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Dr. Robert Wilfiams 
From: 
Sent: 

Susar: Bonnell 
FWjay, ,,c,Llgust I:::, :::OC6 3:0~’ PIVi 

To: 
Cc: 

Dr Raben Williams George Tilley 
Joyce Penney’ 

SUbject: FW ERPR 
Importance: High 

Attached are a memo which includes the key messages (draft not reviewed) and the drafted letter from 011 
Communications, For changes/ revisions I can be reached at 687-4713, 
Susan Bonnell 
Director, 
Corporate Communications 
Eastern Health 709-777-1426 (1338)
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A roach 
Patient Letter 

I 

, ’Vi’ eaknesses ) I Strenzths 
The challenge is to fmd the balanceberween ! If we contact every patient whose 

specimens will be retested we disclose to ali waiting (so that we may give patients good 
potentially impacted women the efforts information that does not negatively impacT I 
underwav to reassess their cancer treatment upon their well being) and responding ! I " , protocols, quickly (without causing undo anxiety, ’ 

confusion and stress) 
In other cases of quality review, individual 
patients would be contacted directly by one Originally, we proposed sending letters 
of our representatives. Because this is a when we believed that the specimens could 
large number of women, a letter would all be retested within two weeks. Given the 
expedite the process. fact that our Ventana system is now being 

reviewed as well, we must send the 
specimens to an independent laboratory, 
This delay, while not considered significant 
by the Oncologists, would be an 
unnecessary hardship for any patient who 
had been notified thartheir tissue was being 
retested and that their treatment may change. 

i - 
I Our medical specialists do not what us to , send letters to all patients, They believe that 
each patient must be treated individually- 
in fact, some patients may already be taking 
Tamoxifen or would not be given this drug, 

I regardless their ER/ PR status. 
This is the preferred method of our Medical It is highly likely that, as the number of 
Oncologists, Surgeons and Cancer patients whose treatment is affected 
Specialists: increases, the issue will reach the public 

It protects patient confidentiality; forum. Someone will go to the media and 
we will have to react to this as a media - It maintains the integrity of the 

patient/ doctorrelationship in story. 
determining individual treatment 
protocols; We will likely be criticized by the media for 

not disclosing the issue and they will - It does not cause undo stress to 
question our timelines: breast cancer patients and their 

families who are unaffected by this - How long have you known about this 
particular situation; problem with YOU7’ older system? - ’Why did It take you so long to admit to - It ensures that all patients whose 
treatment will change are cared for this problem? 
appropriately and dealt with fairly - ’Why are you questioning the validity of 
by the organization. the new system? 

Individual 
Patient 
Notification - 

- 
While we run the risk of being criticized by 
the media for not sharing this information 
with them, we cannot be criticized for our 
confidential and appropriate handling of the 
issue from the patient’s perspective. 
We are in a good position to respond to the 
media’s questions. 

Can we trust OUT lab results?
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HE~A_LTH Communications Options 
ER/PR Testing at St. John s Hospitals 
’!wgTIsr 12.. 2005 j 

Issue: Easter Heillli has madE’ a d~::lS]0L’ Ie TereSi at ER pr~ DegaljvE rests performer. ir. OUl labo-atorv 
from 1997 to 2ClC i4. Thi: decision has beET made in consultation witl, our lviedi"cal C)ncologists and other - 
cancel specia.isrs. Follo-wing an interr.a. qualir. investizatior; ,,,IE have derermined thar the rart’ of COl1Ve:r-SlOD 
of tests fron; negauve to positive resulu i~, 100 hiah to ignore, _!:-~ conversion from 2 negative to 2 positive ER,’ PE may have an Impact on current 0: future rreatrr.enr for breast cancer patients. 
Approach: Easterr; Health has begun the process of retesting all negative tests. There are approximarelv 400 
cases to be retested. Urgem cases are being identified by clinicians and addressed immediately. Other 
specimens are being shipped to Mou11I Sinai, the leading irnrnunohistology laboratory in the country, fOT 
restesring within the next two months. Eastern Health has also initiated an extensive quality review of the 
laboratory to ensure that om processes meet or exceed national standards. 
Eastern Health believes it the principles of open disclosure and has already begun to notifying patients 
througb their medical specialists if there is an Impact on their current or future treatment protocol. Unforrunate.y in terms of the impact this will have on patients, there is no one "blanket" approach; every 
case must be treated individually. 
\lIe have chosen 10 cominue of the process of individual notification as test results are returned and 
analyzed as we feel this is in the best interests of the patients whose needs, health and well being we must 
consider above all else. 

I Approach 
Media Release 

! Strenaths 
According to the Canadian Patient Safety 
Institute, "Improving the safety of patients 
is about creating an environment that is 
open to disclosure and committed to change,’! 

I A media release and press conference may 
I 

i Weaknesses 

By disclosing tliis issue publicly we reaffirm 
our commitment to being open. We also 
gain proactive control of the issue in the 
public forum as the first message is usually 
the most pervasive. 
The media cannot criticize us for 
attempting to "hide" the issue from the 
public, 

be appropriate if we had an announcement 
to make; if we needed to disclose an error; 
or if we needed to fmd a way to reach a 
large, general audience. In this particular 
case, there may be a system failure but tills 
has yet to be determined. And we know the 
audience we need to reach - it is a specific 
group of individuals whose names and 
addresses we have who deserve and should 
expect fail’ and confidential care. 
Usually, one of the key the arguments to "go public" is to be in control of the message. In this unique circumstance, by 
taking a public approach, we have nothing 
to gain and, from the perspective of all 
breast cancer patients - not only the limited 
number ofER! PR negative women who 
will be retested - everything 1O loose. 
There is very little that can be done in this 

I circumstance to avoid criticism - even if WE 
had immediately acted publicly on this Issue.
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I Strengths 
If we contact every patient whose , specimens will be retested we disclose to all 

I ,Vealmesses 
The challenge is to find the balance between 
waiting (so that we may give patients good 
information that does nOT negatively impact 
upon their well being) and responding ~ 
quickly (without causing undo anxiety, 
confusion and stress). 
Originally, we proposed. sending letters 
when we believed that the specimens could 
all be retested within two weeks. Given the 
fact that our Ventana system is now being 
reviewed as well, we must send the 
specimens to an independent laboratory. 
This delay, while not considered significant 
by the Oncologists, would be an 
unnecessary hardship for any patient who 
had been notified that their tissue was being 
retested and that their treatment may 

I change. 
Our medical specialists do not what us to 
send letters to all patients. They believe that 
each patient must be treated individually- 
in fact, some patients may already be taking 
Tamoxifen or would not be given this drug, 
regardless their ERI PR status. 
It is highly likely that, as the number of 
patients whose treatment is affected 
increases, the issue will reach the public forum. Someone will go to the media and 
we will have to react to this as a media story. 

i) ,i 
! potentially impacted women the efforts 
underway to reassess their cancer treatment protocols. 
In other cases of quality review, individual 
patients would be contacted directly by one 
of our representatives. Because this is a 
large number of women, a letter would 
expedite the process. -I I 

) 

Individual 
Patient 
Notification 

This is the preferred method of our Medical 
Oncologists, Surgeons and Cancer 
Specialists: - It protects patient confidentiality; - It maintains the integrity of the 

patient/ doctor relationship in 
determining individual treatment 
protocols; We wi11likely be criticized by the media for - It does not cause undo stress to not disclosing the issue and they will 
breast cancer patients and their question our timelines: 
families who are unaffected by this - How long haveyou known about this 
particular situation; problem with your oldersystem? - It ensures that all patients whose - JJl1zy did it take you so long to admit to 
treatment will change are cared for thisproblem? 
appropriately and dealt with fairly - Why are you questioningthe validity of 
by the organization. the newsystem? - Can wetrust our lab results? 

While we run the risk of being criticized by 
the media for not sharing this information 
with them, we cannot be criticized for our 
confidential and appropriate handling of the 
issue from the patient’s perspective. 
Weare in agood position to respond to the 
media’s questions.
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Key l.iessages: Process 
I’h art retesung aU ER PR negative rest rEsul::’. C0l1dUCU::0 3T em,’ Iaboratorv from 1 OO~ 1:C’ 20CI~ 
Urgent cases have b~:=E identified by the Oncologists a11C; Surgeon."and these specimens art being 
retested immediatelv. 
\f;’t have idenufied approximately 4CJO specimens that are being shipped to Mount Sinai laboratorv 
for retesting. lvioum Sinai is considered to be the foremost lab in the country for this type of procedure. The restesting process could take up to DNO months 10 couple, 
"INc have been actively working on this issue since it was first brought IO our attention in ]\(1.a)’. A 
patient who had tested negative in 2002 for ERTF~ Vias retested using our new technology at the 
request of the Oncologist. This patient’s test convened to positive. At this point we began what has 
become a major investigation into this particular testing process. First we retested selected samples 
to determine if this case was unique Dr if in fact we had uncovered a problem with our former testing 
pTOcess.lvfany of these cases convened from negative to positive so we began the process of pulling 
files and specimens from 2002, followed by a decision to pull and retest all negatives from 1997 to 
2004, when am new system was installed. .. We believe it is in the best interests of all our breast cancer patients to deal ’with tins matter 
confidentially. If a patient is retested and that test changes from a negative to a positive result, we 
notify the physician immediately, Physicians must review this patient’s treatment and care to see 
what if any impact this ’test conversion has on ’the patient .. Vie are conducting an external review of our laboratory in September and we are actively 
investigating the best way to improve our quality assurance program. 

Key Messages: ER/ PR Tests \~Then a breast cancer tumor is removed from the body: tests are used to determine tithe cancer cells 
have estrogen or progesterone receptors. The more estrogen receptors present on those cells, the 
more likely that anti-estrogen therapy such as tamoxifen win work against a particular cancer. Breast 
cancel’ patients with high level hormone receptors have a slightly better prognosis than those without receptors. .. There are other factors that physicians consider when determining whether a patient will be given 
hormone therapy aside from ER/ PR receptor status, include the patient’s age and how far the 
cancer has progressed. Some patients who had a negative ER/PR test were given hormone 
treatment anyway, and some patients who now ha ve a positive ER/PR may not be considered for 
h0l1110ne therapy. .. As with so many cancers and other health issues, treatment has changed over the years as our 
understanding of these diseases has improved. For example, 1111997 an ER ofless than 30% was 
considered to be negative. Today, negative is considered to be 10 /’0 or less. 

~ 

Key Messages: Understanding immunoperoxidase staining 
From 1997 to 2004, our laboratory used a process for immunoperoxidase staining called the Daleo system. This technique required the manual boiling of tissue and measuring of minute mixtures of re-agent The Daleo test was implemented in’ ] 997 to replace a bioassay method for ER/PR receptors. While used nationally with some success, this process leaves room for error and we have 
had challenges with the process in the past. .. The Ventana method (installed in Apri12004) automates this process removing as much 
manipulation as possible. In addition, all re-agents used on the Ventana system are quality 
controlled bv [he company and arrive in the laboratory as "ready fOT use." The Health Sciences 
Centre was one of the earliest laboratories IO obtain the Ventana system and switch to an automated system. 

..
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HEALTH 
Key Messages: Process 

We are retesring all ER/ PR negative test results conducted at our laboratory from 1997 to 2004. 
Urgent cases have been identified by the Oncologists and Surgeons and these specimens are being 
retested immediately. 
We have identified approximately 400 specimens that are being shipped to Mount Sinai Iaboratory 
for retesting. Mount Sinai is considered to be the foremost lab in the country for this type of procedure. The restesting process could rake up to two months to conple. 
We have been actively working on this issue since it was first bronght to our attention in May. A 
patient who had tested negative in 2002 for ER/PR was retested using our new technology at the 
request of the Oncologist. This patient’s test converted to positive. At this point we began what has 
become a major investigation into this particular testing process. First we retested selected samples 
to determine if this case was unique or if in fact we had uncovered a problem with our former testing process. Many of these cases converted from negative to positive so we began the process of pulling 
files and specimens from 2002, followed by a decision to pull and retest.allnegatives from 1997 to 
2004, when our new system was installed. 
We believe it is in the best interests of all our breast cancer patients to deal with this matter 
confidentially. If a patient is retested and that test changes from a negative to a positive result, we 
notify the physician immediately. Physicians must review this patient’s treatment and care to see 
what if any impact this tesr conversion has on the patient. 
We are conducting an external review of our laboratory in September and we are actively 
investigating the best way to improve our quality assurance program. 

Key Messages: ERI PR Tests 
When a breast cancer tumor is removed from the body, tests are used to determine if the cancer cells 
have estrogen or progesterone receptors. The more estrogen receptors present on those cells, the 
more likely that anti-estrogen therapy such as Tamoxifen will work against a particular cancer. 
Breast cancer patients with high level hormone receptors have a slightly better prognosis than those 
without receptors. 
There are other factors that physicians consider when determining whether a patient will be’ given 
hormone therapy aside from ERI PR receptor status, include the patient’s age and how far the 
cancer has progressed. Some patients who had a negative ER/PR test were given hormone 
treatment anyway, and some patients who now have a positive ERiPR may not be considered for 
hormone therapy. 
As with so many cancers and other health issues, treatment has changed over the years as our 
understanding of these diseases has improved. For example, iu 1997 an ER ofJess than 30% was 
considered to be negative. Today, negative is considered to be 10% or less. 

Key Messages: Understanding immunoperoxidase staining 
From 1997 to 2004, our laboratory used a process for immunoperoxidase staining called the Dako system. This technique required the mannal boiling of tissue and measuring of minute mixtures of re-agent. The Dako test was implemented in 1997 to replace a bioassay method for ER/PR receptors. While used nationally with some success, this process leaves room for error and we have 
had challenges with the process in the past. 
The Ventana method (installed in April 2004) automates this process removing as much 
manipulation as possible. In addition, all re-agents used on’ the Ventana system are quality 
controlled by the company and arrive in the laboratory as "ready for use." The Health Sciences 
Centre was one of the earliest laboratories to obtain the Ventana system and switch to an automated system.
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