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Title: ERIPR Testing, E~stern.Hea)th
----,-- -- '. '.,

. '. '1 . ,

Issue: Ongoing concerns reg~rdingER/PR testing at Eastern Health. On May 28, Justice
Carl Thompson'of the Nt'Supreme Court certified a class action suit on behalf of
up to 100 individuals. The Opposition may ask about' Government settling the
matter out of court.

,-, . II

Anticipated Questions:
e Will Government consider settling this out of court rather than go through

litigation? .

• Was there an attempt by the Department and/or Eastern Health to "cover up" the
findings of the test results?

e Has Eastern Health now notified all affectedp~tients of the results of retesting
and why wasn'~ this'do~esooner? .' '

• At what time did fOIJ1l~r'Minist~rs ofHealth be.come aware of this issue and why
didn't they~sclosethe inagnitu:de ofthe:probl~m?

, " : '" . : .. ' . '.'

G Why was Governlnent '~d:!E8;stemHealth more conc~rnedwith the risk of
litigation than patien:t carei; .

• CWI women's grO'~ps beconsu1t~don hov{ the judicial itiquiry will be ca.rried out?

Key Messages: ::\: ,
. • "The Judge's decis:ion o#,tQ.~ certification of the' class action suit was made on May

28. It is premafurf? tq de~ermine next steps. We understand from the media that
Mr. Crosbie Will be spe'ak:iiig'to Eastern Health's lawyer and we will monitor
these discussion.s':-I ~~:.be·'refraining from ~y further public comment.

o Absolutely not., There :was. full disclosure with patients and their families once
test results became available. Eastern Health contacted each patient who was
affected by the':ERlPR ·t~st·review or their family physiCian to make sure they
received all th~,mfOim~ti6nand support they required. They were told either one
of three things':;- : ": " \:.:,. . . . .

o That their tissu~:thadbeen retested and there was no change in the original
results;'; ., ..:'~ '". '

o That their tis~u~':;hadbeen retested and that Eastern Health was
recOlllJJ.?ending :~! cl1ange in their treatment; or

o That althollgh there was a change from their original test result, no change
in treatment was recommended.' .

~ This issuehasc also':he~ndn: the public dOInain since late 2005. Eastern Health
nlarpd ~n ~,uA '~.L.U....,." t vrv•n l ;:"::'n:'-';o..-", ~-n flr>+""h13-r i;}(\(,),\ tA -n-rn'Tnrlp ·fnrlhpl'" r1pt!:lilC! gnrl ~r L4..L.L... :.. va pap J.~ J.J.J. '-JVLVU\"I.L ~VV.J LV P.LVY.LU-\"f .LU.L u ~ ....

number where those with questions could,call. The accusation that there was a
"cover-up" is unfounded. "; ,
The inquiry will' address these questions. However, I must reiterate that all
patients who were affected by the ERJPR test review were·contacted, media
interviews were conducted in late 2005 and early 2006, and an ad was placed in
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the paper in late 2005. There was no atte~pt to "cover up" this issue. The focus
was on the patients who were impacted. '

• The context in which r st~te(fthat was with respect to why Eastern Health did not
release the number of changed test results dlitihg a, media briefing in December.
As Minister, do lIee1 the::nuniber should have been released at that time? Yes, I
do. Eastern Health and Government's priniary concern is always that of the
patient. The action taken,by East~rnHealthJretesting, quality assurance program,
establishing an expert 'papd and 0 expert reyiews) and 0 full disclosure to patients
demonstrates that the patient and the families are the primary concern.

o The Commissioner will determine who he/she will need to hear from during the
inquiry. Individuals or groups can apply to the commission to participate in the
mqurry.

Background: " ,,;' I :', , I

ID Prior to ,April 2004, the Dako testing technique,waS used at Eastern Health's
laboratories which required the manual boiling of tissue samples and the
measurement ofminute mixtqres of immunoperoxidase staining. '

e In April 2004, Eastern Health installed the Ventana system for conducting ERJPR
testing. This new system automated the process, thereby removing much of the
human manipJllation o.f.samples. ,

II In May 2005, a patientwho w,,"s diagnosed.ill 2002 with breast cancer and had
been de~eimined,tobe ilegative 'using the D~o'system, converted to positive after
fhrt..her E:R/r~:te~tin g 1~!':1~&,t1i6fVent~~a system.' .'

• In June ~}u.ly2095,,' Eastet.n Hea~th conducted a case review ofnegative ERIPR
tests it obtained in 2002. Of57 cases retested, 37 converted from negative to
positive.' , 0 " ", 0'

• In early July 2005, Eas~ernHealth decidedto retest all negative ERJPR tests
performed betwe~nMay 1997 and August i8, 2005. In the review period from
1997 to 2005, there wer:e i7(jO ERJPR tests conducted at the laboratories. Nine
hundred and thirtY-riin~ (939) of these tests were originally negative and were sent
to Mount Sinai'for retestmg., This number represents about 34% of the patients
tested forbreast cancet All new cases were Bent to Mount Sinai for ERIPR
testing. The chronology'ofthe ERJPR retestiJ,lg is attached as Annex 1.

CIt The details on the test results are as follow~;,

8:' Tot$l Cases Reviewed: 1997-2005 2760
& Nos 'of Tests sent to Mount Sinai 939

, (763 live; 176 deceased)

• Live Patients Whose Samples were Retested 763
Patients with no change in ERJPR results 433

, ~atients with no 0 change in ERIPR results 13
but 0 a change in treatment recommended
by expert panel,
Patients where ERJPR test results were 317
di~erent following retesting

CIHRT  Exhibit P-1472        Page 2



3

; It :l)eceased Patients Whose Original ERJPR 176
Test Results were Negative

PatieIlt,samples that 'were retested and , 101
re~plt~ received '
Patient samples that have been retested 2
on request ,

, ~~tieIitsarp.ples,~atwilJ,not be retested 73
uD.1ess requested 'by 'the'f~ies
.:. '. .. I ." ',;" ': .

; . .j

, , ;'::" ::", ': ".' ' '

Eastern Health had independent external reviews conducted by the Chief
Pathologist at the BC c;ancer Institute and, the Chief Technologist and Mount
,Sinai Hospital in Toronto" and has implemented the recomtnendations from these
reviews. ':m addition, i 'dedicated laboratory has been' established to perform the
ERJPR testing with 3 de'signated technologists, a lab medical director, and a
dedicated cutter. A centre of excellence for breast cancer cases has been
established 'at'Ea~te~ 'H6~iths~' that exam.nicition and reporting will be directed to
a dedicated'group ofpathologists.
The May lSth CBC story is n;portmg that of the 763 live patients, upwards of 42%
of the test res~tswere wrong (317 of763 live patients). The story is also focused
on why Eastern,Health has not released the test results for 176 deceased patients.
The story quotes a US pathcH()gist,'aleading,expert on hormone receptor tests in
North,America" as sayii:lg'l~bbratories across the US are having the same
pr()plemswiththese' tests~L , '.' :, , .
In the De,cember'r>ress release"EasteniHealth stated,that 117 ofthe 939 patients
,required tre'atInent chang¢s:~,:TID;sappears to.pe:a 120/0 error rate. In the court'
affidavit filed by Eastern Health, the 117 patients include 104 patients who
required a treatment cha.nge due to a change in ERJP:R test results and a further 13
patients who saw no.ch~nge in their ER/PR test results but a change in treatment
was recommended. Th~':US pathologist,also states that the average' error rate in
the-US is probably- as high 'as 200/0. EastemHealth advises that it is very difficult
to confirm an actual error rate as ER/PR testing is a complicated procedure that
involves more than 40 steps.
Eastern Health"did not irutially advise patients of the retesting (despite the
Department's suggestibnJhat it should consider doing so) and many learned of it
from the media.: Eastern waited for the actualresults before disclosing information
to tl?-e patients as Eastem didn'tknow what this would mean for individuals
without the results. Eastern also did not want to unnecessarily raise alarm for
individuals 'who may not l;>e affected.
On Friday, May 18th

, Eastern Health provided a media briefing in which CEO
George Tilley publicly apologized for any 'confusion created as a result of not

Government held, a new~ conference on Tuesday, May 22, to announce that it will
undertake a JudicialCorrimission, of Inquiry, with further details to be provided in
the coming days.
There are now calls for wo~en,'s groups to b;e consulted on how the judicial
inquiry into the falllty brea,sttanqer will be Garried out.
In December 2005, the family of~he late Michelle Hanlon filed a claim against
Eastern Health. Ms. Hanlon·tested negative on a breast tumour sample in 2000 but

CIHRT  Exhibit P-1472        Page 3



4

on retesting was' found to J:>e positive. The family claiin that if the correct test
result was knOyvll. earlier, the appropriate treatment would have been started which
would have prevented th~ spread ofher disease, and possibly her death. Eastern
has filed a statement ofdefence asking that the case be dismissed.

III A claim has been filed, nanied Vema Doucette vs. Eastern Regional Health
Authority (ERHA),with the Newfoundland Supreme Court, Trial Division.
Government is not named as party to the action. There were approximately 40

. plaintiffs when the claim 'was filed.
o The claim alleges faulty ER andPR testing by Eastern Health, resulting in the

administration of mappropriate treatment to some cancer patients. The claim has
not yet been certified as~chlsS action. It is still.in the early stages of litigation.

e Eastern He~lth.fl1edan affidavit in court on December 15, 2006. The lawyers for
the plaintiff and the defendant file~ documents, for certification and case law with
the court on ~~1J,ruary9,2007. ;'. : :

* A hearing:ofthe:certific;ation:application for the class,·action suit was held on May
23-25, 2007. ,·On NfC;ly;28,Justice'Carl1b.0mpson certified the class action suit. .
The lawyer~ Ches.Crosbie,.who'filed the certification·advised the press that there
is a pos~H)i~ity ~f.,an out qf court~,{(ttlementb~fore the matter is heard again in
court. '. ';'.:'. '. ,": .:: i ,. i. ';: . ,'.;., . ,: ". :

.. On May:29, The Telegrarn;reported that according to Mr. Crosbie, there could be
.about 2,80Q ~omen who rece.ived a·horn:lOnereceptor test between 1997 and 2005
are now .eligibleto sign on to the class action. This number, according to Mr.
Crosbie includes:""menta,l distress claimants". whose results were not found to 'be

\ • ': • • I •

wrong but may have suffered distress d~e to E.a~tem f.£yalth failing to provide
information in.a timely,maimer.· ,: :

• Ms. Gerrie.Smith~ Solicitor,Depi:\itmentof J\lstice,is monitoring-the l~gal '
proceeding~ withEastemHeait:g.~slawyer,. She adVised that'on'June 6 the legal
counsel for E~s~?rnH~~~~~i~ftwiththeplaintiff'~counsel to discuss

. preparing:the,certificatiofi'ord'~r and the process for notification.
@ The Class Action Litigationproc:ess has been implemented and Eastern Health

_. has ten days from.whenthe certification order is completed to appeal the
certification decision to/the Court ofAppeal. Common issues for the class action
will be tied together and any individual issllesrelated to liability or damages will
be with the individual. :: ,.: '

(9 The litigation ,process includes: notification (of all potential claimants, exchanges
of documents),' discovery (questioning of the parties, witnesses) and settlement
process (conference, pre-trial and if issues are not resolved a trial).

,. DHCS, the Centre for Health Information (NLCHI) and Eastern Health met on
June 14 to discuss the data base management process to be implemented this
week. This process will focus on 'when patients were contacted to inform them of
the retesting as well as:whenpatients were informed of the test results.

'. : '.' ,

Drafted by: Beverley Griffiths, 729-0717
Approved by: Moira Hennessey
Date: June 14,2007
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