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Draft Recommendations

Preimplantation Genetic Testing for Aneuploidy

Ontario Health, based on guidance from the Ontario Health Technology Advisory Committee,
recommends against publicly funding preimplantation genetic testing for aneuploidy (PGT-A) for people
undergoing in vitro fertilization (IVF).

Preimplantation Genetic Testing for Monogenic Disorders

Ontario Health, based on guidance from the Ontario Health Technology Advisory Committee, concludes
there is currently insufficient evidence to make a recommendation for or against publicly funding
preimplantation genetic testing for monogenic disorders (PGT-M).

Preimplantation Genetic Testing for Structural Rearrangements

Ontario Health, based on guidance from the Ontario Health Technology Advisory Committee, concludes
there is currently insufficient evidence to make a recommendation for or against publicly funding
preimplantation genetic testing for structural rearrangements (PGT-SR) for people undergoing IVF.

Rationale for the Recommendations

The Ontario Health Technology Advisory Committee considered evidence from a series of health
technology assessments’™ and the recommendation of a subcommittee, the Ontario Genetic Advisory
Committee. The evidence included preferences and values of people with lived experience, a qualitative
review of patient and health care provider perspectives, a review of ethical considerations, and a review
of obstetrical and neonatal harms related to PGT-A, PGT-M, and PGT-SR.! The committee also
considered clinical and economic evidence for PGT-A,% and the clinical evidence for PGT-M? and PGT-SR.*
The committee weighed the evidence and considerations specific to each type of PGT, in addition to
overarching considerations for PGT, when making their recommendations.

Preimplantation Genetic Testing

The committee noted several overarching considerations that informed each of the recommendations.

Specifically, the committee discussed issues with IVF funding in Ontario, noting that not all IVF
treatment cycles are publicly funded and that most are currently paid for by private means, which can
be costly to the people undergoing IVF. The committee noted that PGT is already available and there is
strong patient demand due to the desire to have successful pregnancy outcomes. They acknowledged
the mental health impacts and financial costs associated with spontaneous pregnancy loss

and infertility.

They also noted that publicly funding PGT would increase demand for IVF and genetic counselling, both
of which are services that already face capacity challenges in Ontario. The committee reflected on wide
variations in clinical practice for PGT, such as the lack of standardization in practice and procedures, and
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the need for genetic counselling before and after testing. A priority area for standardization of clinical
practice is ensuring high-quality, objective, and consistent information about PGT is provided so people
considering PGT can make informed decisions. The committee further discussed that people may
perceive PGT as offering earlier screening information than standard prenatal screening or diagnostic
testing, but the tests are not equivalent.

The committee emphasized the need for relevant expert and clinical bodies to develop evidence-based
guidance on the appropriate use of PGT in Ontario, including identifying populations most likely to
benefit from PGT-A, PGT-M, and PGT-SR, and the need to collect relevant data.

Preimplantation Genetic Testing for Aneuploidy

The committee recognized that IVF and infertility are highly emotional and difficult clinical situations for
both patients and providers but noted that there is limited published, high-quality evidence that
demonstrates the clinical benefits of PGT-A, particularly in improving live birth and pregnancy outcomes.
While the committee recognized the potential for PGT-A to reduce spontaneous pregnancy loss, they
acknowledged the evidence remains uncertain. The committee also raised concerns about the potential
issues with, and variation in practice regarding, the transfer of mosaic embryos. They highlighted the risk
of false-positive and false-negative results, which may lead to viable embryos being excluded and fewer
embryos available for transfer or to affected embryos being transferred.

The committee noted the lack of high-quality clinical evidence precluded conducting a comparative cost-
effectiveness analysis and considered the potentially high cost of publicly funding PGT-A.

The committee also emphasized that there are important gaps in the evidence, particularly for patient
groups with less favourable IVF outcomes and unmeasured outcomes such as mental health impacts, as
well as limited cumulative outcome data.

Given the uncertain clinical evidence, high budget impact, and ethical concerns, the committee
concluded that universal funding for PGT-A would not be appropriate. The committee explored whether
funding should be restricted to specific high-risk groups but found the evidence too weak to support
this. Although the committee does not support public funding of PGT-A at this time, the committee
agreed to review the topic of PGT-A again if stronger evidence becomes available for specific
subpopulations.

Preimplantation Genetic Testing for Monogenic Disorders

The committee recognized that the potential benefit of PGT-M is valued highly by individuals and
families who wish to prevent illness and suffering associated with monogenic disorders in their children.

Committee members remarked that expanded carrier screening, prenatal screening, and newborn
screening programs in Ontario, which include screening for monogenic disorders, may increase demand
for PGT-M. Members of the committee noted that while carrier screening for certain monogenic
disorders is publicly funded, PGT-M is not. Committee members also noted that in the context of
PGT-M, wherein many couples are fertile, undergoing IVF with PGT-M may potentially introduce new
neonatal and obstetrical harms that are not present with natural conception.

Committee members reflected on ethical concerns related to potential misuse of PGT-M, such as
disability avoidance and ablism, and remarked on the importance of proactive restrictions to prevent
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misuse of PGT-M via defined eligibility based on considerations such as severity, treatability, or fatality
of the condition.

After considering the evidence, the committee did not make a recommendation at this time owing to
the inconclusiveness of and gaps in the clinical effectiveness evidence for PGT-M and because
conducting an economic analysis would be challenging, given the limited evidence and the inability to
model long-term costs across a broad array of different monogenic disorders. The committee noted
PGT-M involves substantial out-of-pocket costs and speculated that, if effective, it could lead to
considerable financial savings through the avoidance of certain conditions and their associated very high
treatment costs.

Preimplantation Genetic Testing for Structural Rearrangements

The committee discussed the wide range of clinical effects resulting from structural rearrangements, the
various factors that may impact PGT-SR results, and how interpreting test results may, therefore, be
very challenging. Insufficient clinical evidence for PGT-SR precluded conducting a cost-effectiveness
analysis.

After considering the evidence, including patient preferences and ethical considerations, the committee
did not make a recommendation at this time due to the insufficient clinical evidence.
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Decision Determinants for Preimplantation
Genetic Testing for Aneuploidy

Overall Clinical Benefit

Effectiveness

How effective is the health technology/intervention likely to be (taking into account any variability)?

Based on a systematic review, through which 6 randomized controlled trials were identified that
evaluated the use of PGT-A with trophectoderm biopsy and comprehensive chromosomal

screening compared with IVF alone, the evidence suggests that the use of PGT-A may result in little to
no difference in live birth rate after the first planned embryo transfer when evaluated per person
undergoing PGT-A (Grading of Recommendations, Assessment, Development and Evaluations [GRADE]:
Low) or per person with an embryo transfer (GRADE: Very low), and the evidence is very uncertain
about the effect of PGT-A on cumulative live birth rate (GRADE: Very low).

PGT-A may not improve, and may decrease, cumulative ongoing pregnancy rate (GRADE: Low) and
cumulative clinical pregnancy rates (GRADE: Low). After the first planned embryo transfer, PGT-A may
not improve ongoing pregnancy rate per person undergoing PGT-A (GRADE: Moderate), and the
evidence is very uncertain when evaluated per person with an embryo transfer (GRADE: Very low).
PGT-A may result in little to no difference in clinical pregnancy rates per person receiving PGT-A or per
person with an embryo transfer, although the evidence is very uncertain (GRADE: Very low).

PGT-A may reduce the cumulative frequency of spontaneous pregnancy loss among people who achieve
pregnancy (GRADE: Low); however, there was no improvement observed in time to live

birth (GRADE: Very low). The evidence is very uncertain about the effect of PGT-A on spontaneous
pregnancy loss per person (GRADE: Very low); however, PGT-A may reduce spontaneous pregnancy loss
per person with a clinical pregnancy, although the possibility of little to no effect can not be excluded
the possibility of little to no effect (GRADE: Low).

No studies were identified that directly reported on chromosomal anomalies diagnosed in pregnancy or
in offspring after birth, and conclusions cannot be drawn for multiple gestation outcomes.

Safety

How safe is the health technology/intervention likely to be?

Based on a rapid review through which the most recent and comprehensive systematic review was
identified, PGT (PGT-A, PGT-M, or PGT-SR) using trophectoderm biopsy, compared with IVF alone, did
not result in statistically significant increases in most obstetrical harms (i.e., induction of labour,
Caesarean section, preeclampsia, gestational hypertension or hypertensive disorders of pregnancy,
HELLP [hemolysis, elevated liver enzymes, and low platelet count], preterm premature rupture of
membranes, placenta previa, placental abruption, placenta accreta, postpartum hemorrhage,
polyhydramnios, and oligohydramnios) or neonatal harms (i.e., gestational age, birth weight or length,
low birth weight, small for gestational age, large for gestational age, birth defects, neonatal intensive
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care unit admission, Apgar score < 7, or fetal distress). PGT was found to result in a small increase in

the obstetrical outcome of gestational diabetes mellitus as well as in an increase in macrosomia among
babies; however, the possibility of little to no difference for either effect cannot be excluded. The review
also suggested PGT may reduce the risk of preterm birth and very low birth weight. Included studies,
however, were based primarily on observational studies at risk of bias, and GRADE assessment of the
certainty of the body of evidence was not performed by the included systematic review.

Substantial clinical and statistical uncertainties on the existing evidence base remain, and the impact of
PGT on obstetric and neonatal harms specific to each type of PGT (PGT-A, PGT-M, PGT-SR) is not known.

Potential embryo damage, during biopsy and freeze-thaw processes, and long-term safety outcomes of
children, which are challenging to attribute to IVF with PGT, were not formally evaluated for the health
technology assessment.

Burden of lliness

What is the likely size of the burden of illness pertaining to this health technology/intervention?

PGT-A could be used by all people undergoing IVF. The exact size of the burden of illness is difficult

to ascertain as people undergo IVF for multiple reasons, which can include a history of infertility or
recurrent pregnancy loss, existing health conditions that impact fertility, diminished ovarian reserve and
failure of other reproductive technologies. In addition, people who are known carriers of a monogenic
or chromosomal disorder (e.g., translocation) may elect to undergo IVF to reduce their chances of
having a child with that genetic disorder. In Canada, the most common reason for IVF

is infertility,> generally defined as the inability to conceive after 12 months of regular sexual intercourse
without contraception, which affects an estimated 1 in 6 couples.®

Need

How large is the need for this health technology/intervention?

Despite current best IVF practices, many IVF cycles do not result in a live birth within 1 year of egg
retrieval®; embryo transfers can fail to implant (failure to reach clinical pregnancy) or result

in spontaneous pregnancy loss (spontaneous loss of a fetus before the 20th week of pregnancy; also
known as miscarriage or spontaneous abortion). Unsuccessful IVF treatment and repeat pregnancy
loss can cause significant emotional, physical, and psychological distress as well as having substantial
financial implications.

Patient Preferences and Privacy

Patient Preferences and Values

Do patients have specific preferences, values, or needs related to the health condition, health
technology/intervention, or life impact that are relevant to this assessment?

In the published studies included in the qualitative review and in direct patient engagement,
participants described similar preferences and values. Participants undergoing IVF valued PGT-A because
they perceived that it maximized their chances of a successful pregnancy and would reduce emotional
and physical strain associated with failed cycles or miscarriages. This increased confidence, reduced
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uncertainty, and offered a sense of hope, especially for people of advanced maternal age or with a
history of infertility or miscarriages. PGT-A was also perceived by participants as saving time and money.
Qualitative findings from the literature review were that study participants’ engagement with PGT-A
depended on their unique path and the intersection of multiple factors: personal reproductive histories
(e.g., history of miscarriages, infertility), religious beliefs, attitudes and trust towards science and
technology, and cost considerations. Participants valued health care provider guidance and person-
centered, timely, and comprehensive information about the purposes of PGT-A, its risks, and its
consequences. Study participants also valued information and clear understanding of IVF/PGT-A public
coverage and out-of-pocket expenses to support informed decision-making.

Autonomy, Privacy, Confidentiality, and/or Other Relevant Ethical
Principles as Applicable

Are there concerns regarding accepted ethical or legal standards related to patient autonomy, privacy,
confidentiality, or other ethical principles that are relevant to this assessment?

The use of PGT-A by people can support reproductive autonomy by giving them information to make
informed personal decisions when undergoing IVF. PGT-A can allow patients to have greater control
over their reproductive choices such as which embryos to transfer, how many cycles to pursue, and
whether to continue treatment. On the contrary, concern has been expressed that greater access to
PGT-A may result in people feeling forced to use it to avoid creating offspring with preventable disability
or disease, thus reducing reproductive autonomy. Debates remain about the appropriate scope of
individual autonomy (e.g., choice to implant affected or mosaic embryos). Various uncertainties
associated with PGT-A, particularly regarding evidence of its effectiveness, lead to ethical complexity in
determining whether health care systems should fund PGT-A, whether care providers should
recommend PGT-A, and the degree to which individuals considering PGT-A can meaningfully provide
informed consent to the test. Autonomous decision-making would be aided by making medical and
genetic counselling available to patients deciding whether or not to opt for PGT-A, to help them
understand and account for the test’s results.

Obligations to steward resources entail that health care decision-makers allocate scarce public fundsin a
way that generates maximum benefit, health, or well-being from the use of these resources. Funding
PGT may be consistent with duties to steward resources to the degree that PGT is effective and can yield
cost savings within the system. Minimal evidence of PGT-A’s benefits brings into question whether
funding PGT-A would constitute responsible stewardship of resources.

Equity and Patient Care

Equity of Access or Outcomes

Are there disadvantaged populations or populations in need whose access to care or health outcomes
might be improved or worsened that are relevant to this assessment?

While Ontario publicly funds 1 IVF cycle for eligible individuals, because of ongoing out-of-pocket costs
and the possibility of requiring multiple IVF cycles, public funding of PGT-A would more likely benefit
those already able to afford IVF. The high additional cost of PGT-A on top of the already substantial
expense of IVF creates financial barriers. Through direct patient engagement, some participants noted
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availability of PGT-A varies across Ontario, with not all fertility clinics offering PGT-A and with pricing for
PGT-A differing by clinic for those that do.

Similarly, based on findings from qualitative studies, some people declined IVF/PGT-A due to costs. Yet,
the limited inclusion and attention to the perspectives of socioeconomically marginalized individuals
across the reviewed studies suggest that privately funded PGT-A may be a service accessible to those
with sufficient resources. Additionally, variation in clinic-level policies, including age criteria and mosaic
embryo transfer criteria to restrict IVF/PGT-A access and use may also potentially lead to perceived or
actual discrimination. The extent and impact of these practices remain largely unknown, because the
literature provided limited insight into the experiences and perspectives of equity-deserving groups.

If PGT-A is found to be effective, public funding may improve access to an effective screening test for
people who cannot afford the test out-of-pocket or who do not have private insurance coverage.

Patient Care

Are there challenges in the coordination of care for patients or other system-level aspects of patient
care (e.g., timeliness of care, care setting) that might be improved or worsened that are relevant to
this assessment?

People undergoing IVF should receive clear information about the benefits, limitations, and
uncertainties in the available evidence of PGT-A to support informed reproductive decision-making.
They should also be provided with guidance on interpreting the results, to help them understand and
determine appropriate next steps in their fertility journey. Findings from the qualitative review show
that people value counselling and guidance on the purpose of undergoing PGT-A before undergoing the
test, linking a clear understanding of PGT-A’s purposes to improved care for those struggling with
decision burden and emotional strain following unexpected outcomes.

Cost-Effectiveness

Economic Evaluation

How efficient is the health technology/intervention likely to be?

Twelve published economic evaluations that compared IVF with PGT-A to IVF without PGT-A were
identified. The identified studies used cumulative live birth rate as the primary effectiveness outcome,
but the methods, settings, and findings of the studies varied substantially. we found that some studies
estimated that IVF with PGT-A improved cumulative live birth rate, while others found that cumulative
live birth rate improved in some subgroups, and others a reduction in cumulative live birth rate overall.
Most studies we identified found that IVF with PGT-A was associated with higher costs. Given the
uncertainty in the published literature and the quality of the clinical evidence identified in this report,
the cost-effectiveness of PGT-A is uncertain.

Feasibility of Adoption Into Health System

Economic Feasibility

How economically feasible is the health technology/intervention?
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Publicly funding PGT-A for people undergoing IVF over the next 5 years would lead to an additional cost
of $139 million. Scenario analyses estimated that the 5-year budget impact would likely vary between
$55 million (PGT-A funded only for publicly funded IVF cycles) and $189 million (accounting for
expansion to the number of IVF cycles funded in the province via the Ontario Fertility Program).

Organizational Feasibility
How organizationally feasible is it to implement the health technology/intervention?
In Ontario, PGT-A is currently accessible through fertility clinics, via out-of-pocket expenditure or private

insurance coverage, as an add-on service for IVF treatment. If PGT-A were to be funded in Ontario, there
would likely be increases in demand for testing as well as genetic counselling resources.
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Decision Determinants for Preimplantation
Genetic Testing for Monogenic Disorders

Overall Clinical Benefit

Effectiveness

How effective is the health technology/intervention likely to be (taking into account any variability)?

Based on an overview of systematic reviews, through which 4 systematic reviews with noncomparative
evidence were identified, the evidence regarding the clinical effectiveness of PGT-M was found to be
inconclusive. The evidence is very uncertain about the effect of PGT-M on live births, clinical or ongoing
pregnancy, time to pregnancy, and pregnancy loss; noncomparative studies preclude drawing
conclusions about the clinical effectiveness of PGT-M compared with relevant alternatives, such as
conception (natural or via IVF) with prenatal diagnostic testing. The available evidence limits our ability
to draw definitive conclusions about the accuracy of PGT-M compared with prenatal diagnostic testing
and postnatal diagnosis; the frequency of false-negative results reported appears low, but this effect is
very uncertain due to limitations of the relevance and quality of registry data. The impact of PGT-M on
parental psychological outcomes for people with monogenic disorders overall is unknown; limited
evidence suggests that people with hereditary cancer syndromes undergoing PGT-M may value
psychological support, but the evidence is very uncertain. There was no evidence identified on number
of IVF cycles to achieve an unaffected embryo or live birth, or parental quality of life.

Safety

How safe is the health technology/intervention likely to be?

Based on a rapid review through which the most recent and comprehensive systematic review was
identified, PGT (PGT-A, PGT-M, or PGT-SR) using trophectoderm biopsy, compared with IVF alone, did
not result in statistically significant increases in most obstetrical harms (i.e., induction of labour,
Caesarean section, preeclampsia, gestational hypertension or hypertensive disorders of pregnancy,
HELLP [hemolysis, elevated liver enzymes, and low platelet count], preterm premature rupture of
membranes, placenta previa, placental abruption, placenta accreta, postpartum hemorrhage,
polyhydramnios, and oligohydramnios) or neonatal harms (i.e., gestational age, birth weight or length,
low birth weight, small for gestational age, large for gestational age, birth defects, neonatal intensive
care unit admission, Apgar score < 7, or fetal distress). PGT was found to result in a small increase in
the obstetrical outcome of gestational diabetes mellitus as well as in an increase in macrosomia among
babies; however, the possibility of little to no difference for either effect cannot be excluded. The review
also suggested PGT may reduce the risk of preterm birth and very low birth weight. Included studies,
however, were based primarily on observational studies at risk of bias, and GRADE assessment of the
certainty of the body of evidence was not performed by the included systematic review.

Substantial clinical and statistical uncertainties on the existing evidence base remain, and the impact of
PGT on obstetric and neonatal harms specific to each type of PGT (PGT-A, PGT-M, PGT-SR) is not known.
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Potential embryo damage, during biopsy and freeze-thaw processes, and long-term safety outcomes of
children, which are challenging to attribute to IVF with PGT, were not formally evaluated for the health
technology assessment.

Burden of lliness

What is the likely size of the burden of illness pertaining to this health technology/intervention?

More than 7,000 monogenic conditions have been identified, for which about 6,500 have known
phenotypes and underlying pathogenic molecular mechanisms. Although individually rare, monogenic
disorders — including mitochondrial DNA disorders and hereditary cancer syndromes — collectively affect
up to 1in 250 live births.”

Most carriers of monogenic disorders do not experience infertility issues; however, couples or
individuals who are known to be carriers of or affected by a monogenic disorder may elect to undergo
IVF with PGT-M, instead of natural conception with or without invasive prenatal diagnostic testing, to
reduce their chances of having a biological child affected with the genetic disorder.

Need

How large is the need for this health technology/intervention?

Monogenic disorders can result in substantial morbidity, disability, and mortality. Some monogenic
disorders result in serious illness or disability, have very limited or no available treatment options, and
are often incurable, whereas others can be milder or asymptomatic. The penetrance (i.e., proportion of
people with the gene variant that exhibit signs and symptoms of disease), age of onset, severity,
treatability, and prognosis vary greatly among monogenic disorders.

Patient Preferences and Privacy

Patient Preferences and Values

Do patients have specific preferences, values, or needs related to the health condition, health
technology/intervention, or life impact that are relevant to this assessment?

In the qualitative literature review and in direct patient engagement, participants described similar
preferences and values. Participants affected by or carriers of known variants of a monogenic disorder
valued PGT-M as a way to prevent transferring the genetic disorder to offspring by identifying
unaffected embryos before transfer. Participants perceived that using PGT-M would prevent their child
from inheriting the condition and would minimizing suffering by avoiding the emotional and physical
burden associated with affected pregnancies. In qualitative studies in the literature, participants valued
that PGT-M could be used to support reproductive decisions that reflected their individual reproductive
history, beliefs, and attitudes, including experiences of prenatal diagnosis and termination of pregnancy,
the severity of their genetic condition, their understanding of a “life lived suffering,” their religious views
on pregnancy termination, and attitudes towards advancements in medical science related to their
diagnosis. Many participants described participating in IVF/PGT-M despite the emotional, physical, and
financial distress of the procedures. Study participants valued timely access to information about all
available reproductive options, emphasizing early awareness as an essential consideration for informed
IVF/PGT-M decision-making and IVF/PGT-M financial planning.
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Autonomy, Privacy, Confidentiality, and/or Other Relevant Ethical
Principles as Applicable

Are there concerns regarding accepted ethical or legal standards related to patient autonomy, privacy,
confidentiality, or other ethical principles that are relevant to this assessment?

Individuals undergoing IVF to prevent the transmission of a known genetic disorder have identified that
access to PGT-M enhances their reproductive autonomy. By accessing PGT-M to screen embryos for a
known genetic disorder, patients could make choices that were better aligned with their reproductive
goals, values, and preferences. The information obtained from PGT-M can empower patients to make
decisions about whether to pursue embryo transfer, how many cycles to attempt, or whether to
consider alternative reproductive options. Conversely, the qualitative review raised concerns that PGT-
M availability could exert pressure on people carrying testable genetic anomalies to use PGT-M to
prevent pregnancy with disability or disease; this also relates to eugenic concerns about the implications
of the technology. Autonomous decision making would be aided by making medical and genetic
counselling available to patients deciding whether or not to opt for PGT-M, to help them understand
and account for the test’s results.

However, uncertainties associated with PGT-M, particularly regarding evidence of its effectiveness, lead
to ethical complexity in determining whether health care systems should fund PGT-M, whether care
providers should recommend PGT-M, and the degree to which individuals considering PGT-M can
meaningfully provide informed consent to the test. Uncertainties associated with genetic testing for
disorders with variable expression or reduced penetrance, and the fact that decisions informed by PGT-
M could result in the exclusion of embryos that would have produced people who would not have
developed the disorder raise questions of unintended consequences and possibly violation of the
principle of nonmaleficence (i.e., the duties to create benefits and minimize harms).

The use of PGT-M also raises questions as to whether duties to steward resources would require publicly
funded PGT-M to be limited to only serious or severe disorders, though it remains unclear how to
ascertain what qualifies as “serious” or “severe.” There are debates about whether PGT-M access should
be limited to particular genetic disorders, or whether the decision to use PGT-M should be solely up to
the person wishing to use the technology, revealing a potential conflict between adherence to principles
of autonomy and duty to optimally steward health care system resources.

Equity and Patient Care

Equity of Access or Outcomes

Are there disadvantaged populations or populations in need whose access to care or health outcomes
might be improved or worsened that are relevant to this assessment?

While Ontario publicly funds 1 IVF cycle for eligible individuals, because of ongoing out-of-pocket costs
and the possibility of requiring multiple IVF cycles, public funding of PGT-M would more likely benefit
those already able to afford IVF. The cost of PGT-M in addition to the cost of IVF is considerable and may
be prohibitive. Findings from the qualitative review identified that some people, including participants in
a study with only Black/African American individuals living in the United States, indicated that costs
were a barrier to IVF alone; however, in general there was limited inclusion and attention to diversity of

ONTARIO HEALTH, JUNE 2026 12



Draft — do not cite. Report is a work in progress and could change following public consultation.

perspectives across the reviewed studies, suggest that privately funded PGT-M may be a service
accessible to those with sufficient resources.

Access to publicly funded PGT-M may promote equity by enabling individuals who have or are carriers of
monogenic disorders to exercise greater autonomy in reproductive planning; however, the degree of
individual benefit depends upon the accuracy of the test and individuals’ understanding of test results.
Groups affected by the burden of disease caused by monogenic disorders may see publicly funded PGT-
M as beneficial; however, it could also be interpreted as a negative message about how society values
the lives of people with disabilities arising from monogenic disorders. If effective, public funding of PGT-
M could improve access to the test.

Findings from the qualitative review also identified variations in clinic-level policies and practices
regarding PGT-M, including eligibility criteria for conditions perceived as of reduced penetrance or of
uncertain significance. Consequently, individuals pursuing PGT-M may experience different levels of
counselling, wait time, and eligibility depending on the clinic, which may potentially lead to perceived or
actual discrimination. The extent and impact of these practices remain largely unknown, because there
was limited insight into the perspectives and experiences of individuals or couples affected by or known
carriers of conditions with reduced penetrance or of uncertain significance in the literature.

Patient Care

Are there challenges in the coordination of care for patients or other system-level aspects of patient
care (e.g., timeliness of care, care setting) that might be improved or worsened that are relevant to
this assessment?

People considering undergoing PGT-M value receiving clear information about the benefits and
limitations of the test and IVF to support their reproductive decision-making. They also value being
provided with guidance on interpreting the results, helping them understand and determine appropriate
next steps in their fertility journey. Findings from the qualitative review indicate that participants valued
a person-centered counselling approach and timely, comprehensive, and clear information about what
is involved in undergoing IVF/PGT-M, the risks, and the range of possible outcomes.

Cost-Effectiveness

Economic Evaluation

How efficient is the health technology/intervention likely to be?

The cost-effectiveness of PGT-M in Ontario is unknown. A cost-effectiveness analysis was not
conducted.

Feasibility of Adoption Into Health System

Economic Feasibility

How economically feasible is the health technology/intervention?
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The budget impact of publicly funding PGT-M in Ontario is unknown. A budget impact analysis was not
conducted.

Organizational Feasibility

How organizationally feasible is it to implement the health technology/intervention?

In Ontario, PGT-M is currently accessible through fertility clinics, via out-of-pocket expenditure or
private insurance coverage, as an add-on service for IVF treatment. If PGT-M were to be funded in
Ontario, there would likely be increases in demand for testing as well as genetic counselling resources.
In general, carriers of and people affected by monogenic disorders do not experience infertility or
attending fertility clinics at present. Public funding of PGT-M would likely add considerable demand on
IVF in Ontario as this population who would not otherwise pursue it do so for purposes of PGT-M.
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Decision Determinants for Preimplantation
Genetic Testing for Structural Rearrangements

Overall Clinical Benefit

Effectiveness

How effective is the health technology/intervention likely to be (taking into account any variability)?

Based on a systematic review, through which 4 studies were identified, there is evidence that IVF with
PGT-SR and IVF without PGT-SR may result in similar live birth rates (first transfer and cumulative),
pregnancy rate (clinical and ongoing), and pregnancy loss (GRADE: Very low).

When compared with natural conception or expectant clinical management, PGT-SR may result in
similar live birth rates (first transfer and cumulative), may result in similar time to pregnancy, may
reduce the chance of spontaneous pregnancy loss, and may increase the chance of multiple gestation
pregnancy (GRADE: Very low).

Safety

How safe is the health technology/intervention likely to be?

Based on a rapid review through which the most recent and comprehensive systematic review was
identified, PGT (PGT-A, PGT-M, or PGT-SR) using trophectoderm biopsy, compared with IVF alone, did
not result in statistically significant increases in most obstetrical harms (i.e., induction of labour,
Caesarean section, preeclampsia, gestational hypertension or hypertensive disorders of pregnancy,
HELLP [hemolysis, elevated liver enzymes, and low platelet count], preterm premature rupture of
membranes, placenta previa, placental abruption, placenta accreta, postpartum hemorrhage,
polyhydramnios, and oligohydramnios) or neonatal harms (i.e., gestational age, birth weight or length,
low birth weight, small for gestational age, large for gestational age, birth defects, neonatal intensive
care unit admission, Apgar score < 7, or fetal distress). PGT was found to result in a small increase in
the obstetrical outcome of gestational diabetes mellitus as well as in an increase in macrosomia among
babies; however, the possibility of little to no difference for either effect cannot be excluded. The review
also suggested PGT may reduce the risk of preterm birth and very low birth weight. Included studies,
however, were based primarily on observational studies at risk of bias, and GRADE assessment of the
certainty of the body of evidence was not performed by the included systematic review.

Substantial clinical and statistical uncertainties on the existing evidence base remain, and the impact of
PGT on obstetric and neonatal harms specific to each type of PGT (PGT-A, PGT-M, PGT-SR) is not known.

Potential embryo damage, during biopsy and freeze-thaw processes, and long-term safety outcomes of
children, which are challenging to attribute to IVF with PGT, were not formally evaluated for the health
technology assessment.
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Burden of lliness

What is the likely size of the burden of illness pertaining to this health technology/intervention?

Chromosomal structural rearrangements are changes in the organization of chromosome material. The
estimated prevalence of structural rearrangements is around 0.1% to 1% in the generation population,
but varies depending on the type of structural rearrangement. Structural rearrangements are seen more
frequently in couples who experienced recurrent pregnancy loss (up to 5.7%).

Need

How large is the need for this health technology/intervention?

Structural rearrangements may be pathogenic if a gene is disrupted by a rearrangement breakpoint, a
novel fusion gene product is formed, or a position effect is exerted on genes neighbouring the
rearrangement, which may lead to a wide range of phenotypic effects. Carriers of structural
rearrangements are often unaware of their carrier status until they experience its possible effects, such
as infertility, pregnancy loss or recurrent pregnancy loss, failed implantation, or an affected birth.

Patient Preferences and Privacy

Patient Preferences and Values

Do patients have specific preferences, values, or needs related to the health condition, health
technology/intervention, or life impact that are relevant to this assessment?

In the qualitative literature review and in direct patient engagement, participants described similar
preferences and values. Participants affected by or carriers of a structural rearrangement undergoing
IVF value PGT-SR as an option to help identify the cause of unexplained infertility or recurrent pregnancy
loss. PGT-SR was perceived by people as an alternative reproductive option for its potential benefit to
achieve a healthy pregnancy and child.

In qualitative studies in the literature, participants valued that PGT-SR could be used to avoid
emotionally and physically distressing experiences, such as prenatal diagnosis and termination of
pregnancy. They also valued PGT-SR as a way to prevent severe conditions in their offspring; however,
determining what qualified as life-limiting or life-threatening remained complex and challenging.
Participants described valuing timely access to PGT-SR and person-centered guidance and emotional
support. Some described limiting their use of PGT-SR due to the financial, emotional, and physical
burden of repeat IVF cycles.

Autonomy, Privacy, Confidentiality, and/or Other Relevant Ethical
Principles as Applicable
Are there concerns regarding accepted ethical or legal standards related to patient autonomy, privacy,

confidentiality, or other ethical principles that are relevant to this assessment?

Access to PGT, including PGT-SR, may improve reproductive autonomy (i.e., individual authority to make
decisions about when and how to reproduce) because it allows people greater knowledge of, and
control over their reproduction. Conversely, concern has been expressed that greater access to PGT may
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result in people feeling forced to use it to avoid creating offspring with preventable disability or disease,
thus reducing reproductive autonomy. Debates remain about the appropriate scope of individual
autonomy (e.g., choice to implant affected or mosaic embryos).

Several uncertainties associated with PGT-SR, particularly regarding evidence of its effectiveness, lead to
ethical complexity in determining whether health care systems should fund PGT-SR, whether care
providers should recommend PGT-SR, and the degree to which individuals considering PGT-SR can
meaningfully provide informed consent to the test. Autonomous decision making would be aided by
making medical and genetic counselling available to patients deciding whether or not to opt for PGT-SR,
to help them understand and account for the test’s results.

Obligations to steward resources entail that health care decision-makers allocate scarce public funds in a
way that generates maximum benefit, health, or well-being from the use of these resources. Funding
PGT-SR may be consistent with duties to steward resources to the degree that PGT-SR is effective and
can yield cost savings within the system.

Equity and Patient Care

Equity of Access or Outcomes

Are there disadvantaged populations or populations in need whose access to care or health outcomes
might be improved or worsened that are relevant to this assessment?

While Ontario publicly funds 1 IVF cycle for eligible individuals, because of ongoing out-of-pocket costs
and the possibility of requiring multiple IVF cycles, public funding of PGT-SR would more likely benefit
those already able to afford IVF. The high additional cost of PGT-SR on top of the already substantial
expense of IVF creates financial barriers, limiting access to those who have the financial means to pay
for testing. Public funding for PGT-SR may remove some financial barriers for access to PGT-SR,
improving equitable access by allowing a larger proportion of people to undergo PGT-SR, but financial
barriers from the possible need for repeat IVF cycles would remain.

In studies in the qualitative literature, participants did not perceive prolonged testing period duration or
age limitations as discriminatory against those of advanced age; however, clinic policies and age-related
criteria that restrict IVF/PGT access may potentially lead to perceived or actual discrimination. The
extent and impact of these practices is largely unknown, because the literature provided limited insight
into the experiences and perspectives of equity-deserving groups.

Patient Care

Are there challenges in the coordination of care for patients or other system-level aspects of patient
care (e.g., timeliness of care, care setting) that might be improved or worsened that are relevant to
this assessment?

People undergoing IVF value receiving clear information about the benefits and limitations of PGT-SR to
support their reproductive decision-making. They also value being provided with guidance on

interpreting the results, helping them understand and determine appropriate next steps in their fertility
journey. Findings from the qualitative review indicate participants valued person-centered guidance and

ONTARIO HEALTH, JUNE 2026 17



Draft — do not cite. Report is a work in progress and could change following public consultation.

support throughout the IVF/PGT-SR process to help navigate decision-making and to maintain emotional

and physical well-being.
Cost-Effectiveness
Economic Evaluation

How efficient is the health technology/intervention likely to be?

The cost-effectiveness of PGT-SR in Ontario is unknown. A cost-effectiveness analysis was not
conducted.

Feasibility of Adoption Into Health System
Economic Feasibility

How economically feasible is the health technology/intervention?

The budget impact of publicly funding PGT-M in Ontario is unknown. A budget impact analysis was not
conducted.

Organizational Feasibility

How organizationally feasible is it to implement the health technology/intervention?

In Ontario, PGT-SR is currently accessible through fertility clinics, via out-of-pocket expenditure or

private insurance coverage, as an add-on service for IVF treatment. If PGT-SR were to be funded in
Ontario, there would likely be increases in demand for testing as well as genetic counselling resources.
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