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STATEMENT OF STATISTICS i

(AS FILED IN COURT AFFIDAVITS DATED FEBRUARY AND MARCH 2006) Ea stern

Eastern Health reviewed 2709 ER/PR tests conducted between 1997 and August 2005. _l Iea-_lth

Of those cases reviewed, 939 of the tests were originally reported as ER-negative. The
negative test samples were sent to Mount Sinai Hospital to be retested. Results were
obtained and reviewed for 763 patients.

Of the 763 patients whose samples were retested and results obtained, 433 patients
saw no change in their ER/PR results and therefore no change in treatment was
recommended. Specifically,

= 341 patients were confirmed negative by Mount Sinai;

= 28 patients were confirmed negative by the Tumor Board:

] 12 patients were confirmed positive; and

= 2 patients were determined to have ductal carcinoma in situ, and therefore

no form of treatrment would have been recommended.
A further 13 patients saw no change in their ER/PR test results but a change in
treatment was recommended as the standard for interpretation of what constituted
an ER-positive test result had changed between the time of original testing and the
Tumor Board's review.
The ER/PR test results were different for 317 patients following retesting.

Of the 317 patients, 104 patients required a change in treatment.

= 96 of these patients were recommended for treatment with Tamoxifen or
another aromatase inhibitor;

. 4 of these patients saw a change in their original diagnosis; and

- 4 of these patients originally had a degree of ER positivity but were negative
on retesting.

The remaining 213 patients whose ER/PR tests resuits were different on retesting did
not require a change in the treatment that had been originally recommended for
them because:

] 60 of these patients had a very low risk of recurrence;

. 148 of these patients had previously been treated with Tamoxifen or another
aromatase inhibitor either at their request or their oncologist's
recommendation following a review of the test results and their particular
medical and family histories; (13 of these patients were not placed on
Tamoxifen for their original disease but for subsequent metatstatic disease);

" 5 of these patients received no treatment as they required assessment prior to
any recommendation being made.

176 of the patients whose ER/PR tests were originally reported as negative are

deceased. Of these 176 patients:

B 105 patient’s samples were retested and results have been received;

= Of those 105, 68 saw no change in their results, 1 originally clinically positive
result retested as clinically negative, and 36 patient’s test results changed from
clinically negative to clinically positive.

2214 of the ER/PR breast tissue tests were conducted in the Dako system from 1997 to
April 2004. 495 tests were conducted in the Ventana system from April 1, 2004 to
August 1, 2005.
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ER/PR RETESTING - ﬁ

CHRONOLOGY A}
MAY 18, 2007 '

Eastern
April 2004: Eastern Health (then the Health Care Corporation of St. John's) installed a H eal th

(=113} B

new Ventana system for use in our immunohistochemistry laboratory. This more
extensively automated system replaced the Dako System, a complicated, manual and
multi-phase procedure with more than 40 steps. The Dako system was an advance
from biochemical assay, used prior to 1997.

May 20035: One of our oncologists was treating an individual whose ER/PR was
originally tested in 2002 (using the Dako system) and shown to be negative. Given the
nature of this woman's cancer, her age and other factors, the oncologist requested
that the test be repeated. The second test was conducted on the new Ventana system
and converted to a positive result.

(]

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

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

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

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

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

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

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

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

Mid October 2005: The organization conducted the first of numerous media interviews, and provided whatever

background information was available at that time. Advertising was also purchased informing the general public of
the retesting.

October 2005: Patient Relations representatives from Eastern Health telephoned all individuals whose specimens
were being sent away for retesting. The laboratory conducted the first of a number of external review processes.

During this period, the laboratory also attempted to gain insight from other laboratories across Canada regarding
their experiences with ER/PR testing.

November/ December 2005: The organization expressed concerns to Mt. Sinai about the slow pace of reports.

However, they were experiencing unexpected manpower issues and were unable to move the tests through the
system any faster.

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

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

February - May 2006: Concentrated effort of the Tumor Board to review test results, write recommendations and
conduct disclosures. A six month period (May to October) follows to ensure that the organization has completed all the
disclosures possible and that every patient has had every opportunity to contact their physicians,

June - November 2006: The new Chief Pathologist and the new Vice-President, Medical Services worked on the
results of the quality review process; established a centre of excellence for breast cancer pathology; assigned a head
pathologist for immunohistochemistry; and generally prepared for the continuation of ER/PR testing in our laboratory.

September 2006: A statistical review was initiated to examine the numbers and arrive at conclusions. This
information will form the basis of the quality review. Analysis is continuing.

Late November 2006: The organization completes its quality review.
December 2006: Public release of results and media briefing.

February 1, 2006: Testing begins again in our laboratory.

STRATEGIC COMMUNICATIONS
T:709-777-1339 = F: 709-777-1344
www.eastemhealth.ca
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Mid October 2005: The organization established a Tumor Board comprised of two (2) oncologists, two (2) surgeons,
two (2) pathologists, one (1) representative from the Quality Department and one (1) support person. The Tumor
Board was tasked with reviewing the results as they arrived, reviewing charts, and making treatment

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

Mid October 2005: The organization conducted the first of numerous media interviews, and provided whatever
background information was available at that time. Advertising was also purchased informing the general public of
the retesting.

October 2005: Patient Relations representatives from Eastern Health telephoned all individuals whose specimens
were being sent away for retesting. The laboratory conducted the first of a number of external review processes.
During this period, the laboratory also attempted to gain insight from other laboratories across Canada regarding
their experiences with ER/PR testing.

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

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

February 2006: The last test resuits were recelved from Mt. Sinai.

February - May 2006: Concentrated effort of the Tumor Board to review test resulfs, write recommendations and
conduct disclosures. A six month period (May to October) follows to ensure that the organization has completed all the
disclosures possible and that every patient has had every opportunity to contact their physicians.

June - November 2006: The new Chief Pathologist and the new Vice-President, Medical Services worked on the
results of the quality review process; established a centre of excellence for breast cancer pathology; assigned a head
pathologist for iImmunohistochemistry; and generally prepared for the continuation of ER/PR testing in our laboratory.

September 2006: A statistical review was initiated to examine the numbers and arrive at conclusions. This
information will form the basis of the quality review. Analysis is continuing.

Late November 2006: The organization completes its quality review.
December 2006: Public release of results and media briefing.

February 1, 2006: Testing begins again in our laboratory.

STRATEGIC COMMUNICATIONS
T:708-777-1338 * F: 709-777-1344 |
www.easternhealth.ca
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Media Statement

Introduce Panel

We want today to clarify some of the misinformation about estrogen and
progesterone testing that has been in the public this week and to ensure

the public that Eastern Health is taking this issue very seriously.

Let me say first of all that this issue is not about breast cancer screening.
This is about a test that is taken once a breast cancer diagnosis has been
made. It is used to determine if a breast cancer patient might benefit from
hormonal therapy. At no time has there been any question of the

accuracy of mammograms or biopsy results to diagnosis Breast Cancer.

Next let me say that as the President and Chief Executive Officer of Eastern
Health, | am sorry for the confusion that has ensued over this issue. | take
full responsibility for the organizations actions in talking about this issue
and we are steadfast in our attempt to clarify the situation to ensure there

is no more confusion about who is affected and what it all means.

At no time did Eastern Health withhold any personal information from any
of the patients impacted by our decision to retest for estrogen and

progesterone receptors, or ER/PR.

It is important for everyone to know that we contacted each and every
patient who was affected by the ER/PR test review, making sure they

received all the information and support they required.
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Furthermore, once we became aware of the potential issues with the
ER/PR test, we immediately suspended our own testing and began using
an out-of-province testing facility. (JULY 2005)

In 2005 when we discovered that there were inconsistencies in a small
number of ER/PR tests we made a decision, as an organization, to go back

and review all the ER/PR tests we had conducted since 1997.

We did this because we know that hormonal therapy may still be of

benefit to a breast cancer patient who was diagnosed that long ago.

We felt that if there was even the possibility that one patient may benefit
from retesting, we had an obligation to retest all patients, regardless of

the consequences.

It took us about a year to complete all the retesting and to conduct
external and internal reviews in our laboratory. This is longer than any one
of us would have liked, and we shared the distress of our patients

resulting from this long delay.

However, as you know we had to rely on another facility in another
province to conduct our retesting which took longer than at first
anticipated.

Additionally, as test results came back to us it was necessary to assess all
the results that had any change in them to see if we would recommend a

treatment change for those patients.
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These assessments were conducted by a panel of experts in cancer care,

using the best knowledge available to us today on cancer treatment.

Before we talked about our results with the public we felt that had an
obligation to contact each and every patient who was involved in the
retesting to tell them either:
. that their tissue had been retested and there was no
change in the original resulits;
s that there tissue had been tested and that we were
recommending a change in their treatment; or
. that although there was a change from their original test

result, no change in treatment was recommended.

This process was never a research project.
Nor was it quality review exercise,
It was about this organization redoing a test to provide every treatment

opportunity possible for our patients.

In December when we issued an assessment of the review to the media,
we did so because we felt that the public at large deserved to know as

much as we could tell them about the results.
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Let me explain the numbers:

" There were 939 patient with ER negative reports

. Of the 763 patients that we reviewed, 317 patients had a change
in result

. 104 of those patients had a resulting change in treatment

" An additional 13 patients are added to these 104 because
although their test results didn’t change the definition of

negative changed, meaning that hormonal therapy was possible
for these individuals.

At that time, we focused on the 117 individuals whose treatment plans
changed.

| acknowledge that we did not identify at that time the additional patients

who had a change in test result but no change in treatment plan.

We believed at the time that the decision to focus on the 117 was the
right one because this was, in our estimation, the critical piece of
information. That being said, given the reaction that has come from not

releasing the second number, | regret that decision and apologize for any
confusion this has caused.

The total group of 317 patients who tests results changed appears to be
the source of much confusion.
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| need to stress that this is not a new group of patients and in fact includes
the 117 individuals that we have already publicly indicated required a

treatment change.

| also appreciate that this issue must be causing incredible anxiety for the

families of the women who have passed away. We sincerely regret that.

Unfortunately we simply do not know how many of these patients may

have benefited from hormonal therapy.

We are committed to being responsive to all our patients and their
families and if a systematic review of these tissue samples would help to
alleviate any concerns, than | am committed to ensure that this is

completed and that all patient’s families are contacted for follow-up.

This has been a learning experience for this organization, but | must
reiterate that Eastern Health has acted and will continue to act in the best

interests of our patients.

They are our first priority, and patient safety is important to us.

Our staff and physicians have been and will continue to be available to all
the patients and their families impacted by this review. And | certainly
encourage any patient or their family members with questions or
concerns to bring them to us through our client services officers,

physicians and other care providers.
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I will now take your questions.
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Media Technical Briefing

Deoambar 11, 2008

Technical Briefing Agenda

1.Chronology of events

2.Understanding the principles and practice of
disclosure

3.Understanding the ER/PR Test

4.Reviswing our outcomes

5.Where to from here?

Photography and video are not parmutted in the bnafing however,

t may be scheduled h W the briefing You may also
lake wdeo and pictures in the laboratory Tumor skde samples,
charts and graphs have been prowided for you on cd
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; Briefing Participants

Dr. Oscar Howsll
Vice-President, Medical Services

Dr. Nash Denic
Chlief Pathologist, Eastern Health

Dr. Kara Lalng
Clinical Chief, Cancer Care, Eastern Health

| CHRONOLGY

April 2004: Eastern Heafih (then the Health Came Comporabon of
8L John's) mstalls & new Ventana sysiem

May 2008: Indey case
June 2005° 2002 case reviaw

Early July 2005° Emergency mestng, ratest all ERIPR negalwes
from 1887-2004 (internally)

Late July 2005: Siop reporting ER/PR In our laboratory, arange
for an Indepandent, axtemal laboratory to compla's our ratestng

August 2008: Ml Sinai Hospilal agrees 1o lake on project,
collecting, packaging and shipping all neg lest resulls
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CHRONOLGY

Ootober 2006: First results come In from Mt Snal

Tumor Board begins reviewing and making treatmenl
recommaendations

Organizabon conducts media inlsrvews
Phona contact with all Indwiduals balng retasted
Externai review process begins

November! December 2008 Mt Sina concems
Late January 2008 Final samples armve, forwarded to Mt Saal

February 2006, Last tes] resuils recaved

DISCLOSURE

"Disclosure is the imparting, by health care

workers [0 pabents or their significant others

of information pariaining lo any health-cars event affecling {or
limble to affect) the pabent's interasts *

The Canadian Patient Safely Dictronary, Daves of ol

Eastarn Health is committed to candid and bmely
disclosure of adverse events, particulary those that
may cause rnsk to a patent
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CHRONOLGY

Fabruary - May 2008: Tumor Board work conlinuas

June = November 2008: Qualty review process, estabhsh
cantre of excellence for breast cancer pathology, Bssign head

F gist for immunohisioc try, prepars for conbnuation of
ER/PR testing

Septembaer 2006: Statistical review

Lats November 2008: Quality review compiated

DISCLOSURE
Our Policy States:

fa) C on whal happ and the possib
consaquences Avold loe much delad and techmcal
language

(] Remain factval

fe) Take the lead n disclosure

(1] Outiine a plan of care to rectdy the hamm and prevent
recurmence for this patient and others

(e} Offer to oblam sscond oprmons whare appropoale
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DISCLOSURE
The Policy States:

m Offer the opbon of & famdy mesting

@ Document the discussion in the paheni's health recond
Detarmune the need for follow-up meefings and who
shouid attend
Be for strong and offsr !
support and support from others
Accepl maponsibiity for oulcomes
Apologies are appropnate

A COMPLICATED DISCLOSURE

* Systems 1ssue, not a typical medical emor
* Oncology practice has changed

= Laboratory technology has changed

* Pandora's box

* No patient specific Information to disclose
= Natlonal implications

» Class action lawsuit

. DISCLOSURE

The obik to oy Is proportional to the degres of aciual
herm to the pabent (or the realistic threat of such) ansing fom an
unlowarnd event ~

(CFS Dictionary)

Our goal, from the beginning, was to improve the
system and ensure that our patlents have every care
and treatment opportunity possible, regardless of the
negabive consequences for the organization

! Understanding the ER/PR Test

* Whan & braas! cancar lumor Is removad from the body, tasts
am used to delermine if the cancer cells have astrogen or
progesierone recaplon
The more esirogen recaplors prasent on those calls, the more
lkely thel enti-sstrogen tharapy such as Tamoxifen wil work
ageinst a pariculer cancer
Literatura suggests aboul 75% of breas! cancers are ssiogen—
receplor—posilive {or "ER-pasiiva®), “posiiive™ meaning thal
sigmificant number of cancer celis have receplors present
When @ cancar shows lew if any esirogen recaplors (when i is
"ER-negaliva”), ant-asirogan Iherapy Is not as sffective Bul
anti-estrogen therapy may also be useful i cases whare
progesierona receplors are prasan| ("PR-posithve”)
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Understanding the ER/PR Test

Immunohistochemistry:

* In order o delermine whether a tumor has ER or PR
recaplors, laboralory lechniclans must expose callular

80 thal p gists can sas fham and count them

w ma p g of | Y
Antbodias are used lo isualze callular protems An aniibody
Is "s molecue thai nas ne propeny of combinng specificary
o another maolecule, lermed an ankigen * This process is
called fixabon
Anbbodles are made lo specihically match the cellular anligen
ol inleresl Dunng the lesting, tha antbody is exposed lo the
bssus and binds o Ihe snbgen
Using & good antigen in the right lavel is crtical 1o the success
of the lesl However, there 15 no perfect flxetve

HMQ 14
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Understanding the ER/PR Test

Prior ta April 2004, The Dako testng lachnique was usad n our
Iaboralories This technique required the manusl bolling of Lssua
and measurng of mnule medures of Immunioperoxdase

nanng

The more manuai sleps in the procass, the mote opporfuniles
thars am for emor

Aftar April 2004: The Ventana syslam was nstalled, whch
aviomates ihis process removing as much manipuauon s
poasible In sdditionaky, thera a significan! advancas n the
davelopmanl and usa of re-agants




CIHRT Exhibit P-1416

: Understanding the ER/PR Test

There are no slandardized smmunohisiochemisiry tasting
mathodologwes wordwide
Currently there is no national [ab Y
for immunohistochermical Labs (However, i 2008 the

A of Pethologlsts is piloting an
BCCTRdRATON process and we wil be the pilol laboralony)
“Immunohistochemisiny tests are probabisiic, not accurale *
Or Anthony Maghocco, A iate Frofeasor of O A
Pathology and Laborstory M  Un y of Calgary, at
the U of T Pathalogy Update Course Novembaer 2005
Inlemationally, the ER/FR lest cames with il 8 5% lalsa
poshive rale

Where to From Here?

For tha las! six monihs, Eastern Haalth has basn focused on
completing the disdosure process and a quality reviaw Within
tha nexd two months we will be reinsiating ER/PR testing at our
Isboraiory

QUALITY ASSURANCES

+ All Rec from our
bewn imp d or ane 10 prog
Designated iHC Lab as separats deparimaent,
Including 3 designaiad IHC technologisis, IHC Lab
director and dedicaled cutler
Our lechnologists and pathologisia have recanved

alk ramung in K ¥

Conschdaled all breast cases for examination and
raportmg lo a d @ group of 9
Estab: d 8 Quality M 1l Prolocol
Skl ds and p Y testng

process

raviews have

HMQ
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Eastern Health Outcomes

From 1887 1o 2005, Eastem Heallh conducted 2780 ER/PR
lestn

839 indnadusl semoles were sent to Mt Sinal for ratesting
Foliowing an axtansive review procass mcluding “paneling” by
iha Tumor Board, 104 Individuals had recommended
treatmeni changes

Othar conversions thal did nol result in treatmani
racommendalions, combinad with thess 104 individuals,
conlribule to 8 wox% rate of eror for the parod under rewew

It 18 important to nots thal our first prionty was not to conduct
8 resaanch project but fo concentrate on sssessing sach
pahenlt’s file snd ensuring thal they hed svery ireatment
opporuniy avallebie o them
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ER/PR Media Briefing
Q&A’s

PUBLIC ACCOUNTABILITY

Why didn’t you tell the public about the 317? Why did you withhold this critical
information from the pubiic?

It was never our intention to withhold any information from the public.

In fact, Eastern Health has been completely open with all the patients who have
had their tissue samples retested. Disclosure is an important and valued part of the
health care system in general and to us in particular.

Frankly, if we had known the reaction to this we would not have waited until the
court proceedings began to release this figure and | apologize for the confusion
and concern that has been caused because of this.

From the beginning, our reason for conducting this retesting and the focus of our
efforts has been the patients.

When we released the results of our review our focus was on individuals whose
treatment plans have changed. That number was our focus - not the number of
individuals who may have had a change in test result but no change in their
recommended treatment plans - and this was the number we reported publicly.

What is the organization trying to hide? Why try to keep this a secret?

Eastern Health has nothing to hide. There would be no point in trying to hide this
information from the public as it would clearly be part of the court case.

We made a choice in December to inform the public that 117 individuals have had
recommended treatment changes as a result of this process. This was the focus of
the review in the first place and seemed to us to be the information that the public
wanted to know.

We have contacted all women whose tissue samples were retested, either by
phone, letter or in-person meeting. We have informed the physicians of all the
patients in the group with changed test results of their original result, their
restesting and what recommendations our expert physicians have made for each
of these patients.

Was this about the class action lawsuit? Were you trying to diminish liability?

Make no mistake about it - we are facing legal action. And when any organization
or any individual for that matter has to prepare for a trial there are limitations to
what can be said outside of the legal system.

We respect the judicial system and we respect the rights of individuals to take
action against us when they feel they have been wronged.

That does not in any way however diminish our responsibility to the public at
large.

This is why we stopped testing in our laboratory as soon as we knew that we may
have an issue and why we did not beginning testing again until we could assure
the public that we had taken every step in our power to ensure that this test is
being performed here as well as anywhere else in this country.
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Do you feel the organization mishandled how it informed the public? In hindsight,
would you have handled things differently?

Yes, in hindsight we would have handled the information differently.

This situation is a complicated one, but we have always acted in what we
determined to be the best interest of our patients.

In the early days of this discovery, the situation and our understanding of
what we were dealing with changed daily. Initially we had no specific
information to disclose, only that there appeared to be an issue. We made
a determination to wait until we had something specific to tell the public.
However, this did not stop us from informing individuals as soon as
information about their personal situations was available. We have been
very upfront and open with our patients in one-on-one settings. We were
not surprised when these individual disclosures lead to the public learning
of the review and we responded publicly to the best of our ability.

The public has had their trust in Eastern Health shaken? How can they trust that the
whole system isn't flawed?

. | deeply regret that some people have had their faith in the system shaken.

. Eastern Health has a team of individuals who are deeply committed to providing
safe, effective and quality care.

. Our actions in the case of ERPR speak to our commitment to making the system

the best that it can be: we immediately took action as soon as we became aware of
a potential issue; we suspended testing; we conducted internal and external
reviews; we did cross-country searches to compare our lab and our results
nationally; we conducted hundreds of patient disclosures; held briefings for the
media and conducted numerous interviews.

What do you say to those women who were left for months wondering if they received
the wrong care plan?

We regret that this may have been stressful period for some of our patients,
We were in constant contact with many of these patients and we provided
them with their personal information as quickly as possible.

What do you say to these women who have been living with mental distress because of
this and who have lost faith in the health care system?

It is unfortunate is this has caused individuals to loose faith in the system.

| can certainly appreciate and understand the stress this may have caused
some of our patients.

However, we would hope that individuals can have faith in the fact that we
have taken action here that, to our knowledge, no other lab has taken and
that Eastern Health did what we felt was in the best interest of our patients
despite the consequences for the organization in terms of increased
scrutiny and legal action.

Should other cancer patients question their diagnoses?

ER/PR is not a diagnostic test used to determine if an individual has cancer.
A tumor is removed and sent for testing to determine if it is positive for
hormone receptors. The test is used to help oncologists determine
appropriate therapies.
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How do you answer to the fact that you have a 42% rate of error?

First and foremost, this review took in a 7 year period during which time a lot of
things changed in both cancer care and in laboratory medicine - not just here but
all across the country. We know things today that we did not know in 1997, 1998
ali the way up to 2005 and this new knowledge has been applied to tissue samples
and tests conducted all through that time period.

Secondly, a changed percentage on a test does not necessarily mean a change in
the way that a person is treated. For example, many of the patients in this group of
317 were already receiving hormonal therapy, regardless of the fact that they were
considered to be ER negative from their original test result.

Finally, we cannot say with certainty that the reason the numbers changed was
because of error. It would certainly make it easier for you, me and everyone
involved if we could point a finger at the reason why these changes occurred. We
cannot.

If you did 763 tests and 317 of them were wrong how do you account for that?

| can fully appreciate why people are concerned about the high number of
changed test results. It is not acceptable to any of us that we would have a
percentage of error higher than nationally accepted anywhere in this organization.
But as we have stated previously (and will likely be a key point in any litigation) this
is not your typical laboratory test.

We know that this particular test is problematic across the country. There are no
nationally accepted standards, as there are in other tests we perform. Thisis a
developing area with new knowledge, new technology, new practices emerging
every single day.

176 women have died as a result of this error, and Charles Hutton says that 36 of those
women who should have received hormone therapy probably died because of your
error. What do you say to those families?

We know that this issue must be causing incredible anxiety for the families of the
women who have passed away and | feel very badly about that.

There has been some confusion about this matter. Of the 900 patients who
originally tested negative from 1997-2005, our officials identified 176 patients who
had passed away since 1997 - there has been a concern expressed that these
individuals have passed away in the time that we have been conducting the
retesting. This is not accurate.

We simply don’t know how many of these patients may have benefited from
hormonal therapy.

While hormonal therapy has been shown to improve outcomes for breast cancer
patients, it is also not something that all patients can tolerate. We will never be
able to say with any certainty if the individuals who may have been eligible for
hormonal therapy would have received it, could have tolerated it and would have
had benefits from it.

We are committed to being responsive to all our patients and their families and if
there are family members who want to know the tests results for a loved one that
has passed away since 1997 we are more than willing to provide them with that
information. In fact, we have provided that information already for a number of
individuals.

More than that | personally commit to providing these individuals with the full
resources of this organization.
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A MESSAGE to OUR PATIENTS

We have heard all the recent media coverage concerning our testing. We want to make sure
that you have the right information.

We have heard from patients who are concerned about their mammograms or worried about
breast cancer diagnosis. These issues are NOT connected in any way with
mammography or breast cancer screening. Estrogen and progesterone (ER/PR) tests help
determine treatment options for breast cancer patients.

WE HAVE ALWAYS BEEN UP FRONT AND
OPEN WITH OUR PATIENTS

Animpression has been left with the public that patients affected by the ER/PR review were
not given their own health information. This is not true.

Disclosure is an important and valued part of the health care espste _mgeneia' A
particular. ;

Our first priority is and always has been quality patlent care That's: wﬁy, in 2005 when these
issues came to our attention we acted |mmed|atelyta pu*{-'-safeguaﬁfs in place_'-" G

+ We called all patients whose samples were belﬁ@ ;E.
» We talked about the issue in the media;

» We posted information on our website;

1L'“J

We invited international experts into our lab to revlew our prdceSSés

Our pledge fo you

care to you, our patients.

No health care system is perfect. But when we dlscover 1ssues or concerns '
step possible to address them. :

Your doctors, nurses, technicians and health care managers
are all committed to earn and keep your trust. -

For more Information visit :
our website: www.eastemhealth.ca ; Eastern

Health
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MEDIA TECHNICAL BRIEFING

Estrogen and Progesterone Testing Review
Monday, December 11, 2006
11:30 a.m.-1p.m,
Level One, Room 1767, Medicore Boardroom, Health Sciences Centre

Agenda

Chronology of events

Understanding the principles and practice of disclosure
Understanding the ER/PR Test

Reviewing our outcomes

Where to from here?

i b o v

Materials
1. Chronology

2. CD: charts, graphs and sample slides
3. Press Release

Supplemental

2. Interviews may be arranged with Dr. Oscar Howell, Vice- Pr
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ER/PR Retesting Key Messages (CONFIDENTIAL)

The Process:
Our first priority was and continues to be to our patients.

From the beginning, our reason for conducting this retrospective review was to ensure that
patients had every treatment opportunity available to them.

We take these matters seriously and we regret that this may have been stressful period for
some of our patients.

We are committed to ensuring that we provide a quality service in our laboratory.

Eastern Health is committed to disclosure; this is a private matter between patient and care
provider which we do not discuss publicly.

Eastern Health has acted through this process with the best intentions for our patients.
The Results:
In the vast majority of cases tested and treated between 1997 and 2005, the

patient’s treatment was confirmed appropriate.

117 patients have had recommended treatment changes. Some of the changes were related
to ER/PR conversion while others were as a result of the Tumor Board reviewing charts.

Error is a matter for the legal system and our quality review processes to determine.
The Test:
Testing for ER/PR is a complicated procedure with multiple steps.

This area of lab testing - immunohistochemistry - does not have standardized methods in this
country.

As in many areas of medicine, our understanding of ER/PR, from testing to the impact it has
on treatment, has advanced in the last ten years.

Our organization is one of very few internationally who have conducted a retrospective
review of our testing.

We are amongst the first laboratories in Canada to introduce a new testing system that

improves the consistency of results by automating many of the manual steps in the
procedure,

The Lawsuit:

Everyone has the right to take whatever action they deem appropriate and we must allow
the legal system to address the legal issues.

The outstanding statement of claim restricts our ability to discuss the details.
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5 8

Eastern |
Health |

Estrogen and Progesterone Tesl]|

Medla Technical Briefing |

Decambaer {1, 2008

Dr. Oscar Howsll

Vice-President, Medical Services

Dr. Nash Denlc

Ciinlcal Chlef, Laboratory Madlcine Program

Dr. Kara Laing
Clinical Chief, Cancar Cars Program

1.Chronology of events

2.Understanding the principles and practice of
disclosure

3.Undarstanding the ER/PR Test

4.Reviewing our oufcomes
5.Where to from hera?

Phiotography snd video are nol permitted in ihe brisfing however,
infurviews may ba scheduled following the bifefing. You may slso

Inkw video and pictwes in the Isboraiory  Tumor sde samples,
charty and graphs have been provided for you on cd,
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April 2004: Ensiam Hasith (then tha Health Cars Carporalion of
5L John's) inalals & new Ventana system

May 2005 [ndex cass

June 2005; 2002 cese review

Enrly July 2008: Decislon 10 relest al ER/PR negatives from
1897-2004 [nlemally)

Lata July 2005: S1op raporiing ER/PR in our laborslony; erangs
for an Indapendent, axtamal laborstory o com plate our relasing

Angust 2005: ML Sinal Hospital sgreea lo taka on project;
g, peckaging snd shipping all nogauve iesi resuts.

October 2008: Firsl resulls come In from ML Sinsl.

Tumeor Board bagine reviewing and making irsatment
recommandations.

Organtzation conducls media inlerviews.

Phons contac wilh all Individuals being relesled.
Extamal review process begins.

Novemberi Decamber 2008: ML Sinsl concama

Lats Janusry 2008: Final sampias aimive; forwsrded to ML Sinal

1 February 2008: Las! lesl resulis recelved

Fabrusry - May 2008: Tumor Board work continusa

June ~ November 2008: Clusiity review process; ssiablish
cenire of axcellenca for breas! cancar palhology; sssign hesd
pathologlsl for immunchislochamistry, prapacs for conlinuation of

ER/PR lasling

Septambar 2006: Slalsbical review bagins this work Is
cantinuing.

Late Novembar 2008; Qually review complelsd
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“Disciosurs Is he imparling, by hesith carm
‘woriksns 1o palienia or thelr significant others,

ol Inform aion partaining lo any hasllh-care avent sffacing (or
liable lo aifact) the palianCs inferesis "

The Canadian FPalisn! Safely Dictionary, Davies st of

Eastern Health |s committad 1o candid and Hmaly
disdosure of adverse events, pamiculany hosa that

may cause risk to a patient.

.ﬁ,u, wu.wtpo—&uy

Our Pollcy States:

Concanirale on what happensd and the passibis
conasquances. Avold foa much datadl and technical
farmnge,

Remain fscrus.

Taka the laad b disclosure
Ottiing a pian of cars (o rectfy the ham and preveni
recurence for this patient and others.

Offr o chizin sacond opinfona whvs spproprials,

Offer the opdion of a family mesting.
Document the discussion In the paifant’s health record,
Dalarmine lhe nead for fodow-up mestings and who
shoukd altend.

He prap for strong Us
support and suppod from othars.

Accepl responsiblity for ovicomas
Apologies are sppropriale.
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Systems Issue

Oncology practica has changed
Laboralory technology has changed

No patient apecific Information to disclose
National implications
Class action lawsuit

* When a breas! cances Is remaved from the body, lests we
usad o dalarming if the cancer calls have salrogen or

progsstarona recsplons.
* I weirogen receplors prasant on those calls, snl-sslrogen
therapy sch zs Tamoodian s usad 1o el thal cancer.

Utsralive suggesty aboul 75% of breast cancas we esbrogen—

* Whan a cancer shows na sslrogen receplors [when ILis "ER-
negsdve”), ant-eskrogen theragry s nol affeciive.
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Hormonal Tharapy bmwlommwm
tharapy, which means that it ks sddiional tres t given
nnsrpoim&ilymmdwwrv,

Tha siem s lo ped rid of residual cancer calis in he body.

Tha poad ia to:
* Dwcreass recurmsnca Mmiss; and
+ mprove overal survivel.

Hewevar, & significant numbar of wilh bresel cancer hare
m&nummm..mmm

Aromaltass inhibllors:

*Usad in post-mancpausal patlents

sMay be given nsleed of or sitar Tamoxien
*Side Eflacix

*Oslsopornals
*Jolnl mnd Muscle Pain

Page 26
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Pdumkprlm‘ Thnnuhh.hlldnlqumuudh:u
i Thia L ‘lr-rrumdbulhgullhnn

wnd pracies of mixiures of |

reagenty,

After April 2004: The Venlans system was Instaliad, which

Immunchistochemlstry:

= In ordes 1o delevmine whether u lumor has ER or PR
recaplon, kboratony lschnlcdans must exposs casular
meMpmhmmmwwnlm 1
lod hep of

Mnm-dbvh.-lnulkrpmhlu.\nlrﬂ:udy

Is *n moleculs thal has the p
hmmwmm

L ¥

A e mads o maich e cofiutar snBgen
of Intatest. During tha Isafing, the antitody s sxposed 1o the
Easue nd bindg (o Ihe anigen.

Using good sntigen retrieval methods am critical 1o the
success of e lesl
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= Thers xe no standardized Im i airy tasting

workdwide.
* Currenlly thers Is no nationsl laboratory sccreditstion
process for immunohisiochemical lshs,

. ihl Y tests ars probabifisilc, not
accurale.” GMM&MMW-MWM
Oncology, Pathalogy and Leboriory Medicine, Linhersty of

Glblry altha Uof T Pathology Updsla Cotrss November

. hum-wﬂhluwmwnmkhdmndl\nrnw“h
andgen,

= e ST B SR MR 1]

* From 1897 to 2008, Easterm Heatlth conductad 2760 ER/PR
leate.

* 039 lndlvidual nampies wars sard io ML Sinal for reisating

* 117 Individuals had dad

changes.
(oum 117 lndividuals, mdhmm rolated
o ERPR

convaraion wiils oihers wers as 8 resuf of ihe
panal reviewing thakr chars.)

For the laal sl moniha, Esslam Haslth has baan focussd on
Mmmw-mwmhmmw
wa wif be reinsiating ERIPR lasling sl our sborsiory,

QUALITY ABSURANCES

+ Al recommandalions from our exiemal reviews heve
bmhnplmnlwummpmgmu

i IHC Lab s

mammcmmm

v h ]
it mnhgh- hish
v Coc-oldlhd-lhrmluml‘umhmnmd
tam g 9 Qroup of pathok

. lmpn:wed Crusiity M-n-n.rnanlﬁwllll
+ Seeking filmbion for eofs | Y.
Imvolved In proficlency Lesting
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ER/PR Media Technical Briefing
Q&A’s

Q1. Why has Eastern Health taken more than a year to go public with what went

wrong & release the numbers of how many women received false results? Is this

acceptable in your view?
A1. Eastern Health takes this matter seriously and we regret that this may
have been stressful period for some of our patients. This is the first opportunity
that we have had to release numbers and to look retrospectively at our test
results. It has taken a significant amount of time to collect, send, retest,
review and analyze almost 1000 test results. We also had to allow an
opportunity for doctors and clinical teams to act on our recommendations and
to ensure that all patients impacted by the review have been contacted.

Q2. Why didn’t Eastern Health notify the public right away when the problem was first
discovered?
A2. Originally we believed that results would be returned to us much quicker
than they actually were. it was our intention to wait for the results so that we
could disclose actual information to our patients instead of having to tell them
that they may or may not be impacted by this review; that we didn’t know

what this would mean for them; and to unnecessarily raise alarm for individuals
who may not affected.

Q3. Did Eastern Health hold off on going public with this because of legal
complications?
A3. No. Eastern Health began disclosing information about the review to the
individuals impacted before any legal action was initiated. Individuals have
every right to take whatever action they deem appropriate, including legal
action. That does not weigh into our decision-making process.

Q4. Do you feel the organization mishandled how it informed the public? In hindsight,

would you have handled things differently?
A4. This situation is a complicated one, but we have always acted in what we
determined to be the best interest of our patients. In the early days of this
discovery, the situation and our understanding of what we were dealing with
changed daily. Initially we had no specific information to disclose, only that
there appeared to be an issue. We made a determination to wait until we had
something specific to tell the public, However, this did not stop us from
informing individuals as soon as information about their personal situations was
available. We have been very upfront and open with our patients in one-on-one
settings. We were not surprised when these individual disclosures lead to the
public learning of the review and we responded publicly to the best of our
ability.
As to our ability to discuss the retesting publicly today, we are inhibited by the

legal process. That is a reality that we hope the Newfoundland and Labrador
public can appreciate and understand.
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Q5. Were some individuals put in danger do to the delays in retesting?
A5. It is impossible to predict how the impact of this review will impact
specific cases into the future. However, the delay in testing was only a matter
of weeks or months and is unlikely to be significant. It is also important to
remember that, in the vast majority of cases tested and treated between 1997
and 2005, the patient’s treatment was confirmed appropriate.

Q6. Were the tests prioritized when sent to Mt. Sinai?
A6. No.

Q7. What do you say to those women who were left for months wondering if they
received the wrong care plan?
A7. We regret that this may have been stressful period for some of our
patients. We were in constant contact with many of these patients and we
provided them with their personal information as quickly as possible.

Q8. How many patients have been impacted by this?
A8. In the vast majority of cases tested and treated between 1997 and 2005,
the patient’s treatment was. confirmed appropriate.
From 1997 to 2005, 2760 individuals had ER/PR tests in our laboratory. 939 of
these patients originally received negative results. 117 of these patients have

had recommended changes in their treatment plans as a result of review by a
panel of experts.

Q9. What is the rate of error? How many people converted?
A9. Up to this point, our focus has been on making treatment changes, where
appropriate, and 117 individuals have experienced treatment changes.
Some of these changes are because of a conversion in their ER/PR test result
from negative to positive; some because the definition of “negative” has
changed; some because of where patients are today with their disease - there
are multiple factors involved.
Now that legal proceedings have been initiated, we will have to allow the legal
process to determine if in fact error has occurred.
The numbers of individual conversions are not relevant and turn the process
into a “numbers game.” For example, some people have minor conversions that
did not impact upon whether they would be considered suitable for hormonal
therapy. Some individuals converted, but upon review of their treatment plan
it was discovered that for other clinical reasons they were already receiving
tamoxifen.

What is relevant is the number of people whose care may change as a result of
the process, and that was 117.
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Q10. What caused the conflicting results?
A10. In the vast majority of cases tested and treated between 1997 and 2005,
the patient’s treatment was confirmed appropriate.
The test used for most of the review period for ER/PR is a complicated one
with more than 40 manual steps. Additionally, there has been in this period
changes in practice and new understanding about treatment protocols. For
example, oncologists once considered a negative test to be less that 30%
positive. Today, oncologists believe that a positivity rate of greater than 1%
may mean that hormone therapy could be effective,
The reasons for the new numbers will be explored in detail during legal
proceedings are we are unable, as a result, to speculate further. However,
what is most important is that when we identified what we considered to be a
potential problem, we acted immediately to take whatever action we could to
ensure that our patients have every treatment opportunity possible.

Q11. Are pathologists to blame for this? Did these errors occur because of the

difficultly to recruit pathologists and because some haven’t achieved their national

examinations? Is this a competence issue?
A11. Our organization employs competent and nationally recognized
pathologists, oncologists, surgeons, and technicians who are dedicated to
provided the highest quality care possible to our patients. It was our employees
and physicians who brought this issue forward and who have been working
diligently over the last eighteen months to ensure that the retesting and the
quality review process have been conducted as efficiently and as effectively as

possible. There has been and there will be no blame assigned within our
organization, '

Q12. Were there quality checks in place when the error was discovered?

A12. All laboratory testing conducted at Eastern Health uses standard
controls.

Q13. What did the medical experts review reveal? What recommendations came out of

that review? (Visit from the BC Cancer Institute and Chief tech. Mt. Sinai)
A13. We were pleased to have external experts review our laboratory as part
of our quality review. This is common practice. However, quality review
materials are kept confidential. The reason for this is that the courts and the
legislature recognize that quality review in the health care sector is vital. In
order to encourage staff and external reviewers to express their opinions
freely, there must be protection from disclosure beyond the quality review.
This protection from disclosure is recognized in the Evidence Act, which
provides that quality assurance material is not to be disclosed within a legal
proceeding. It is also recognized in the Access to Information and Privacy Act
which provides that opinions or recommendations made to an agency do not
have to be disclosed. However, it is important to note that there is no

protection from disclosure for facts uncovered or disclosed during quality
review investigations.
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Q14. Could more have been done to prevent this from happening?
A14, This is impossible to answer at this point.

Q15. What’s been done to prevent this from happening again?
A15. We have implemented or are in the process of implementing all
recommendations from our external reviews.
Because we recognize that testing for ER/PR is a complicated procedure that
requires specialized skills, we have designated the lab that performs these
tests as a separate department with 3 designated technologists, a Lab medical
director, and a dedicated cutter. Additionally, our technologists and
pathologists have received specialized training in immunohistochemistry.
As well, we have consolidated all breast cases for examination and reporting to
a designating group of pathologists, a centre for excellence in this area.
We have established a Quality Management Program in this new department
and we are involved in proficiency testing.
Moreover, we are seeking accreditation for entire laboratory. Unfortunately,
there are no standardized immunochistochemistry testing methodologies
worldwide, and currently there is no national laboratory accreditation
process for immunohistochemical labs.

Q16. Could this happen again?
A16. If you are asking me if issues may arise in the future with individual
ER/PR tests results, or any test results for that matter, | would say that there is
a standard deviation in most lab results. No test is absolutely perfect. No lab is
absolutely perfect. Medical science is not absolute. However, | would say that
we have taken the steps necessary to ensure that the ER/PR tests we will
perform and the treatments resulting from them will meet or exceed che
standard of care offered anywhere in the country,

Q17. Have individuals died because of this error in testing?
A17. It is not possible to answer this question. In the last 10 years, individuals

who were tested for ER/PR have passed away - some because of cancer and
others for numerous reasons.

Q18. Did you retest the deceased? Would you retest the deceased?
A18. Our focus has been on addressing those patients who could be helped by
additional treatment, so we did not retest individuals who have passed away.
However, we would do so upon request of the family members.

Q19, Do those women who have converted now have a shorter life expectancy because
of this error?
A19. It is not possible to answer this question. Hormonal and other adjuvant
therapies are intended to decrease recurrence and improve overall survival.
The hope is to stop or delay the cancer from metastasizing.
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Hormonal therapy is most effective 2-4 years post cancer surgery, which is why
we were anxious to retest as quickly as possible and to offer the opportunity to
any patient who could benefit from it. However, studies indicate that hormonal
therapy can be effective up to and even beyond 12 years post-cancer surgery.

Q20. How many women were given extensive treatment (i.e. Surgery, Chemo etc.)
that through this retesting you now realize they did not need to be treated so
aggressively? '
A20. Oncologists use a combination of therapies to treat patients. Hormonal
therapy is used in combination with radiation, chemotherapy, surgery and

other targeted therapies. Discussing individual patients would breach patient
confidentiality.

Q21. What is the survival rate if a patient is prescribed Tamoxifen compared to
someone who is not?
A21, How any drug or treatment will impact upon any patient is very individual
and can not be predicted universally.

Q22. What do you say to these women who have been living with mental distress
because of this and who have lost faith in the health care system?
A22. It is unfortunate is this has caused individuals to loose faith in the system.
We certainly appreciate and understand the stress this may have caused some
of our patients. However, we would hope that individuals can have faith in the
fact that we have taken action here that, to our knowledge, no other lab has
taken and that Eastern Health did what we felt was in the best interest of our

patients despite the consequences for the organization in terms of increased
scrutiny and legal action,

Q23. Should other cancer patients question their diagnoses?
A23. ER/PR is not a diagnostic test used to determine if an individual has
cancer. A tumor is removed and sent for testing to determine if it is positive

for hormone receptors. The test is used to help oncologists determine
appropriate therapies.

Q24. Is there anything patients can do to inform themselves when they’re having
these tests done?
A24. We encourage our patients to be informed about testing and all aspects of
their disease and its treatment. In fact, the program develops literature on
testing and on other elements of care for our patients.

Q25. What are the cost implications of this discovery?

A25. As the process continues, we are unable to estimate cost at this time.

Certainly, we have dedicated significant human and financial resources to this
process.
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ER/PR RETESTING
CHRONOLOGY

DECEMBER 11, 2006

April 2004: Eastern Health (then the Health Care Corporation of St. John’s)
installed a new Ventana system for use in our immunohistochemistry
laboratory. This more extensively automated system replaced the Dako System
, @ complicated, manual and multi-phase procedure with more than 40 steps.
The Dako system was an advance from biochemical assay, used prior to 1997.

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

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

June 2005: It was decided to retest all negative results from 2002 to
determine if these were isolated cases or symptomatic of a bigger issue. The
chief of pathology wrote to all Laboratory directors in the province to return all

negative ER/PR specimens for the year 2002 for retesting on the new, more
sensitive Ventana system.

Early July 2005: A meeting was scheduled and the decision was made that all
patients who were ER/PR negative from 1997-2004 would be retested internally

on the Ventana System with testing to take place over the next number of
weeks.

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

August 2005: Mt. Sinai Hospital, considered to be a “gold standard” laboratory
internationally, agreed to take on the project. Our laboratory began the

process of collecting, packaging and shipping all negative* test results from
1997-2005 to Toronto.

* The definition of “negative” has changed within the seven year period in
question. Originally, oncologists believed that tumors with less than 30%
positivity for ER/PR should be considered negative. With advancing
understanding of cancer and treatment, the negative rate has dropped, first

to 10% and now to 1%. Today, oncologists believe that any positivity may be
warth treating with hormonal therapy.

i
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Mid October 2005: The organization established a Tumor Board comprised of two (2) oncologists, two (2)
surgeons, two (2) pathologists, one (1) representative from the Quality Department and one (1) support
person. The Tumor Board was tasked with reviewing the results as they arrived, reviewing charts, and
making treatment recommendations for each patient.

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

Mid October 2005: The organization conducted the first of numerous media interviews, and provided what

background information was available at that time, Advertising was also purchased informing the general
public of the retesting in general.

October 2005: Patient Relations representatives from Eastern Health telephoned all individuals whose
specimens were being sent away for retesting.

The laboratory conducted the first of a number of external review processes. During this period, the

laboratory also attempted to gain insight from other laboratories across Canada regarding their experiences
with ER/PR testing.

November/ December 2005: The organization expressed concerns to Mt. Sinai about the slow pace of

reports. However, they were experiencing unexpected manpower issues and were unable to move the tests
through the system any faster.

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

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

February - May 2006: Concentrated effort of the Tumor Board to review test results, write
recommendations and conduct disclosures. A six month period (May to October) foll@is:to ensure that the

organization has completed all the disclosures possible and that every patient b opportunity to
contact their physicians.

June - November 2006: The new Chief Pathologist and the new Vice-Presidey
the results of the quality review process; established a centre of excellence
assigned a head pathologist for immunohistochemistry; and generally prepared
ER/PR testing in our laboratory.

es worked on
3 pathology;
itinuation of

September 2006: A statistical review is initiated to examine the numbers and 3
information will form the basis of the quality review. Analysis is currently conting

i
i
&

Late November 2006: The organization completes its quality review,

STRATEGIC COMMUNICATIONS 5 Jerge _- e
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b NEWS RELEASE
Health

Eastern Health releases outcomes of laboratory review

EMBARGO - 9 a.m., December 12, 2006 - St. John’s, Newfoundland and Labrador - Eastern
Health today released the outcomes of its review of estrogen and progesterone receptor (ER/PR)
testing conducted by the laboratory at the Health Sciences Centre since 1997. Eastern Health has
been focused on collecting, sending, retesting and reviewing all test samples and conducting an
extensive quality review within the laboratory since October 2005.

“From the beginning, our health care providers have been motivated by a desire to ensure that
our patients have every treatment opportunity that may be available to them and to make sure
we provide quality services to the public,” said Dr. Oscar Howell, Vice-President of Medical
Services for Eastern Health. “In the review period, from 1997 to 2005, 2,760 ER/PR tests were
conducted by our laboratory. 939 of these test results were originally negative. These test
samples were sent to Mount Sinai Laboratory in Toronto for review. In the majority of cases, the
patient’s treatment was confirmed appropriate. However, 117 patients had been identified as
requiring treatment changes by a panel of oncologists, pathologists and surgeons.”

Breast tumor samples are tested for estrogen and progesterone receptors to determine if
hormonal therapy such as the drug Tamoxifen may be one treatment option for patients.

Patients who have been notified of a change in result have since met with their treating
physicians to determine their current treatment options.

Eastern Health’s first priority is its patients and the organization is committed to notifying them
about issues that may impact upon their diagnosis or treatment. “Our clinical team members have
communicated individually with all patients impacted by this review,” says Dr. Howell. “We have
had many conversations with the patients involved and we are always willing to g
details of a patient’s care with them. However, patient confidentiality is a i tzprinciple
in health care so we do not discuss the details of individual cases publicly.” R

“We have been assured through our review process, which included cons l - \ %onal
experts in laboratory medicine, that when we reinstate testing we will ;;,}a‘ut., people of this
province with a high standard of estrogen and progesterone receptor test{fi lad [Howell,

Eastern Health is dedicated to improving the system. As a result of this reviey
has implemented new means of ensuring high standard patient care such as:|
Management Program; seeking accreditation for the entire laboratory; and efst
technologists and pathologists have received specialized training in immunoRis

organization is expected to reinstate ER/PR testing at the Health Sciences ? Jal;
year.

-30-
MEDIA CONTACT:
Leona Barrington
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Media Relations Officer, Eastern Health
T: 709-777-1339 or 728-7935
leona.barrington®easternhealth.ca




HMQ 38

CIHRT Exhibit P-1416  Page 38

WHAT'S IT ALL ABOUT?

You may have heard in the media that Eastern Health
is re-testing breast cancer tissue samples.

Recently the lab at the Health Sciences Centre
discovered some inconsistent results in breast tumour
samples.

To ensure that all patients have every treatment
opportunity that may be available to them, Eastern Health
has decided to re-test all the negative estrogen receptor
results since 1997,

WHAT ARE ER AND PR
RECEPTORS?

All patients who have had breast cancer have been tested for
the presence or absence of estrogen and progesterone
receptors (ER and PR).The presence or absence of ER and PR
helps determine the most appropriate treatment of breast
cancer.

When you are ER and/ or PR positive, hormonal therapies
such as Tamoxifen may be one treatment option open to
you.ER and PR are just one of the many things oncologists
look at to determine the type of cancer treatment a patient
will receive.

Only a small percentage of breast cancer patients
may be affected by this re-testing as treatment for
breast cancer is based on several factors, not just
ER and PR.

A MESSAGE TO BREAST CANCER PATIENTS

Re-testing for estrogen and progesterone (ER and PR) Receptors

WHAT IS HAPPENING
NOW?

We are sending previously collected tissue samples to
Mount Sinai Laboratory in Toronto to make sure patients
are getting the appropriate treatments. Patients are not
required to come to hospital or have any additional testing.

All patients who are being re-tested are being contacted.

Our first priority is to notify patients whose results have
changed because of the re-testing.If there i5s a change to
your result and your treatment is affected, you will be
contacted directly by your oncologist or treating
physician. You will also be notified if there is no change in
your ER and PR status. T ——

———

It is important to note that most patients will not
experience achange in their earlier test results. About 75%
of all breast cancer patients tested positive for ER and PR
from 1997 to 2005.These patients are not impacted by this
re-testing.

If you had breast cancer and are concerned about your
previous test results and treatment, you may wish to
contact your oncologist, surgeon or family doctor.

You may also call the Patient Relations Officer at
Eastern Health at 777-6500. She will attempt to
answer your questions or link you with someone
who can help.

: ~ Fastern
- HEALTH
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" [Tara Furlong - ER/PR Advertisement Date - - Page 1 |
i 3 ong, 3 __Hma3g o Page 1|
From: "Jeanette OKeefe" <Jeanette.OKeefe@easternhealth.ca>
To: "Tansy Mundon" <TansyMundon@gov.nl.ca>
Date: 2007-05-23 11:13:38 AM
Subject: ER/PR Advertisement Date
Hi Tansy,

Not sure exactly when this ad ran, but it was sent to The Telegram,

Western Star, The Independent and The Express (16 Community Papers) on
Thursday, October 20, 2005. I'm assuming the ad ran that following
Saturday but can't be certain on that.

Jeanette

Jeanette O'Keefe

Communications Manager

Strategic Communications - Eastern Health
Tel: 777-1425 Fax: 777-1344

Email: jeanette.okeefe@easternhealth.ca
<mailto:;jeanette.okeefe@easternhealth.ca>

web: www.easternhealth.ca <http://www.easternhealth.ca>





