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LORRIS BETZ, ROGER BOYER, JACK
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1. My name is Ellen T. Matloff. I am the Director of the Cancer Genetic Counseling

Shared Resource at the Yale Cancer Center in New Haven, Connecticut. I am

also a Research Scientist in the Department of Genetics at the Yale University

School of Medicine.
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5.Iaminr e g u l a r contactwithgeneticistsandlabemployees.Wehaveregularly

d i s c u s s e d thefactthatIcanonlyuseMyriadforfullBRCAIandBRCA2testing

andtheharmthatthissituationhascreated.Despitethefactthatmanyo f these

g e n e t i c i s t s andtheirlabscouldperformthissametesting,theyhavenotoffered

suchtestingbecauseitiswidelyknowninthefieldthatdoingsowould,

a c c o r d i n g toMyriad,violateitspatents6.1amawareofmultipleinstancesinwhichMyriadGeneticsuseditspatentstostopgenetict e s t i n g byothersoftheBRCAgenes.7.First,s o m e t i m e inoraroundD e c e m b e r 2000,Ilearnedthatthed i r e c t o r o f the

YaleDNAD i a g n o s t i c s LabreceivedaletterfromM y r i a d Geneticsdirectingthe

labtoceaseBRCAIandBRCA2genetictestingthatwasbeingc o n d u c t e d inthe

l a b o r a t o r y b e c a u s e thattestingallegedlyinfringedM y r i a d ' s patents.Priorto

receipto f t h e letter,theYaleDNADiagnosticsLabhadofferedB R C A I and

B R C A 2 geneticanalysistomeandmypatientsatamuchlowercostof$1600.

Afterreceipto f theletter,thelabceasedtooffersuchg e n e t i c analysis.8.Inaseparateinstanceinabout2005,1t e l e p h o n e d M y r i a d toinquirew h e t h e r it

wasp e r m i s s i b l e fortheYaleDNADiagnosticsLabtop e r f o r m anadditional

genetics c r e e n i n g o f theBRCAgenesthatlookedforlarger e a r r a n g e m e n t s .

Severals c i e n t i f i c studieshadd e m o n s t r a t e d thatM y r i a d ' s fulls e q u e n c i n g test

missedlarger e a r r a n g e m e n t s thatarealsoc o r r e l a t e d withc a n c e r risk.TheMyriad

Geneticsr e p r e s e n t a t i v e withwhom1spoketoldmethathew o u l d researchmy3
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question and return my calL Approximately a week later, another Myriad

representative called me and said that large rearrangement testing could not be

done at the DNA Diagnostics Lab because it would infringe Myriad's BRCA

patents. It took Myriad approximately a year to begin offering large

rearrangement testing which they called "BRCA Analysis Rearrangement

Testing," or BART, even though the DNA Diagnostics Lab could have performed

such additional analysis immediately. This period caused me grave concern for

my patients, because large rearrangement testing is capable of identifying cancer

related mutations that the basic BRCA 1 and BRCA2 testing offered by Myriad

does not identify.

9. It is my belief that Myriad's continuous and systematic assertion of its BRCA

patents has resulted in the elimination of other genetic testing options available to

me and my patients that could be cheaper, better and more appropriate. Through

the BRCA patents, Myriad has exclusive access to extensive data about the
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10. If I learned that the BRCA patents owned by Myriad were invalidated, I would

immediately begin to do several things that I have the capability and desire to do

today, but am unable to do because of the BRCA patents.

11. First, 1 would send genetic samples from women who are appropriate candidates

for BRCA gene analysis to laboratories other than Myriad Genetics, which would

then be free to test for BRCA mutations without legal repercussion. This is not
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13. Third, also due to the reduced cost of BRCA gene testing, I would expand the

population of women whom I counsel and for whom I arrange genetic testing.

Specifically, I would arrange for BRCA 1 and BRCA2 testing for all women with

certain types of cancer including triple negative breast cancer, medullary breast

cancer, and epithelial invasive ovarian cancer, because women with these types of

cancers are overrepresented in the population of women having BRCA1 and
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BRCA-related genetic testing by Myriad that has resulted from its assertion of its

gene patents.

I declare, pursuant
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