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Legal Challenges

Negligence

x DUty te inferm; el availability, of tests
s DUty te inform; ef results of tests

x Mis@iagnesis

IRfiermed consent




Foundation fer LL.egall ©bstacles

Eeundation for torts of negligence
a DUty

s Breach

s Haimm (Damages)

s Causation

FOCUS on DUty
Relatienship

=ormal law: (e.g., statute)
=orseeable harm




Puty and Medical Previders

Negligence
a Eallure ter inferm: of availanility o tests

s Fallure: to imform oif results off tests
Patient
Potentially affected family members

x MIS@Iiagnosis




The Case of Genetic Testing

Duty and Genetic Testing

s Duty te inform of availakle testing
Relationship

Foreseeable harm

= “The risk reasonably ter e perceived defines the duty te e oheyed,
and the riskiimperts relation; It IS a risk te anether or te) others Within a
range off apprehension.”

Palsgrarv. Long Island 7.Co., 248 N.Y. 339, 162 N.E. 99; 100
(1928)

s Duty te mferm of results
Relatienship
Fereseeable harm
Patient

Eamily: members
s llension with' privacy: rights
= How satisfied?




Wirengfiul Birth

Wo relevant classificationss

x BUL fer the negligence, the parents; might
naveraberted

s BUt for the negligence, the parents might not
lave cencelved or might have taken
precautionany measures

Genomics drving third: classification:

= BUL for the negligence, the parents might
nave choesen alternative treatment




Duty: The Eorseeable Harm

e harm, li-any, IS Ret the birth itseli but the
effiect ofi the' defiendant:s negligence: on the
[parents] resulting froem: the: deniall of the
parents of their rght, as the case may be, to
decide whether te bear a child er Whether te

pear a chilladiwitiara genetic or ether defiect.”

Reed V. campagnolo, 332Md. 226, 237, 630 A.2d 1145,
1150 (App. 1998)(queting Vecaro: vi: Milunsky, 406: Mass 777,
551 N.E.2d 8, 10 n.3 (1990))




Post-conception: Diagnesis

Becker Vi Schiwartz, 46:N.Y.2d 401, 386 N.E.2d
895 (1978)

37 year oldmether (parents) net Infermed ofi
advanced rsks due e age

a Parents were net advised of testing (amniecentisis)
Child hoem withrDewn Syndreme

Companion; case Where parents; ofi child who diedl of
kidney: condition shortly: after birthrmguired asi te
Whether cenditien Was genetic.

Doctor informeadl chance of conceiving second child
With: same: condition was “practically nil.”

Second! child bera with same condition and alse died




Post-conception Diagnosis

DUty continued...

a [[he nature of the tort of wWrengful birthrhas nething
10 do Withiwhether a defendant caused the Injury. er
ammi te’ the child, Bbut, rather, Withiwhether the
defendant's negligence was the preximate: calse of
e parents; Belng deprived of the eption of avelding a
CONCEPLIoN OF, 1N the case ofi pregnancy, making an
Infermed and meaningftul decisien erther to terminate
the pregnancy: or te give hirthl te a potentially:
defective child.”

Keel'v. Banacthi, 624 So.2d 1022 (Ala. 1993)




Pre-conception Diagnosis

TWO ISSuUes:

x ldentifiying andiinfeorming efr need for pre-
CONcEpLien testing

s Acclurate pre-conception testing

Developments in genetic testing willkdrive
Poth ISSUEs




Pre-conception Diagnosis

LiniRgerVv: Eisenpaum, 164-P.2d 1202 (Cole:. 1986)

Parents oi child hemsafflicted with blindness inguired
as te Whether cendition Wwas genetic in nature.

Physicians informed that cenaition Was net genetic —
MISAIagnoesIsS;

Condition was genetic.

Parents chose to Conceve second child; Whe alsorwas
porn afflicted wWith blindness.

Colorado Supreme: Court heldfcause: ofi action; fio)
negligence

Misdiagnosis and fialtre to inferm




Pre-conception Diagnosis

Violey V. erer, 670 NW.2d 711 (Minn. 2004)

Moether with mentally handicapped sibling gives birta terchild
With developmental delay.

Metherinfierms physician efi family histery and: specifically asks
ol genetic tests en daughter ter determine [ daughter inheried
genetic conadition/annermality.

Physician suspects Eragiie X syndeme, bui fails terensure: follow-
Up’ testing.
Testing perfermed, but net for Fragile X.

Negative test results reported torfather (ex-huskhand), buit not
directly termother andino mention of faillure te test for Eragile X

Mother remarried and conceived.

Secondl child also hadl Eragile X; first child definitively diagnesed
withi Eragiler X.




Pre-conception Diagnosis

/010y .CORtIRUED:..

m “Our decision teday: Is Informed by the practical reality of the
fieldl of genetic testing and counseling; genetic testing| anad
diagnosis net enly: affect the patient. Both the patient andl the
family’ can benelit from accurate testing and diagnosis. And,
conversely, boeth the patient and her family’ can be harmmed by
negligent testing| and diagnesis:.. Tihe standard of care thus
acknewledges that families rely: on; physicians te communicate a
diagnosis of the genetic diserder to the patient’s family. It Is
foreseeable that a negligent diagnesis ofi Eragile X will cause
armnot only to the: patient; BUL to the family, ofi the' patient as
well. TIsiIs particularly: true regarding parents wWhe have
consulted the physicians concerming the patients condition anad
have been advised! ofi the need for genetic testing.”

Molloy, 679 N.W.2d at 719.




Other Health Related Genetic Tests

Duty: Eereseeanle harm

Case Examples:

u Pate . Tnrelkel, 661 So.2d 278 (Ela. 1995)

Viother of adult femaler diagnosed withimedullany thyroidi cancinoma,
a genetically transferable conadition

Three years later, daughter alse diagnosed.

Davghter sued mother's physician for failure to warni or inform: of
genetic nature

Daughter claimed: she woeuld have acted to test for conditien and
seek treatment:

J\Wihen the prevailing standard of care creates, a duty that Is
obwously intended for the benefit ofi certain identified third parties
and the physician knews of the existence: of these third parties,
then the physiciants duty runs to these: third parties.”

m Pare, 661 So.2d at 282.
Duty discharged! by telling| patient, not third parties.




Other Health Related Genetic Tests

Case Examples continued..

m Safer V. Estate offPack; 677 A.2d 1188, 291 N.J.Super. 619
(1996).

Father diagnesed and treated for cancer by defiendani (decedent)
doctor in 1950's and 1960's.

Daughter sulbsequently developed same: condition at young| age
(36).

“A\e see not Impediment, legal or otherwise, te recegnizing a
physician’s duty: te warn these knewn te e at rsk of avoeidakle
harm frem a genetically: transmittanlerdisease. In ternms of
foreseeabllity’ especially, there 1s ne essential difference between
the type off genetic threat at I1ssue here or the menace. off Infection,
contagion or a threat of physical harm... The individuall er group: at
risk 1S easily’ identified, and substantial future harm may be averted
or minimized by a timely' and effective warning.”

Failure toe warn




|ssues for Discussion

HoeW, to: balance the: interplay: hetween: a duty torinform
Or Warn andi the' rnght off prvacy. relating te: meadical
Infermatien?

How: to) address public discussion; of: moeral interplay with
gt of family’ planning as it currently: stands with
meadicall previders ehjection te eutcome?

m “Soclety has an interest In Insurngl that genetic testing| Is
properly performed and interpreted... The recognition| ofi &
cause off action fier negligence In; the perfermance ofi genetic
testing would encourage the accurate perfermance ofi such
testing By penalizing physicianswho fail te clasenve: custemary
standards efi medical practice.”

Gliainer v: THomas Jererson Uny: Hosp., 451 E.Supp. 692, 696
(E.D. Pa. 1978).

s [s this subject to legislative input?
Conscience clause legislation




|ssues for Discussion

IHOW, e addiess Scope of Infiermed consent: fior
testing?
m [esting fior all conditions, relevant te treatment?

Precenception testing| for “birth defects™ could alsoeryield
results for breast cancer;

Poestcenception testing| for “hirth defects™ could alseryield
resulits aboeut patermity.

How Will seientific/meadical advancenments affiect
legall chiallenges/ehstacles to the delivery: of
genetic senvices?




