
i
i

I
! '
I
I

ECF Case

Declaration of
Melanie K. Bone M.D.,

FACOG

No. 09 Civ. 4515 (R WS)

Defendants.

PlaInti ffs ~

\ UNITED STATES DISTRICT COURT
i FOR THE SOUTHERN DISTRICT OF NE'W YORK

, .! ,.

-----------------1----------------------------------------------
I

ASSOCIATIO~ ,FOR MOLECULAR PATHOLOGY;
AMERICANCpLLEGE OF MEDICAL GENETICS;
AMERICAN' S0CIETY FOR CLINICAL
PATHOLOGY~iCOLLEGEOFAMERICAN
PATHOLOGI~TS;HAIG KAZAZIAN, MD; ARUPA
GANGUL Y, Php; WENDY CHUNG, MD, PhD;
HARRY OSTRER, MD; DAVID LEDBETTER, PhD;

I

STEPHEN WARREN, PhD; ELLEN MATLOFF, M.S.;
ELSA REICH, M,iS.; BREAST CANCER ACTION;

" ,I,

BOSTON WOMEN'S HEALTH BOOK COLLECTIVE;
LISBETH CElUiANI; RUNI LIMARY; GENAE

I,

GIRARD; PAT~ICE FORTUNE; VICKY
THOMASON;,I~ATHLEENRAKER,

\

I
:
i-against
ii ,',

UNITED STATES PATENT AND TRADEMARK
OFFICE; MYRIA.D GENETICS~ LORRIS BETZ,
ROGER BOYE~,; JACK BRITTAIN) ARNOLD B.
COMBE, RAYIViOND GESTELAND, JAMES U.
JENSEN, JOHNiKENDALL l\·10RRIS, THOl\AAS
PARKS, DAVID; W. PERSHING, and MICHAEL K.
YOUNG, intheirqfficial capacity as Directors of the
University of Ut!ah Research Foundation,

i
i

\
I

-~_·_--------_·--~-t··--*~--·------------------------- _.--------

!
i
l

I, Melanie K. Bope. declare:
\

I
J

i
A. Background i

i :
1. I received my undergraduate degree in Russian Language and English Literature from

, j i

Georgetown Univershy, graduating Magna Cum Laude in 1981. •I was elected to Phi Beta
i

Kappa ;:rt tha~ time and continued with honors in medical schoOl at Albany Medical College
!

where 1 was ~lected to Alpha Omega Alpha. I did my.residency training in Obstetrics and
I
I
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!
Gynecolog~ at George Washington University Medical Center ~vhere I served a$ Chief

Resident i.n\1,989. I spent one year teaching George Washington residents before moving to
I

Florida toe~~ter ptivate practice.
j'
i

2. I presently k in private practice in Palm Beach Counly, Florida, providing gynecologic care
I
I·

and breastcjlncer risk assessment.
I,
I,

3. I am involv~4 in many community-wide organizations. Since Oytober 2006, I have been

vvriting a w~eklY column tor the Palm Beach Post called Sllrvivfug Life. The column deals
: I r

I, i

'with issues ~bout cancer and survivorship. I also served as President of both the Palm Beach

I
County Ob/<lJyn Society and the Hope Project, a mobile mammogram unit providing fTee and

• I
low-cost m~mnograms to undersel'ved and lminsured women in Palm Beach County. I have

I:
received sev~.i:allocal awards including March ofDimes W'omarl of the Year in 1999, Palm

I '

BeachMediJ~l Society Women's Advocacy Award 2000, Amer~can Jewish Committee
I' ,
i, I ,

Woman.ofVialor~ and American Committee for the Weitzmann Institute of Science Woman
I

'.' ! '
of Vision 2003.

I
4. At the state l~ve1) I served on the Executive Committee of the Florida Ob/Gyn Society and

, i
I '

was also on the Board of Directors of the Florida Breast Cancer Coalition.! '
i
i

5. Nationally, I:am an emeritus member of the Board of Directors ofBreastCancer.Org, a
I
i

worldwide otganh,:ation devoted to developing and sustaining a website with infonnation and
i
i

support ab()ut breast cancer. In addition, I am a national speaker for Myriad Genetic
! .

Laboratories,l Inc. ("Myriad"), and donate many hours teaching doctors, nurses, and the
". I .,

I
public at la:r:gbabout hereditary cancer syndromes. I do not accept any honoraria from

I '

Myriad, but r~ther have them donated to a not·for proilt cancer foundation.

!
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B. Personal Eiperience
I·
I'

6. In January ~OOO I felt a lump in my left annpit. After a negative mammogram and sonogram,
1 ~ .
I .
i', "

I finally unqerwent a biopsy in August 2000 and was diagnosed with stage III breast cancer.
i

My treatmeth.t consisted of bilateral mastectomies, six months of intensive chemotherapy, six
I

weeks of extenlal beam radiation, and then Tamoxifen and Arimidex for a total of five more
I

years. DUri~g the first two years after diagnosis I was seen by an oncologist almost every
I

month. I \V~ never offered BRCA testing, even though 1 qualified both based on my age at,
I
I

diagnosis (b?rely 40) and my Ashkenazi heritage. In 2002 I asked to be tested. The
i

oncologistt~lt there was no need because of the fact that nobody in my fa;mily had breast or
i

I I :
ovarian caIlc'er with exception of my father's first cousin. I was insistent because I felt my

.. ! i •

. I' ,
oncologist's lbeliefthat I developed canCer because I had given birth to four children in less

i
I . .

than fOUI ye"-rs seemed implausible. I felt both vindicated and anxious when I tested positive
: I' :

for amutatioh in my BRCA 2 gene.. . I

I
7. The resultsp:rovided to me, based on my BRACAnalysis® rest, were very empowering. My. !.

test results w~~e timely and accurate, and allowed me to select a medical management plan

!
appropriatefpr me. Immediately I scheduled removal of my ovaries and tubes to prevent

i
i

ovarian cancbr and fallopian tube cancer, known to be much more common in BRCA
I

positive patidnts. Had I not had testing for this mutation, I would never have known to
I

I

undertake thlklifE.saving procedure. I cannot emphasize enough all the positive changes that
i
I

have occurte~ to me because I am aware of my BRCA status. I have told all my first degree
i
I

relatives and iadvised them that they have a SOw50 chance of having this same mutation.
i

Oddly el1oug~, I discovered that a first cousin has both the BRCA 1 and the BRCA 2
i

mutation and;my 8ister-in-Iaw also tested positive for a different BRCA 2 mutation. It turns
,

out that my f~ther and my father-in-law were both mutation carriers but never expressed the

3
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gene. Unf~itunatelY, three of four women in my generation had cancer before age 43. Now I
i

worry abo~tmy four children and their children. We must test all of them to know who is
I

going to b9 at risk for cancer or passing on this genetio mutation. I acknowledge and thank
I

MyrIad for!their exceptional efforts to help in the important campaign to raise the awareness
I

4

ofthe ris1<:slfor hereditary breast and ovarian cancer.
I:
I, "

8. I have never Jelt the need to obtain a second BRACAnalysis® test. I trust Myriad's results.
. I'. "

They have 9hecks and balances in place to be certain that a mutation identified during testing
!

is confirmefby more than one person. In my professional experience I have never had a
I •

pati~nt ask for another opinion or doubt the authenticity ofthe results.

C. PrOfessionai. txperience
i

I
I,

cancer.

9. I have been iscreening patients for hereditary cancers since 2006~ For patients with a personal
, I

or family hi$tory of cancer, or which had other '~red flags" indicative of a hereditary

I
syndrome, Ilroutinely screen these patients for their risks for hereditary breast and ovarian,. I'

"I, ,
cancer. p~ of this screen or review, ,~;here appropriate, includes a discussion sUlTounding

!
. the possibility of genetic testing, and medical management options. I take a cal'eful family

I
j:

history on e~ery patient and be sure to include second and third degree relatives on the
I
I

paternal side~ This diligence pays off when looking tor BRCA gene mutations. If r
i
I

encounter a ~ositive test, I can advise the patient about careful surveillance,

I
chemoprevention, and prophylactic surgery to decrease their rislc, of breast cancer. I use oral

I
I
I

contraceptiv~s and careful family planning in the young BRCA positive patients, and offer
i

surgery to th?se finished with reproduction to reduce their risk ofovarian and fallopian tube
I .
I
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10. I firmly be{ieve that hereditary cancer risk assessment is criticdl to the medical management
i

of my pati~nts; and again, where appropriate, genetic testing is 'equally important to

determine i\fthere are any mutations in an individual's genes which would increase their
I, .
i'

inherited ri~k for cancer. Accordingly, as part of my medical practice, I have ordered, and
. i; \

will contimie to order, the BRACAnalysis® test provided by Myriad which tests for
I '.\ .

mutations i~ the BRCAI and BReA2 genes. In my experience:test results have been
i

accurate and returned in a timely fashion which is important, particularly where surgical
!

. i

options are being pursued.
I
I i

11. Because offue efforts of Myriad, my ability to provide critical rhedical care and advice to
. I' .
I . .

patients vv'hqare at risk for hereditary cancer has been greatly enhanced.
I

I
12. When I w",s Itested, I do not believe that I paid anything at all tOi; the BRACAnaysis. My

!

health insurdrice covered the cost without qnestion. Most ofmy patients have had excellent
, .1, . ,
. I' !

coverage f01] the cost and those that have optednot to go throug~ with testing have been

I
those Whoh~ve nor met their deductible. Since finding out I was positive, my insurance

i
company ha~ not denied nor changed my coverage and all testing to date related to my

I .
BRCA posit~vity has been fully covered.

I

Pursuant to 28 'U. S. C. §1746, I declare, under

penalty of perjury, that the foregoing is true

and correct.

Melanie K. Bone M.D.~ FACOG

Exec'Uted on DecJmber I A, 2009
i -
\
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