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About PEGASUS project

PEGASUS acronym is for «PErsonalized Genomics for prenatal

Aneuploidy Screening USing maternal blood»

Each year, 450,000 Canadian women become pregnant and, as a result of their
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«The introduction of genomic
blood testing as proposed in the
context of this project could lead to
increased detection of Down
syndrome, less invasive screening


http://www.pegasus-pegase.org/
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~ Tworationalesof prenataltesting

Publichealth

reduction in incidence
(burden) of disease

testing to screen out
certain conditions

(implicit expectation that
diagnosis will be followed
by termination)
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Publichealth

Implicit, concealed,
unspoken
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~ Tworationalesof prenataltesting

Publichealth Reproductiveautonomy
reduction in incidence providinginforn]ation to
(burden) of disease expandg 2 Y S gptibas
testing to screen out promotinginformed
certain conditions choice
(implicit expectation that voluntary, free of pressure
diagnosis will be followed supportedby nondirective
by termination) counseling

expressedhrough

Informed consent
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Tworationalesof prenataltesting

Publichealth Reproductiveautonomy
Implicit, concealed, Theagreeabldace of
unspoken prenataltesting

Justifiable convincing
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- The public healtmationale challenges

Pressure onvomento test
evento terminate (?)

testingl &eatehr Y R RS&0NR&éQ
possibility2 Ppendlizing) 1@skdf coverage
Impact ondisabilityrights
expressivisargument
Sharesnoral spacewith propensitytoward:
abortion (ndividual
eugenicqcollective)
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‘The autonomyationale challenges

Greatdifficultiesin implemenation

Resources
Notreallyinl y & 2 ifit &SRt

Governmentincreaseduptake=success
Cliniciansfear of liability promotesroutinization
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‘The autonomyationale challenges

Greatdifficul
Resources

Not reallyir

Governmen
Cliniclansfe:

Physician Liability and Non-Invasive

Prenatal Testing

Maeghan Toews, LLM,' Timothy Caulfield, LLM, FRSC"?2

'Health Law Institute, Faculty of Law, University of Alberta, Edmonton AB

2School of Public Health, University of Alberta, Edmonton AB

Abstract

Although non-invasive prenatal testing (NIPT) marks a notable
development in the field of prenatal genetic testing, there are some
physician liability considerations raised by this technology. As NIPT
is still emerging as the standard of care and is just starting to receive
provincial funding, the question arises of whether physicians are
obligated to disclose the availability of NIPT to eligible patients as
part of the physician—patient discussion about prenatal screening
and diagnosis. If NIPT is discussed with patients, it is important to
disclose the limitations of this technology with respect to its accuracy
and the number of disorders that it can detect when compared with
invasive diagnostic options. A failure to sufficiently disclose these
limitations could leave patients with false assurances about the health
of their fetuses and could raise informed consent and liability issues,
particularly if a child is born with a disability as a result.

INTRODUCTION

’ I the advancement of non-invasive prenatal testing (NIPT)

and its introduction into the health care sector has been
portrayed as a revolutionary, paradigm-shifting development
that will fundamentally alter the current framework of
prenatal treatment.'* The excitement surrounding the
development of this technology is due to its non-invasive
nature, its potentially high level of accuracy in detecting
Down syndrome and other aneuploidies, and its ability to
be employed at a relatively early point during pregnancy.*®
Proponents of NIPT aim for it to become the universal
standard of care for prenatal genetic screening, available to
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MaeghanToews and Timothy Caulfiel®®Hysician Liability and Noeimvasive Prenatal
Testingx dpurnal of Obstetrics & Gynaecology Canafa(10): 907914. 2014.
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‘The autonomyationale challenges

Greatdifficultiesin implemenation
Resources
Notreallyinl y & 2 ifit &SRt

Governmentincreaseduptake=success

Cliniciansfear of liability promotesroutinization

Women maintaining the false narrative that testing
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‘The autonomyationale challenges

Disabilityrightscritique
¢CKS WLI NBydalrf Faaadl
Shoulderingndividualwomenwith
responsibilityfor societalimplications
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‘The autonomyationale challenges

Reproductive autonomy rationale as a smoke screen

Palatable theoretical framework that is not
Implemented in clinical practice (no Informed consent)

Not iInnocuous
Allows us to absolve ourselves of facing societal issues
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- The autonomyationale challenges

Reproductive autonomy rationale as a smoke screen

Palatable theoretical framework that is not
Implemented in clinical practice (no Informed consent)

Not iInnocuous
Allows us to absolve ourselves of facing societal issues

My bottom line argument

Implementing this rationale at the individual level may
be a lost battle

sO we must protect it at a societal level via policy




" Enter NIPT !

(Noninvasive Prenatal Testing)




\:,

~—What is NoAInvasive Prenatal Testing (NIPT)?

- Tests celfree fetal DNA floating in maternal plasma

After 10 weeks of gestation ~J(5% ofcffDNAcomes from
the fetus

aaaaa
Boodt
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hours after birth, ensuring that any detected fetal DNA
IS from thecurrent pregnancy




‘Enter NIPT !

(Noninvasive Prenatal Testing)

¢cKS f2y3 FgFAIOSR WK2T
No increased risk of miscarriage
First trimester
More accurate than current screening
CostA decreasing
Conditions it can test fofy increasing

Coming soon: routinization

Paradoxically exacerbates the challenges of the
reproductive autonomy model



