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TO:

"ROM:

DATE:

RE:

-All LaboratOJY Direcwd;::--)
(Dr. D. Fontaine. HSC I

Dr. G. Baker! Carbonear
Dr. S. Anwar. GB Cross Memorial
Dr. F. Oallaghe.r, Jarnes 1)a1011 MemoriaL
Dr. M. Dalton, Central NL llospital
D:,. P. Neil, Western MeUloriai
Dr. Dallkv.oa. SL Anthony)

Dr. DOlmJd fv1. Cook
Clinical Chief, Lubor.ltory Ml::dicine ProgTam

June 14-.2005

Estrtlgcll anul'rogesterooe Receptors

•

Pb /U-r,-~I\,~' tr'
fj."..f'H\. ~I.<.{ Ct,,,,=\, I---We ale aware-of <; number of negative e!>tmgen and pr()gest~!"~n~receptors that have

converted 011 repeat te::;tiilg with 0111' ne\.\ Vent:mu Benchmark immulloperoxidase testing.
D,ls nev.., Ve:ntana l>)'stClll is fully automated ilnd is l"lluch more s:.:nsitivc than the
i1l1lTIUllOpel'Oxidase leclmique Imder the previous DA..KO method. MOSI ofthl:se false'
l)C'g.luves have occum:d during the year 2002. Presently, we are in the process of
retesring a1l negative ER and PR's for that pm1icular year. f am reque::::ting that you
for\i\'ard [Ill ncgati:\:,e ER god PR cases for the y.car 1002 tel Mr. Barry Dyer at the Genera]
Hospital Site. 1 wolliil ask tba1 yOll submi\ the repons. original ER and PH. slides
it.!cludil]~ con1wl~ a~ we.!!..Q. & E slides and paraffin bIQ~~s oftlu: tumE!!.r~ We wiU
repeat aU ER and PR receptors wilb the Ventana system and forward the l'esults to you.
w~lI keep you npdiued regarding additional iuforllla~<m.

If y()U h~lve ~lJJY concerns or questions regarding tbis. please feel free to contaci my:"elf at
777-54S2 or Dr. Be\' Curler-at 777-5530.

Sincerely yours.

Donald M. Cook. MD, FRCrC, FeA P
C.linical Chief, Laboratory Medicine Progml11
St. Jo1m'::; Hospitals, Ea:;\ern J·Iealth

St.. Clare's 'Mercy Hospital

l54 1.cMal'ch'1l1\ Ro~d. Sot. ,llJhtl'S. NL. Caniilll! .r.. \C 5138 'lel. (i09'J 777-SilOlJ i7:.\x (709) 777-52W
Wch~ile: w\\.'w.hcesj.nfc:n

S] [t.":o. 11;:~tlh ~>t"kllcc~ (:..:nln· ,G.:nt'":IJ HOIil'"I1U::n::',·...~ '''I,;I~!:·~H:<;!itl' ::11", r.:,;;r...~jht;ll"", .. ( -':"":trI. \\urn':ll. HcdJ. l c· ,.t!.!
IJI I.Ii'"J.:ITfI ...... MllI~,C<:I1'.n;. Sl. CI:H~'s:M::'r!'~ .'io~:111 • Dr l\JllcI7C'1I11'!<:C:.lll/; Hc;;hJI("I~trf' ~ Ym1erl"v;d BO'ill'11-
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NowlclIndb.Jl1d
CMcar T'elln~t::I' :\IXl
Aes£-all::''; F:"'lulah')ll

July 12.2005

Dr. Essandoh Dankwa
Chief of Pathology
Charles S. Curtis Memorial1Jospital
178~200West Stn=et
81. l\..nthouy, NL AOK 4S0

Dear Dr. Danl..·w.a:

RE: HERCEPTIN

This is a letter to address the current data fur adjuvant l-lercCJltin for breastcancer. As you arc aware there are four recent trials showing both disease-free
survival and overall survival benefit that was presented at ASCO this year.These were the HERA. trial, NSABPB 31 trial, NCCTG 9831 and the fourth onewas BCIRG006 trial. Because of this overwhelming evidence in terms of bothdisease-free ~md overall sun'ival benefits, most provinces in Canada are currentlydrnfting guidelines for usc of Herceptin in the adjuvanl setting either concurrentwith chemotherapy or after tlleir chemotherapy is completed.. Becuuse of Uus werequire all breast caneer patients with invasive disease be tested up front forHER2-Neu by an immunohistochemistry. However, if atlY of them come b~ck asme 2+ they should be imm~diately sent for FISH confirmation as soon aspossible. ,"Ve will need to have this infomlalion up front to decide whether or nota pmticularpatlcnt is a candidate for adjuvant Herceptin.

The plan is to use a guideline currently being drafted by Murlene Sellon.pharmacist at Ute Q£-ll Health Sciences Centre in conjunction with the cancereenler there., This will be sent tD us for rcview as soon as it is ready and we wiDlikely be using this protocol. which was based on the HERA trial, as soon as ithas been drafted, I will be asking fur GOVf:fmnel11 approval as soon as possibleto ask for the increase in budget nece.ss:uy to give Herceptin for this indication.

If you have any questions, please call my office at (709) 777~8095.

Y/lO"':.Si~' ,f[/ / flJ [,---
~ Lt}i8JM.D., F,R.C.P, (C)
Director, Medical Oncology
111e Or. H. Bliss Murphy Cancer Center
As!':isulIlt Professor, Faculty of Medicine
Memorial University of Newfoundland

KUdpr

1•. II. Bl,,,,, .11",1'1.,
(" .... ", ~ <"1I1r,'

""Ii~,r)".",
.. . ~1. \\ Ii 1\'/1

T..l "llJ,',"'f ,,~~,1

\; ~,. ·,1 1'1, j ,:; 3.Ull~·,

,u... ':.·....,,· n.~rf ...L"
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TO,

FROM,

DATE:

RE:

All Pathologists, Divisioll of Anntomical Pathology, St. John's
Hospitals, Eastern Healrh
Lan DirectDrs -Dr. D. Fontaine (HSC), Dr. G. Baker (Carbonear)
Dr. S. Anwar (0. B, Cross)) Dr. B. Gallagher (James Paton
Memorial). Dr. P. Neij (Western Memorial). DL E. Dankw3 (St.
Anthony)
Mr. Terry Gulliver
Mr. BalTY Dyer
Dr. Robert Williams

D~. Don Cook
Clinical Chief,Lab Medicine Program
51. John's Hospiblls Easle:rn Health
$1. Clare'!, Site

Juiy 28, 2005

H.cr-2-Neu

Re.cently, four trials showed both disease fr~c survival and overall survival bcnefit for aCUtlV3ntI-krceptin for breast cancel'. These were the HERA Trial, NSABP-3l Trial, NCCTG-9&3 J Trial.and BCIRG006 Trial. Because of the ov::rv.'helming evideoce in tenns of both disease free andoverall survivtll, it is a.nticipated lllat Herceplin in the adjuvalll s~tting, either concurrent withChemotherapy or after Chemotherapy, ma)' he approved in Newfoulldland ver)' shortly,Therefore all breast clincer patients with invasive diseas~ should be tested up frDllt for Hel'-1-neuhy immunohistochemistry. As usual, all cases scores as 2+ should be (hen sent for FISHconfirmation. We are currently referring FISH confinnmion to Dr. Vledad Hanna a1 Sunnybrookand WOIl1::n'~ College Health Sciences Centre 21 the UniverSIty of Toronto.

Twould appmci;ne it if you would begill to illc,orporate thi..c; test into your practice as soon aspossible.

As II reminder, when choosing blocks t(l send for both hormone receptor testing, and Her-2~l1eutc.';{,ing, plc<lse select a section that cantaills both Utmour l\nd Iwrmal or hen ign epithel iUlll. Thenormal :Itldlur benign epithelium acts as an internal control (01 immunohistochemic21 stl!ining.

IfYOll have .any questions, ple2:<::e call Dr. Beverley Cilrter at 777·5530.

'1·)lJ~J.I\\\Cd"_
Donald M. Cook, MD, FRCPC, FeAP
Clinical Chief. Laboratory Medicine Program
51. John' 5 f lospitll.!S, F.astem Health

st. Clare's Mercy Hospital
1."14 I..eMarc!Jilll! Road. Sl. Jolm's, NL, Canadit .~IC 5£8 Tel. (7f1Q) 777·5000 Fax (709) 777~5210

Wr:.hsilc: WWW.llccsj.nf.c<]
SITes: H\'u]lh Sdcrlce~ C~lltr..: (l"jt'lIt:lltl flo~pi[<lI'Jml<.'\'·Hi' Chikl!'~lt's H~:llth ~lId l~~h:lhi1iI:?IlOli ("~.1\ln:!'v,if)hl:ll\ llc::ll!h Cenll<.:1Tb- I M",,.,.tl A "''',11......-,·"" .... -:, ,"'l..r ..'c .Il,·'·r'. Il".,,,'~' • 1"1,- U..",h __ T..",.. I..""", 'l.."lrh r,.... ,,~.. 11.I,,'....r......: II ..........;, .• ,
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TO:

FROM:

DATE:

All Laboratory Direc1urs:
Dr. O. Fomaine, HSC
Dr. G. Baker, Carbone!:11'
Dr. S. Anwar, GB Cross ivtelTIol'inJ
Dr. M,u..lrice DaJron, Central NL Hospital
OJ. "Barry Gallagher, .Tmlle:; Paton Me:l1oriaJ Hospiull
Dr. Paul Nei L Western Memorinl Hcspilal
Dr. Dnnkwa. Ch[lfles S. Curtis,
Dr. R. Willlams, Eastern Health

Dr. Don Cook
Clinical Chicf
Laboratory Medicine Program
51. John's HospiUll, Eastern Health
SI. Clare's Site
SL Julm's. 1'-'1. Ale 5B8

September 6, 2005

f.sll'ogcn and Progestl:roul:' ReceptOl's (ER'S ,Ind PR'S)
-'--------

! wish 'La ad'\il~(.': you thm we arc doing u re.view of our esu'og,en and progeslerone
recepwrs. J expet:t to hnve l11()re infllrmruion Vo,!itbll1 the next few '~'eeks, and will keep
yuu updated. Pltase note tbe following pCJ'itl1s:

Further to my memo dHtt:d JUDt:' J3 J 2005, 1 am requesting thut you forward illl ER ,i
negative C3!:iC::S on primar)' breasl lesions, mdependent of PH.. stalUS. from M<:y.,. 1997. L
to March 31,1004. to Mr. Barry Dyer at the Generc.d Hm;pital S:u::.

• From January (.200 I. ER ncg~tive is defined a!o 10% or less.
lkcember. 2000, ER negative is defined as 30%:lr less.

From May. 1997. to

•

•

I would ask iliat you submit the pathology rep0I1, original ER a:ld PH slide-so
including any conlrols. as well as the H & E slide and paraffin block of the lumour.
We will for,"'ard these ER negative ca!:ies to Mount Sinai for rc~esLing.

All ER's and PR's pertorn"'lcd on the Venta.l1a S)':;Lcm from April 1,2004, to August
9,2005, will also be refened to Moullt Sinai for r::,~gting. You C<'lll ~lso forward
these cases to Mr. Burry Dyer,

St. CLan"s Mere.y HospHal

'154 LcMnn.:'n:tllt R(]:ad. St. Joltn':;, NL, C1l.o:ltb Ale 5BS Yd. (70t)} 777-:1000 Fax (709) 777~521ll f
Web£,ile: tI.......,w.h('r.~.nf.t"lI

SITI"$: H~;lltli S('j~l1ce~ (;'~Iltre Ki.::ncrnl H')~jlill:.l-hJl:lIV;t)' Chjldn:LI'~ Ile;llth ti,e! RC'ha~,jl ifllltOn (\:mr.::\\ om::!1'~ H~:.Ihh (""'I1':c·l
/), I e<1I1;oni '" Mill.. ,- ....,.."" .. ~ Sr ("·I~, ... '~ M .. r,'" 1-1,..••,,;".1 .. 1'\. u,,',,11... T~"'nl..... ,.,, \-1 ...~I'r- f" .." .... ~ \l;·.....f"~r·: 1.1 ...... : ... 1

CIHRT Exhibit P-1388      Page 5



12 Jul 2007 12:02PM HP LASER JET FAX
p.6

•

•

J would like 1n cmph!'!.size nt this p:.!.nicular pnint in time that you conc~ntrateon t!J~

199910 2004 yel.lfS, followed by the 1997 to 1998 ye.'\l'S. and lht::n the Ap!-i. L ~004.
tn Allgl1St 9_ 2005 ye:JJ'.

We ...vill return nil blocks and slides as soon as possi bJc.

Th.e Laboralar)' Medidtlc Program foJ' St. Joh.n's bospitals is currently undergoing [I

quality review pro:.:.ess. Consequently. pJea"e nOLe the following clmngcs:

•

•

TIIere is currently a hold on the reponing ofEslrog.:n Receptors and Progesterone
Receptors by all pathologists in the Division of A.nmomicn! Patholol;Y.

AU current requests for Esu'ogcn aile Progesterone Receplors are bt:ing. fOf"vardetlLO
M()UJ1{ Sinai hospilli! for immunobistochemical processillg, interpretation, and
reporting. You ITh1y elect lo direct!)' refer your Estrogen Clnd Progesterone Ret:eptors
to Mount Sinai or to a laboratory of your choice.

Tilt' status of the Ventana System will be dete.rmine when we revie ..." conelations of
the ER and PR re-sulls from Mount Sinai nnd Mon~.re<ll Gen~ral Labs. A!'1 a
precautionary measure. we are awaiting repons from medica! and teclUlical
consultnnts before we oper-doonaliz.e toe Ventau:1 System.

lfyou have any questions, plea"e feef free to cull me at (709) 777-54S2.

Sincerely yow:s,

_~"...Jl,,>, I\'<\.~
D''fl,ld M. Clook. MD, CRepC, FCAP

2
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8J MOUNT /
SINAI
HOSPITAl

/<:-"---_.,
Pathology &
Laboratory Medicine

.I. nruda.D M. M ..1I""
M.D, fRCPC
D~I:tOJ. ;\"d,-I>I"£)'

l.:l1>ofillJlf)'

Deputy OueClOr,

Pw...k'!Y&
LabofillOf)' Mediclm
~e r".TeslOl',
L>.bonlllf)' Me.J'L'"e I:.
r~ltloh.okJ.t>"; ...Tl1eJlho::tia
UnNuslty IIrTorom~

I: {416}586-'1SS1

b .... D••>@,.t><JnaLDI."..

September 26, 2005

Dr. K. D:mkwa
Charles S. Curtis ~lcmorialHospital
Labrador~GrenfeliRegional Integrated Health Authority
178-200 Wcst Street
Sl. Anthony, Newfoundland AOK 4S0

Re: ER~PR-HER2Jneu Assessment

Dear Dr. Dunkwa:

600 'Univl:rsity Avenue

TafOnlU, Onllnio, C:utarl:l M.5G I X:;

www.lnl.sitmi_onca

i ,

L0

AI the requ::s! of Dr. Donald Cook, Clinical Chief, Laboratory Medicine Program, St. Jolm's
Hospitals, Eastern Health, the Depanment of Pathology and Laborntory Medlcine at Mount
Sinai Hospit2.1 is providing temporary coverage for the performance and interpretation of ER
and llR receptors llnd HER2Ineu assessment.

To refer a cac;c, pleas.e send to my attention, a paraffin block, preferably including nonnal breast
tissue, with the accompanYlOg p2.thology report and a covering letter to include the paiictlt's
naJllC, Me? Number and Date of Birth. The ER/PR and immunohislochemical RER2/m:u
as,!;essment will be billed using the MCP number. FOT clLSes requiring FISH assessment of the
HER2/neu status, the hospital will be billed $400.00. Based on our experience, less tban 20%
of cases require FISH confinnaticJU.

To expedite the reporting ofresults, please provide the fax llumber fOI" your facility.

If'you bliVC lilly questions, please do not hcsitnte to contnct me.

ours sincere.1y,

1
Brendan Mullen, M.D.

c.c. Dc Donald Cook

CIHRT Exhibit P-1388      Page 7
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Dear Physician,

The laboratory al the Hoalth Sciences Centre would like to Intorm ~'Ou cf a situation which may
affed you and your patients.

EBstern Health has begun relesting a s9le:::1 group or breest cancer patients -those whose
results indicated thatlhoy were negative for Estrogen and Progesterone receplors (ER and PR).
The immunohistochemIstry laboratory at the Health Sciences Centre does ER and PR testmg for
the province.

A fSV'J months ago, based on nffN information, a patient who was previously negative fOf" ER and
PR receptors tested posilive using new lechnoJogj introduced to Ihe Laboratory in 2004, and we
discovel'ed some inconsistent results from Ihe old melhoct:Jlogy.

This has prompted Eastern Health to re-lest all negative ER and PR receptors results since 1997
10 onsure that all patients have every ueatment opportunity that may be available to Ihem. There
is some evidence that taking Tamoxiren up to ten yeors post cancer may be benefitiello patients.

We are usIng previously collecl&d tissue samples. so patients are not requ"ed 10 come La hospital
or have 1I ny additional lesling.

Only a small percenlAgE! of bleast cancer patients may be affected by this retesting.
Approximately 75% of all breast cancer paUents already tested posllJve for ER and PR receptors.
From the resulls thai we have retested thus far, we are anticipating that lass than 10% of all
breast cancer patients wUl convert from a negalive to a positive and meyexperlence a change or
addition to their cancCl'" therapy. Patients wilh positive ER and PR r(l8ult.s or those who previously
received hormone lherapyfcr their CC1nc:er am not Impacted.

You may be contacted by your patients lor answers or information about this situation. Although
only El slllall number 01 peopla are dlreclly alfecled by this 6iluatlon, many more may have
concerns or questionEl and may direct them to you - their trusted physician.

Feet free to letl your pallents that Iha laboratory Is continuing to test results and patianls are being
contacted It there is a change to their resull or a potanlinl change to their trealment.

Plitlenis with general questions about this issue may call the Patient Relations Officer at Eastern
Health at 777·6500. She wUI altempl to answer queslior1s or link patients to Ihe appropriate
medical resource.

Sincerely,

Or. Robelt Williams
VICe-President. Medical services
Eastam Health
October 4, 2005

CIHRT Exhibit P-1388      Page 8
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From:
Sent
To:
Subject:

Alison Dower
Friday, October 07,20053:52 PM
Addictions
Estrogen ReceptorsJProgeslerone Receptors

Labrador-Grenfell Regional Integrated Health Authorl y

Internal Memorandum

To:

From:

Date:

Re:

Dear Staff,

All Staff

Dr. Michael Jong, VP Medical Affairs

07/0cV2005

Estrogen Receptors/Progesterone Receptors

Many of you may have heard in the media about the issue with breast cancer patients andthe testing for Estrogen Receptors/Progesterone Receptors at Eastern Health.

labrador-Grenfell Health is currently working with Eastern Health to re-submit previouslycollected tissues samples from breast cancer patients for re-testing, from the period of 1997to 2004. The re-testing will not change an individual's diagnosis, but may be one of thefactors considered in determining tile type of treatment a patient will receive.

Please find attached a handout that has been prepared for physicians, public health nurses,the Provincial Breasting Screening program. nursing administrators, and other groups toprovide to their clients who may have concerns about this issue.

This information will also be posted on our organization's website.

Sincerely,

Dr. Michael Jong, VP Medical Affairs

ER PRCUENr
ANOOlJT.doc (29 K.
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Labradol·-GrenfeU Regional lnteguted Health Authority

CLIENT RAKDOUT

~ Wb., is ERlPR?

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

When your ER and PR are positive, hormone therapy is one treatment option open toyou. ER and PR are just one of the many things oncologists look at to determine the typeof cancer tream1eut a patient will receive.

~ \Vl:tat is happening now? 'Vhy are some test results difIcrent'?

All breast cancer samples gathered in the Labrador-Grenfell Region are scnt to EasternHealth for testing. Right now, Eastern Health has begun retesting a select group of breastcancer patients from across the province - t.'"tose whose re.sults indicated that they werenegative for ER and PRo In 2004, the lab at the Health Sciences Cenler that aoes all of!.he provincial ER and PR testing introduced a new piece of technology and discoveredsome inconsistent results frOI11 the old system.

This has prompted Eastern Health to need to re~test all ofthe negative ER and PRreceptor results since 1997 to ensure that all patients have every LreaUl1ent opportunityth2t may be available to them.

Labrador·Grenfell Health will be submitting previously collected tissue samples toEastern Health for this re~testing. Patients will not be required to come to hospital orhave any additional testing.

Please note, only a small percentage of breast cancer patients may be affected by thisretesting.

}> As a breast cancer patient, I haven't been contacted. Wbat sbould I do?

1b.e laboratory LS continuing to test rc=sults and patients are being contacted if there is achange to their test result and their treatment may be affected. If you have or had breastcancer and are concerned about your previous test results and treatment, you may wish tocontact your oncologist, surgeon or family doctor.

p. 10
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Eastern
Health
April 5. 2006

Directors of Pathology

p _ 1 1

Dr. H. Bhss Murphy C::Jn~1UCl<:1\re
300 Proncp. Philip OrNe

$1- John·s. Nl
Canada AlB J/S

T" 709-717-60'J~
F: 709-753-Q921

www.ellsl.!lnlHlalllu:a

o Easlem Health - Dr. N. Denic, St. Clan~'s HospitaUFax #: 777-5178
o Corner Brook - Dr. P. Neil. Western Memorial Regional Hospital/FAX #: 634.9162
l] St. Amhony ~ Dr. E. Dankwa, Charles S. Curtis Memorial Hospilal/FAX #: 454-0393
t:J Grand Falls - Dr. M. Dalton, Central Memorial Regional Health CentrefFAX #: 292-2287o Gander - Or. F. Gallagher, James Palon Memorial HospitallFAX it: 25G·5675o Ciarenville - Dr. S. Khan, Dr. G. B. Cross Memonal HospitalfFAX #: 466.3499o Carbonear - Dr. Gary Baker, Director of Pathology/FAX #: 945-5195

Dear Pathology Department Director:

This is a leller to request that all ERJPR and Her 2--neu reports from Mount Sinai Hospital in Toronto be faxed10 the Cancer Clinic.

We realize that you are not necessarily aware jf a patient has been referred [0 the Cancer CJinic or not.Reports sent en p3tients that are NOT referred win be dest'oyed by our New Patient Referral booking clerks.We will flO! be sending back reports to you.

Having the faxed original Mount Sinai ERJPR and Her 2-neu reports ensures that there IS no discrepancybellt,een the Newfoundland pathologists report and the original Mount Sina, repo··t. Sometimes there may betypos or derical errors in these reports that are inconsistent with the original Mount Sinai report. We havediscovered thre.e~~~lfbE.;ge, in the Her 2-neu reports.

We have informed our New Patient booking derks that an such reports will be faxed to them. They will shredany reports that are not Cancer Clinic patients and will distribule the other reports 10 the appropriateoncologist v.'hen they arrive.

The lax number for New Patient Referral Department. to the attention of Sandi or Michelle, is (709) 777-8215.

Thank you for your attention in this maHer.

YOUIS Sincerely.

Kara Laing, M.D.. F.R.C.P. (C)
Clinical Chief, Cancer Care Program
Dr. H. Bliss Murphy Cancer Center
Assistant Professor, Faculty of Medicine
Memorial Universily cf Ne'l.1oundland

Cc

'I'

Dr. D. Fontaine
Agnes Buller
Sandi Barnes
Michelle Goose

900Z:·~ (l-PO W"d 91>:co:rc :I~U:)N
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MEMO

p. 12

TO:

FROM:

DATE:

RE:

Dr. P. Neil, Pa1hology, Western Memorial Hospital
Dr. M. Dalton, Pathology, Central Ney"rfowldland Hospital
Dr. S. Somers, Pathology, James Patou Memorial Hospital
Dr. S. Musl'asa Kl1311, PatJlOlogy, G.B. Cross Memorial Hospital
Dr. G. Baker, PaUlOlogy, Carbonear Hospital
Dr. E. Dankwa, Pathology, Curtis Memorial Hospital
Dr. D. Fontaine, Pathology, G~neraJ HospitaJ Site, East~mHealth
Dr. B. \Yilliams, Medical Services, Eastern Health

Dr. DOD Cook
Clinical Chief, Laboratory Medicine Program
St. John's Hospitals, Eastern Health

~.!¥.~ 1, 2006

ERI.PR Reports from l\1ount Sinai

We have received most of the results from Mouni Sinai regarding the ERiPR review
process. The results from MOUllt Sinai were issued on Exel Spreadsheets. I will be
issuing individual reports on patients and submitting these 10 you at your .respective sites.
When you receive these repoT1s, please ensw·e thaI they are incorporated into yow:
hospital infoJmation or laboratOry information systems. 1 expect that you will be
receiving the first of these reports within the n~~'t !y"...£.weeks.

[fyou fu1.Ve any questions, please feel free to call me at 709-777-5482.

Sincerely yours,

Donald M. Cook, MD, FRCPC, FCAP
ClinjcaJ Chief, 'Laboratory Medicine. Program
St. John's Hospitals, Eastern Health
Phone 709-777-54&2
FAX 709-777-517&

at f'; ... 1- i ...., ~ ........ ~ 1, •• F r -' ~ t. ~ .• r , t... - ~ ~ - I ~
1~ __ I .. f_ •.
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From: Alison Dcw.!er

Sent: Tuesday. May 22, 2007 3:50 PM
To: 'fghealth@lgheaJth.ca'

Subject: Gov~mmentto Undertake JU~icial Commission of Inquiry on Estrogen and Progesterone ReceptorTesting for Breast Cancer Patients

Health and Community Services
May 22, 2007

Government to Undertclke Judicial Commission of Inquiry on Estrogen and Progesterone ReceptorTesting for Breast Cancer Patients

In order to main lain confidence in the provincial eSlrogen and progesterone receptor (ERfPR) breast cancertesting system at Eastern Health, the Honourable Ross Wiseman, Minister of Health and Community Services,today announced that the Provincial Government will undertake a Judidal Commission of Inquiry on estrogen andprogesterone receptor testing for breast cancer patients.

On Fri!1ay. Eastern Health CEO George Tilley apologized for the confusion that has ensued over this issue andstated that 'at no time did Eastern Health withhold any personal information from any of the patients rmpacted byour deCision to retest for ER/PR' and that 'Eastern Health has acted and will continue to act in the best interest ofour patients.'

~Govemment recognizes it IS of the utmost importance for those directly involved and the general public tounderstand whal happened to ensure that this sItuation does not reoccur, ~ said Minister Wiseman. 'Through anindependent review, we will endeavor to get those answers It is critical that patients and their families areassured that government takes this matter very seriously and thaI any quesllons they have are addressed in anopen and transparent manner.~

A judicial Commission of Inquiry will be established by the ProVincial Cabinet under Section 3 of the PubficInquiries Act. 2006. Cabinet will appoint a commissioner. sal the terms of reference for the inquiry and authorizean appropriate bUdget. Once the commissioner's report is completed, It will be submitte<1 to the Minister of Healthand Community Services and will be released pUblicly.

The revIew will address six k.ey questions:

1. What went wrong with the ERJPR tests that resulled in a high r2te of conversions when re-tested?

2. \/I,lhy was the problem with the tests not detected until 20057 Could it have been detected at an earlier date?Were the testing protocols during that period reasonable and appropriate?

3 Once detected, did the responsible authorities respond in an appropriate a~d timely manner to those categoriesof people who needed re·tests and those who were being tested for the first time?

4. Once detected, did the responsible authorities communicate in an appropllate and timely manner With thegeneral public about the issues and circumslances surrounding the change in test results and the new testingprocedures?

5. Are the testing systems and processes currently in place reflective of "best practice"?

6. Does Eastern Health currently employ an effective quality assurance system to provide maximum probabilitythat the testing problems will not reoccur?

5/24/2007
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!he .Com~issi~nerwill provide re~o.mmen~alionsas necessary and appropriate to address the questions. for lhe
InqUi~ as Identified above. The minister Will announce further details regarding the Commission of Inquiry
Including the appointment of a commissioner. '

Minis~er Wiseman added, "I look forward to receiving the commissioner's report whIch will answer the many
questtons that have arisen with resoecllo this issue'

• 3D-

Media contact
Tansy Mundon
Direcior of Communications
Department of Health and Community Services
709-729-1377,665-1741
lansymund9n@.9~..D.l.ca

Backgrounder - ERJPR Testing for Breast Cancer Patients

•

•

•

•

•

•

This issue is not about breast cancer screening. At no time has there been a question of accuracy of
mammograms or biopsy results to diagnose breast cancer.

Estrogen and progesterone testing (ER/PR) takes place after a breastcanc:er diagnosis to determine
whether cancer cells have estrogen or progesterone receptors. Breast cancers that are either ER-positive
or PR-posHive (or batn) may respond to hormone therapy, such as the drug Tamaxifen. Hannonal
therapy, chemotherapy and radiation are considered to be adjuvam therapies. The aim of adjuvant
therapy is to decrease breast recurrence rates and improve overall survival rates. Adjuvant therapies are
generafly additional treatments given after potentially curative surgery.

Eastern Heallh first became aware of a problem with ER/PR test results in May 2005 and immediately
conducted an internal review. In July 2005 it made a decision to retest all negative ERJPR tests done
betv.'een May 1997 and August 2005 to ensure that If there was one patient who could benefit as a result
of a change in their lest result and subsequent treatment change that it was Important that this be done.
Eastern Health also suspended their own testing at that lime.

The pl'ocess 10 retest and conduct external and internal reviews in the lab took about one year to
complete. Once test results came back, the results were assessed to determine if a recommended
treatment change was necessary. The assessments were conducted by a panel of experts in cancer
care, inclUding oncologists, pathologists and surgeons. The first lest results were received by Eastern
Health in October 2005. All test results were received by February 2006.

There were a total of 939 patIents with ER negative reports. Of the 763 patients reviewed, 317 patients
had a chauge in result. Of that number, 117 of the patients had a resulting change in treatment. A further
176 patients, of the lota1939, originally reported as negalive are deceased.

Eastern Health contacted each patient who was affected by 1l1e ER/PR lest review or their famity
phYSician to make sure the~' received all the information and support they required. They were told eIther

on!!! of three things:

o

o

o

That theIr tissue had been retested and there was no change in the original results,

That their tissue had been relested and that Eastern Health was recommending a change in their

treatment; or

That 21though there was a change from their original test result, no change ;n treatment was

recommended.

512412007
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• There was full disclosure to patients and (heir families once (est results became available Unfortunately.test results came back at different times and there was a delay in the retesting process which led to somepatients feeling they were not informed in a timely fashion. Ultimately, Eastem Health's primary concernwas notifying all affected individuals.

• Eastern Health held a media briefing in December 2006. At the time the focus was on the 117 patientswho had a change in test result and a change in treatment plan and this was communicated to the mediaUnfortunalely, the media were not provided with the number of lest results that had changed (317)

• Eastern Health has committed to retest results for the 176 patients who are deceased and to ens.ure thatall patients' families are contacted for follow up.

• Eastern Health apologized on Friday for the confusion created by not disclosing all of the information 10the media in December. Although the media were not informed. the 317 patients who were directlyimpacted were informed of their individual circumstances.

• Eastern Health has implemented a number of measures to provide a high standard of ERIPR testing fornew breast cancer patients. These measures Include a quality management program, seeking nationalaccreditation for the laboratory and ensuring all technologists and pathologists receive special training. Inaddition, as a measure of quality control, a random sample of tests are sent to Mount Sinai to ensure theaccuracy of Eastern Health test results. Eastern Health resumed ERIPR testing in Sl John's on February1,2007.

20070522

5124/2007

1:30 p.m.

CIHRT Exhibit P-1388      Page 15




