has engaged external consultants to review the procedures at the laboratory. When
all reports are received they will be reviewed and the recommendations will be implemented. The
goal is to have the laboratory accredited.

Until these processes are completed all samples will continue to be retested at Mount Sinai.

Action Required:

• This note is provided for infonnation purposes only. Should the Premier require further
detail officials from Eastern Health as well as their legal counsel will be available for an
in person briefing.

Prepared by/Approved by: Heather Predham, Eastern Health; Moira Hennessey, HCS
Reviewed by: Marilyn McConnack; Gary Cake, Cabinet Secretariat

August 18, 2006

AUG 1B2006

REGISTRY
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Briefing Note
October 24, 2006

Title: Retesting of Breast Cancer Patients (ER/PR)

Background:
• In May 2005, the laboratory at the Health Sciences Centre discovered inconsistent

results in breast tumour samples. This happened when a patient who had tested
ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO system was
retested on a new VANTANA system in 2005 and the test results were positive.
The tests examine hormone receptors in breast cancer cells for ER and PR and
help physicians determine what course of treatment to follow for each patient.

. • Eastern Health sent 939 collected tissue samples for patients who had negative ER
and PR results from 1997 to 2005 to Mount Sinai for retesting. This number
represents about 27% of the patients tested for breast cancer. All retesting has
been completed. Eastern Health did not advise patients of the retesting and many
learned of it from the media.

• Last Spring, the family of the late Michelle Hanlon filed a claim against Eastern
Health. Ms. Hanlon tested negative on a breast tumour sample in 2000 but on
retesting was found to be positive. The family claim that if the correct test result
was known earlier, the appropriate treatment would have been started which
would have prevented the spread of her disease, and possibly her death. Eastern
has filed a statement of defence asking that the case be dismissed.

Current Status:
• Eastern has not publicly released the results of the retesting at this time except

confidentially to individual patients. The Authority is currently reviewing all
charts to ensure that all individuals have been contacted. The full review should
be completed by the end of November.

• CBC News reported on October 19 that forty-one women join class action bid on
faulty breast cancer tests. The Independent, in an article on October 20, reported
that at least 39 cancer patients have filed papers with Ches Crosbie, a St. John's
lawyer, to bring forward a class action suit against Eastern Health.

• A claim has been filed, named Verna Doucette vs. Eastern Regional Health
Authority (ERRA), with the Newfoundland Supreme Court, Trial Division.
Government is not named as party to the action. Ches Crosbie is representing the
plaintiffs; Dan Boone is representing Eastern Health and Judge Carl Thompson is
assigned as case management judge.

CIHRT Exhibit P-0125      Page 35



• The claim alleges faulty ER and PR testing by Eastern Health, resulting in the
administration of inappropriate treatment to some cancer patients. The claim has
not yet been certified as a class action. It is still in the early stages of litigation.
Eastern Health has to file an affidavit in court by December 15, 2006. The
lawyers have to file documents and case law with the court by February 9, 2007 at
which time a request can be made for the court date for the hearing of the
certification application.

Prepared by: Beverly Griffiths
Approved by: Moira Hennessey
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Question and Answer Briefing Note
Department of Health and Community Services

Title: ERIPR Testing, St. John's

Issue: The retesting of patients and infonning them of the ERIPR test results has taken
about 18 Inonths. This is too long for cancer patients to wait for answers.

Anticipated Questions:
• Have all those affected been notified of their test results?
• Are all test results back from Mount Sinai?
• What assurances can you give the public that this won't happen again?

Key Messages:
• Our first priority was and continues to be the patients who had negative ERIPR

results. I would like to assure the public that we take these matters seriously and
there is a temn of clinical and administrative people working on this issue. Weare
dedicated to improving the system, learning from our experiences and ensuring
quality care.

• More than 900 test samples were sent to Mount Sinai Laboratory and all the test
results are back. Eastern Health is rechecking charts to ensure all individuals or
their families have been contacted. This review is now ongoing and should be
concluded by the end of November. Eastern Health expects to begin testing of
new patients in St. John's shortly after review is completed.

• While this has been an unfortunate event for all of us, we are focused on ensuring
patients have every treatment option that may be available to them and on
addressing system issues that arise.

Other Suggested Response(s):
• A quality review began immediately when the problem was discovered in May

2005. Eastenl Health had extenlal consultants review the method of testing for
ERIPR receptors being used. The consultants' recommendations have been
implelnented. They returned to Eastern Health in early April this year to assess
the progress and were pleased that measures were put in place to address the
concerns.

Background:
• In May 2005, the laboratory at the Health Sciences Centre discovered inconsistent

results in breast tumour samples. This happened when a patient who had tested
ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO system was
retested on a new VANTANA systeln in 2005 and the test results were positive.
The tests exmnine honnone receptors in breast cancer cells for ER and PR and
help physicians detennine what course of treatment to follow for each patient.

• Eastern Health sent 939 collected tissue smnples for patients who had negative ER
and PR results from 1997 to 2005 to Mount Sinai for retesting. This number

CIHRT Exhibit P-0125      Page 37



represents about 270/0 of the patients tested for breast cancer. All retesting has
been completed. Eastern Health did not advise patients of the retesting and many
leanled of it from the Inedia.

• Eastern has not publicly released the results of the retesting at this time except
confidentially to individual patients. The Authority is currently reviewing all
charts to ensure that all individuals have been contacted. The full review should
be completed by the end ofNovelnber.

• Last Spring, the family of the late Michelle Hanlon filed a claiIn against Eastern
Health. Ms. Hanlon tested negative on a breast tlunour smnple in 2000 but on
retesting was found to be positive. The fmnily claim that if the correct test result
was known earlier, the appropriate treatment would have been started which
would have prevented the spread of her disease, and possibly her death. Eastern
has filed a statelnent of defence asking that the case be dismissed.

• CBC News reported on October 19 that fOliy-one WOlnen join class action bid on
faulty breast cancer tests. The Independent, in an article on October 20, reported
that at least 39 cancer patients have filed papers with Ches Crosbie, a St. John's
lawyer, to bring forward a class action suit against Eastenl Health.

• A claim has been filed, named Verna Doucette vs. Eastern Regional Health
Authority (ERRA), with the Newfoundland Supreme Court, Trial Division.
Government is not named as party to the action. Ches Crosbie is representing the
plaintiffs; Dan Boone is representing Eastern Health and Judge Carl Thompson is
assigned as case managelnent judge.

• The claim alleges faulty ER and PR testing by Eastern Health, resulting in the
adlninistration of inappropriate treatlnent to some cancer patients. The claim has
not yet been certified as a class action. It is still in the early stages of litigation.

• Eastenl Health has to file an affidavit in court by Decelnber 15, 2006. The
lawyers have to file documents and case law with the court by Febnlary 9, 2007 at
which time a request can be Inade for the court date for the hearing of the
certification application.

Drafted by:
Date:

Beverley Griffiths, 729-0717
November 6, 2006

Approved by: Moira Hennessey
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Question and Answer Briefing Note
Department of Health and Community Services

Title: ERiPR Testing, St. John's

Issue: Breast cancer survivors want answers about mistakes in a breast cancer screening
test. Eastern Health discovered the problem a year and a half ago and on
December 12 they released outcomes of the laboratory review.

Anticipated Questions:

• Why did it take 18 months for the review to be completed?
• Have all 117 patients affected been notified?
• Were patients put in danger because of the length of time for completion of the

review?
• There were 117 patients who did not receive timely cancer therapies. Are the

pathologists and/or technicians at fault here?
• What has been done to ensure this will not happen again and can you give

assurances to the public and particularly breast cancer patients?

Key Messages:
• We take this matter seriously and regret that this has been a stressful time for

some cancer patients. This is the first opportunity to release all of the numbers as
the process to collect, send, retest, review and analyze 939 tests by an expert
panel. As the results were received from Mt. Sinai, individual patients were
immediately contacted. \

• Our first priority was to the 117 patients who had negative ERJPR results and as
the results were sent back from Mt. Sinai we took all measures possible to ensure
the patients were contacted. We were very up front and open with patients in one
on-one sessions. A panel of experts reviewed each of the 117 patients and
recommended any changes in their treatment plans. Some of the changes are
because of the conversion in their ERiPR test result from negative to positive;
some because the definition of "negative" has changed and some because of
where patients are today with their disease. There were multiple factors to
consider.

• It is impossible to predict how the impact of this review will impact specific
patients into the future. The delay in testing was only a matter of weeks or
months and is unlikely to be significant. I must emphasize that in the vast
majority of the cases tested and treated between 1997 and 2005, the patient's
treatment was confirmed appropriate.

• All health authorities in the province employ competent and nationally recognized
specialists and technicians who are dedicated to providing the highest quality care
possible to our patients. Employees and physicians brought this issue forward
and have been working diligently to ensure that the retesting and the quality
review process have been conducted as efficiently and as effectively as possible.
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• Eastern Health has implemented or in the process of implementing all
recommendations from the external reviews. A designated laboratory has been
identified to perform the ER/PR testing in a separate department with 3
designated technologists, a lab medical director, and a dedicated curter and all
staff received specialized training. A centre of excellence for all breast cancer
cases has been established so that all examination and reporting will be directed to
a dedicated group of pathologists. The dedicated lab has established a Quality
Management Program and the accreditation process has been initiated for the
entire laboratory department.

Other Suggested Response(s):
• A quality review began immediately when the problem was discovered in May

2005. Eastern Health had external consultants review the method of testing for
ERiPR receptors being used. The consultants' recommendations have been
implemented. They returned to Eastern Health in early April this year to assess
the progress and were pleased that measures were put in place to address the
concerns.

Background:
• In May 2005, the laboratory at the Health Sciences Centre discovered inconsistent

results in breast tumour samples. This happened when a patient who had tested
ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO system was
retested on a new VANTANA system in 2005 and the test results were positive.
The tests examine hormone receptors in breast cancer cells for ER and PR and
help physicians determine what course of treatment to follow for each patient.

• Eastern Health sent 939 collected tissue samples for patients who had negative ER
and PR results from 1997 to 2005 to Mount Sinai for retesting. This number
represents about 270/0 of the patients tested for breast cancer. All retesting has
been completed. Eastern Health did not advise patients of the retesting and
many learned of it from the media.

• Last Spring, the family of the late Michelle Hanlon filed a claim against Eastern
Health. Ms. Hanlon tested negative on a breast tumour sample in 2000 but on
retesting was found to be positive. The family claim that if the correct test result
was known earlier, the appropriate treatment would have been started which
would have prevented the spread of her disease, and possibly her death. Eastern
has filed a statement of defence asking that the case be dismissed.

• CBC News reported on October 19 that forty-one women join class action bid on
faulty breast cancer tests. The Independent, in an article on October 20, reported
that at least 39 cancer patients have filed papers with Ches Crosbie, a 8t. John's
lawyer, to bring forward a class action suit against Eastern Health.

• A claim has been filed, named Verna Doucette vs. Eastern Regional Health
Authority (ERHA), with the Newfoundland Supreme Court, Trial Division.
Government is not named as party to the action. Ches Crosbie is representing the
plaintiffs; Dan Boone is representing Eastern Health and Judge Carl Thompson is
assigned as case management judge.
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• The claim alleges faulty ER and PR testing by Eastern Health, resulting in the
administration of inappropriate treatment to some cancer patients. The claim has
not yet been certified as a class action. It is still in the early stages of litigation.
Eastern Health has to file an affidavit in court by December 15, 2006. The
lawyers have to file documents and case law with the court by February 9, 2007 at
which time a request can be made for the court date for the hearing of the
certification application.

• Eastern Health provided a briefing to the HCS Minister on November 23. The
details are as follows:

Total Cases Reviewed 1997-2005 2760
Total Patients Retested 939
Results Obtained and Reviewed 939
Patients Who Are Deceased 176
Patients 117

Further details on the retesting results are attached.
• Eastern Health has also taken measures to address the system issues including a

review by two laboratory experts from outside the province, investments in
technology, recruitment of four pathology assistants, and consolidation of
pathologist review of breast tissue samples. Eastern is also pursuing accreditation
of the laboratory sciences.

• CSC News reported on November 23 on the problems with ER/PR testing, the
length of time (18 Months) the review is taking and lack of public communication
on the matter.

Drafted by: Beverley Griffiths, 729-0717
Approved by: Moira Hennessey
Date: November 27, 2006
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ERiPR CASE ANALYSIS

BRJ FlNG FOR THE DEPARTMENT OF
HEA TH AND COMMUNITY SERVICES: NOVEMBER 23, 2006

Total C3S~ reviewed 1991-August 2005: ]'60 cases

No d1angEl In results; requires change In treatment as definition ofne.gaifve
has changed: 13

O'lange In results but does not require treatment change: 213
• No recommendation bec:ause they iilre lew risk: 60
• No recommendadon beause they are preYlawly treated
• with Tarnc:xffen or another aromf1lSe Inhibitor: 148 ;

(Thisgroup1ndud6 " group IdentJlledasbeingpotIntfally
Impacted: those notplacedon TamoJdfen fortheirorlgmaJ
dlseau. !'Utlot~bsequentrnmurtlfk:dl$f(lS' n3JJ '.,~

II'" No tr$ttnent because they reqUIred wassment prlQr to
recgmmenda'tlon: 5

obUined and revf.w.cf: 163
No change in results andsub51!quently no chang! In treatment 433

• Conffnned negative: 341
• Conflnned negative from panel: 28
• CQnflnned positive: 12
• OClS:S2 .

.. .
.( Chairge in results and requIres trl!atment change: 104

;. '. Recommended for treatment wtth Tamoxifen or
~ aromltase Inhibitor: 96,
• OrigInally diagnosis revised: 4
• Originally had i degree of EP. poSItiVity but on retesting was

negatIVe: 4

patie,l wh~o~~~~~:r::::::":'i:O::--:::::r:::;:;--'::)

./
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Question and Answer Briefmg Note
Department of Health and Communit'j Serlices

Title: ER/PR Testing, S1. John's

Issue: Breast cancer survivors want answers about mistakes in a breast cancer screening
test. Eastern Health discovered the problem a year and a half ago but they are
still not saying what went wrong or how many women got false results.

Anticipated Questions:

ft Why is it"taking so long for cancer survivors to get answers?
e Have all those affected been notified oftheir test results?
IB Are all test results back from MoUnt Sinai?
19 What assurances c.an you give the public that tbis won't happen again?

Key Messages:
• Our first priority was andcoiltip.ues to be- the patients who had negative ERJPR·

results. Lwould like to assure, the public· that we take:these matters seriously and
there is a team of c·linical and··administrative.people working on this issue. We are

. dedicated· to improving the system, learning from our experiences and ensuring
. quality care...._... ~ :

• -.~: ~ ·Morethan· 900teEfrsam.ples~ere·:senf-t6::1\':foUfi.rSihai-Laboratory'and all the test - - --- ..
.results are back."Eastem:Health"has::made.:every:.effort to contact the patients or
familiesinvolv~d;'.This.:teView:is iIithe:fll.al stages and shoUld be concluded in
the near future.. Eastern willprovide a bJ;ie~g to. the public within a week or two.

e Eastern Health has put a.number ofmeasures in place to reduce the' risk of a
recurrence of a similar issue.· Eastern Healtb. expects.to -begin testing ofnew·

. patients in 8t. John's shortly after the:reView is completed. .
• While this has been an unfortunate event for all ofus, we are focused on ensuring

patients have every treatment option ·that-may be available to them and on
addressing system issues that arise.

Other Suggested Response(s):
~ A quality review began immediately when the problem was discovered in May

2005. Eastern Health had external consultants review the method of testing for
ERIPR receptors being used. The consultants' recommendations have been
implemented. They returned to Eastern Health in early April this year to assess
the progress and were pleased that measures were put in place to address the
concerns,

Background:
@ In May 2005, the laboratory at the Health Sciences Centre discovered inconsistent

results in breast tumour samples. This happened when a patient who had tested
ER (estrogen) and PR (progesterone) negative in 2002 on a DAKO system was

CIHRT Exhibit P-0125      Page 43



2

2760
939
763
176

It.

•

•

retested on a new VANTANA system in 2005 and the test results were positive;
The tests examine hormone receptors in breast cancer cells for ER and PR and
help physicians determine what 'course of treatment to follovv for each patient.
Eastern Health sent 939 collected tissue. sfuuples for patients who had negative ER
and PR results from 1997 to 2005 to Mount Sinai for retesting. This number
represents about 27% of the .patients tested for breast cancer. All retesting has
been completed. Eastern Health did not advise patients of the retesting and many
learned ofit from the media.
Eastern has not publicly released the results of the retesting at this time except
confidentially to individual patients. The Authority is currently reviewing all
charts to ensure that all mdividua1s have been contacted. The full review should
be completed by the end ofNovember or ~arlyDecember.
Last Spring, the family of the late Michelle Hanlon filed a claim against Eastern
Health. Ms. Hanlon tested negative on a breast tumour sample in 2000 but on
retesting was foood to be positive: The family claim t~at if the correct test result
was known earlier, the appropriate treatment would have been"Started which
would have prevented the spread ofher disease, and possibly her death. Eastern
has' filed a statement of defence' as1cing that the case be dismissed.
DBC News.reported on October 19 that forty-one womenjoin class action bid on
fa;~ltybreastcancer. tests. The Independent,' in.an article on October 20,. reported
thatat least39:. cancer.:patients·,have·.fi1ed.papers·with Ches·Crosbie, a 81. John's
lawyer, to bring forward a class actiQn~suit agaills.tEasternHealth~

A ,claim has heen filed, named Vema Doucette vs. Eastern Regional Health
. . __ . __ .AuthoritY{ERHA),·with~theJ\feWfQundlandSupreme Court, Trial Divisi()p..

:GQyeroment is..ll9tnamedas,party to-the'action. Ches Crosbi{:}:.i~representing the
.. -.-plaintiffs;-Dan B-oone·is.-representing East~rn Health. and Judge' Carl-Thompson is .

assigned:as,·case· managem.entjudge. : . . < .

. . The claim alleges faulty ER-and PRtesting by Eastern·Health,resulting in the
.......... __admini$tr.ation~ofiIiappropriatetr¢atrrient tQ.some cancer patients. The claim has

.. not yetbeen certified: as a class action. It is still in the early stages of litigation.
Eastern Health has to file an affidavit in courtby December 15, 2006. The
lawyers have to file documents and case law with the court by February 9, 2007 at
which time a request can be made for the court date for the hearing ofthe
certification application.
Eastern Health provided a briefing to the ReS Minister on November 23. The
details are as follows:

Total Cases Reviewed 1997-2005
Total Patients Retested
Results Obtained and Reviewed
Patients Who Are Deceased

Further details on the retesting results are attached.
Eastern Health has also taken measures to address the system issues including a
review by two laboratory experts from outside the province, investments in
technology, recruitment of four pathology assistants, and consolidation of
pathologist review of breast tissue samples. Eastern is also pursuing accreditation
of the laboratory sciences.
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CBC News reported on November 23 on the problems with ERJPR testing, the
length of time (18 Months).the review is taking and lack ofpublic communication
on the matter.

Drafted by: Beverley Griffiths~ 729-0717
Approved by: Moira Hennessey
Date: November 27~ 2006

: .~:-._-
-
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Question and Answer Briefing Note
Department of Health and Community Services

Title: ERJPR Testing, St. John's

Issue: A mistake in testing may have led to incorrect treatment for 117 women in this
province suffering from breast cancer. Not receiving proper treatment could mean
a life and death issue for women going through cancer.

Anticipated Questions:
• As Minister of Health and Community Services, have you lost confidence in the

physicians and managers at Eastern Health responsible for breast cancer
screening?

• Why has it taken more than one year for Eastern Health to go public and release
the results?

• What is the rate of error?
• When will breast cancer screening test resume at the laboratory in St. John's?

Key Messages:
• Providing quality health services to the people of this province is a priority for our

Government. We regret that this may have been a stressful period for patients and
their families. We are confident that Eastern Health is dedicated to improving the
system and has implemented new means of ensuring a high standard of care for
breast cancer patients.

• Eastern Health acted quickly and initiated retesting of ERJPR test results when the
problem was discovered in May 2005. Arrangements were put in place for an
independent laboratory to review the test results and complete ongoing work. The
health authority took the time it felt was necessary to review the test results from
Mount Sinai and conduct an extensive quality review of the laboratory prior to
releasing the findings to the public.

• Eastern Health has been upfront and open with patients as soon as information
about their personal situations was available. The organization has acted in what it
determined to be in the best interest of its patients.

• Test samples for 939 breast cancer patients between 1997 and 2005 were retested.
One hundred and seventeen (117) patients had recommended changes in their
treatment plans as a result of review by a panel of experts. There were multiple
factors involved. Since legal proceedings have been initiated, we will have to
allow the legal process to determine if in fact error has occurred.

• Eastern Health expects to begin testing of new patients in St. John's in the new
year.

Other Suggested Response(s):
• Eastern Health has put a number of measures in place to reduce the risk of a

similar problem occurring in the future. While this has been an unfortunate event,
we are focused on ensuring patients have every treatment option that may be
available to them and on addressing system issues that arise.
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• Eastern Health has implemented or in the process of implementing all
recommendations from the external reviews. A dedicated laboratory has been
identified to perform the ERlPR, testing with 3 designated technologists, a lab
medical director, and a dedicated cutler and all staff received specialized training.
A centre of excellence for breast cancer cases has been established so that
examination and reporting will be directed to a dedicated group of pathologists.
The dedicated lab has established a Quality Management Program and the
accreditation process has been initiated for the entire laboratory department.

Background:
• In May 2005, the laboratory at the Health Sciences Centre discovered inconsistent

results in breast tumour samples. The tests examine hormone receptors Estrogen
(ER) or Progesterone (PR) in breast cancer cells to help physicians determine
what course of treatment to follow for each patient (eg. chemotherapy, radiation).

• The chronology of the ERIPR retesting is as follows:
May 2005 - an oncologist discovered inconsistent test results on a
patient who tested ERIPR negative in 2002 on a DAKO system and
ERJPR positive in 2005 on the new VANTANA system.
July 2005 - decision made to retest internally all patients who were
ER/PR negative from 1997 to 2004. Technology has changed over
time and is more sensitive to picking up ER/PR negatives and
positives.
Late July 2005 - decision made to arrange for an independent
laboratory to complete retesting (Mount Sinai) and ongoing work.
August 2005 - process of collecting packaging and shipping
negative test results to Mount Sinai began.
October 2005 - Tumor board, consisting of two oncologists, two
surgeons, two pathologists, one rep from quality department and one
support person, was established to review the results as they arrived
back from Mount Sinai and made treatment recommendations for
each patient. Patients were contacted about specimens being sent
away for retesting.
February 2006 - the last test results were received from Mount Sinai.
February to May 2006 - Tumor board reviewed test results, wrote
recommendations and disclosed information to patients.
June to November 2006 - the new chiefpathologist and new VP
Medical Services established a centre of excellence for breast cancer
pathology, assigned a head pathologist for immunohistochemistry
and prepared to resume ERJ'PR testing in St. John's.
Late November 2006 - Eastern Health completes its quality review.
December 11, 2006 - Eastern Health releases outcomes of laboratory
review to the public. A technical briefing was also provided to the
media.

• In the review period from 1997 to 2005, there were 2760 ER/PR tests conducted
at the laboratory. Nine hundred and thirty-nine (939) of these tests were originally
negative and were sent to Mount Sinai for retesting. This number represents about
340/0 of the patients tested for breast cancer. All retesting has been completed.

• Eastern Health did not initially advise patients of the retesting and many learned
of it from the media before they were contacted by Eastern officials last Fall.
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Eastern intended to wait for the results before disclosing actual information to the
patients instead of having to tell them that they mayor may not be impacted by
the review and that Eastern didn't know what this would mean for them. Eastern
also did not want to unnecessarily raise alarm for individuals who may not be
affected.

• The details on the test results are as follows:
Total Cases Reviewed 1997-2005 2760
Total Patients Retested 939
Patients Requiring Treatment Changes 117

• The 939 patients included 176 individuals who are deceased. One hundred and
one patients were retested and results received. There were two patients who were
retested upon request. The remaining 73 will not be retested unless the families
request it.

• Last Spring, the family of the late Michelle Hanlon filed a claim against Eastern
Health. Ms. Hanlon tested negative on a breast tumour sample in 2000 but on
retesting was found to be positive. The family claim that if the correct test result
was known earlier, the appropriate treatment would have been started which
would have prevented the spread of her disease, and possibly her death. Eastern
has filed a statement of defence asking that the case be dismissed.

• A claim has been filed, named Verna Doucette vs. Eastern Regional Health
Authority CERRA), with the Newfoundland Supreme Court, Trial Division.
Government is not named as party to the action. Ches Crosbie is representing the
approximately 40 plaintiffs; Dan Boone is representing Eastern Health and Judge
Carl Thompson is assigned as case management judge.

• The claim alleges faulty ER and PR testing by Eastern Health, resulting in the
administration of inappropriate treatment to some cancer patients. The claim has
not yet been certified as a class action. It is still in the early stages of litigation.

e Eastern Health has to file an affidavit in court by December 15, 2006. The
lawyers have to file documents and case law with the court by February 9, 2007 at
which time a request can be made for the court date for the hearing of the
certification application.

• Eastern Health has also taken measures to address the system issues including a
review by two laboratory experts from outside the province, investments in
technology, recruitment offour pathology assistants, and consolidation of
pathologist review of breast tissue samples. Eastern is also pursuing accreditation
of the laboratory sciences.

Drafted by: Beverley Griffiths, 729-0717
Approved by: Moira Hennessey
Date: December 12,2006
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