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RE: Comment on Proposed Rule, Excepted Fertility Benefits (RIN 1545-BS02; 1210-AC40; 0938-
AU13)

Submitted by the Center for Bioethics and Culture

The Center for Bioethics and Culture (CBC) respectfully submits the following comments in support of
the Departments of Labor, Health and Human Services, and Treasury's (“Departments”) proposed rule
establishing "Excepted Fertility Benefits" for true root cause treatments for infertility.

The CBC is an educational nonprofit dedicated to informing members of the general public, thought
leaders, lawmakers, and others on ethical issues in healthcare, biomedical research, and biotechnological
advancement, including assisted reproductive technologies. For over 25 years, we have shared the
testimonies of women, men, surrogate mothers, donor-conceived individuals, egg “donors”, families, and
others who have utilized or been harmed by the fertility industry.

We appreciate the Departments' efforts to expand access to fertility-related benefits and their recognition
that infertility is a serious health concern affecting many Americans - a concern deserving compassionate
and effective treatment. We are encouraged by the flexibility afforded under the proposed rule and its
acknowledgment that fertility care encompasses a broad range of services. However, greater clarity is
needed to distinguish between treatments that diagnose and address the underlying causes of infertility
and those that primarily bypass infertility through assisted reproductive technologies (ART). Such clarity
is important to ensure that benefit designs support the full spectrum of fertility care, including restorative
approaches that seek to improve reproductive health and treat underlying medical conditions.

A. Define Infertility as a Symptom of Underlying Disease

The proposed rule does not define infertility. This omission is significant because the definition adopted
by the Departments will determine whether the rule functions as a mechanism for treating disease or as a
subsidy for reproductive technologies that bypass disease.

The final rule should adopt a clinically grounded definition consistent with standard medical criteria. The
Center for Bioethics and Culture recommends that the Departments adopt the definition reflected in the
federal RESTORE Act (Reproductive Empowerment and Support Through Optimal Restoration Act, S.
1882/H.R. 3589, 119th Congress (2025)) and the Arkansas RESTORE Act (Act 859 of 2025, enacted as
HB 1142):

"Infertility means a symptom of an underlying disease or condition within a
person's body that makes it difficult or impossible to successfully conceive
and carry a live child to term where it should otherwise be possible through
intercourse with a person of the other sex. A diagnosis of infertility often
occurs after 12 months of targeted intercourse for women under 335, or after
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six months of targeted intercourse without the use of a chemical, barrier, or
other contraceptive method for women 35 and older."”

This definition properly recognizes that infertility is not itself a disease but a symptom of underlying
reproductive pathology; it arises from underlying male and/or female reproductive dysfunction, rather
than from the passage of time alone or from non-medical circumstances. This definition helps design care
and treatment protocols that would give hope to couples struggling to start their families. An accurate
definition of infertility would, to use President Trump’s own words, “hopefully reduce the number of
couples who ultimately need to resort to IVF because challenges can be identified and addressed very
early in the process."

Such a definition is also consistent with the language of the proposed rule, which repeatedly references
diagnosis, mitigation, and treatment of infertility and infertility-related reproductive health conditions.

B. Restorative Reproductive Medicine Best Advances the Rule's Stated Goals

The Departments repeatedly emphasize the diagnosis, mitigation, and treatment of infertility and
infertility- related reproductive health conditions. Restorative Reproductive Medicine (RRM) directly
fulfills and advances these objectives because it seeks to identify, diagnose, and treat the underlying
causes of reproductive dysfunction rather than bypassing them.

RRM employs established medical practices—including comprehensive hormonal evaluation, fertility
biomarkers, ultrasound imaging, laparoscopic surgery when indicated, treatment of endocrine disorders,
nutritional interventions, and fertility awareness-based charting—to restore normal reproductive function
whenever possible. RRM has been successfully applied in the treatment of endometriosis, polycystic
ovary syndrome (PCOS), ovulatory disorders, luteal phase deficiency, recurrent pregnancy loss, thyroid
disease, male factor infertility, chronic inflammation, and other conditions that contribute to infertility.

Because restorative reproductive medicine seeks to restore healthy reproductive function rather than
bypass disease, it may reduce the need for repeated ART cycles while simultaneously improving women's
overall reproductive health. Patients who receive treatment for underlying disorders often experience
improvements extending well beyond fertility, including relief of chronic pelvic pain, dysmenorrhea,
abnormal uterine bleeding, hormonal dysfunction, recurrent miscarriage, metabolic abnormalities, and
other gynecologic conditions that substantially affect quality of life.

Recent evidence further demonstrates that prioritizing restorative reproductive medicine would advance
the Departments' stated objectives while also supporting broader national demographic goals. A
simulation study by Stanford and colleagues, published on June 15, 2026, modeled the effects of
providing evidence-based restorative reproductive medicine to Americans experiencing infertility rather
than relying primarily on assisted reproductive technologies that bypass underlying disease. The study
concluded that widespread access to restorative reproductive medicine could substantially increase natural
conception and live births, with projected effects sufficient to offset the nation's declining fertility rate.
These findings are particularly significant in light of President Trump's Executive Order addressing the
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declining total fertility rate. By treating the underlying causes of infertility rather than circumventing
them, restorative reproductive medicine offers a more cost-effective, healthier, and ethically responsible

strategy for strengthening family formation while avoiding many of the ethical concerns associated with
in vitro fertilization, including embryo creation, selection, cryopreservation, and destruction.

Accordingly, the final rule should expressly recognize Restorative Reproductive Medicine—including
NaProTechnology, Fertility Education and Medical Management (FEMM), NeoFertility, and similar
evidence-based restorative approaches—as examples of covered fertility benefits. Employers should be
encouraged to offer benefits that diagnose and treat infertility without creating regulatory incentives that
favor procedures designed primarily to bypass underlying disease.

C. The Fertility Industry Is Characterized by Significant Information Asymmetries and Inadequate
Informed Consent

The modern fertility industry operates as a multi-billion-dollar global commercial enterprise. Many
patients enter fertility clinics after receiving a diagnosis of "unexplained infertility" after only limited
investigation into the underlying causes of their infertility. Rather than investigating underlying causes,
the standard recommendation is often immediate progression toward [VF.

Despite the complexity and risks associated with assisted reproductive technologies (ART), patients
frequently receive incomplete information regarding success rates, cumulative live birth rates, maternal
health risks, long-term outcomes for children, and available alternatives. Numerous professional
publications have identified informed consent as an area requiring improvement within reproductive
medicine, particularly with respect to communicating uncertainty surrounding long-term maternal and
child outcomes and the limited availability of longitudinal follow-up data for several ART procedures.
This information asymmetry undermines meaningful informed consent and limits patients' ability to make
fully informed medical decisions.

Patients should receive balanced, evidence-based information regarding:

age-specific and diagnosis-specific cumulative live birth rates;

the likelihood of requiring multiple IVF cycles;

maternal risks associated with ovarian stimulation, egg retrieval, embryo transfer, and pregnancy
following ART;

known and potential risks to children conceived through ART;

the disposition of surplus embryos;

the financial costs associated with repeated treatment cycles; and

evidence-based restorative alternatives that seek to diagnose and treat underlying reproductive
disease.

D. The Proposed Rule Risks Expanding an Industry Marked by Significant Ethical and Medical
Concerns
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The fertility industry has grown into a multibillion-dollar global marketplace involving in vitro
fertilization (IVF), egg procurement, sperm procurement, embryo creation and storage, embryo selection,

and commercial surrogacy arrangements. Yet many of the industry's most consequential practices raise
significant physical, psychological, and social concerns that warrant greater scrutiny, whether through
tighter regulation, enhanced transparency, professional standards, or other appropriate safeguards.

The proposed rule treats fertility benefits as analogous to other limited benefits without adequately
addressing the distinct ethical and medical issues raised by assisted reproductive technologies (ART).
Unlike dental, vision, or long-term care benefits, many fertility-industry services involve the creation of
human embryos, the procurement of reproductive tissue from third parties, and contractual arrangements
affecting women and children.

The Departments should not create regulatory incentives that encourage the expansion of commercial
fertility markets without first considering the significant concerns and limited federal oversight governing
many ART practices.

Before adopting policies that could encourage expanded utilization of commercial fertility services, the
Departments should consider:

e Whether existing federal and state oversight adequately addresses the health and safety risks
associated with egg procurement and other ART procedures. Specifically, currently there is limited
federal oversight governing many ART practices.

e  Whether current reporting and transparency requirements provide patients and others involved in
ART procedures, like egg “donors” or surrogate mothers, and employers with sufficient
information regarding outcomes, risks, and long-term effects.

e Whether existing legal frameworks and recordkeeping adequately address the creation, storage,
transfer, donation, and disposition of embryos.

e  Whether commercial surrogacy arrangements present legal, ethical, or child-welfare issues that
warrant consideration when designing federal benefits policy.

e Whether donor-conceived individuals have adequate access to accurate genetic and medical
history and whether current recordkeeping practices are sufficient.

e Whether expanding insurance incentives for ART could accelerate the commercialization of
reproductive services without corresponding safeguards.

e  Whether professional self-regulation and existing state laws provide sufficient protections, or
whether additional federal guidance or other non-regulatory measures would be more appropriate.

e  Whether the proposed rule should acknowledge that fertility benefits implicate distinct ethical,
medical, and legal considerations not presented by other excepted benefits such as dental or
vision coverage.

E. Egg Procurement Practices Raise Serious Concerns Regarding Women's Health and
Exploitation
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The fertility industry frequently characterizes egg procurement as egg "donation." In reality, many
arrangements involve substantial financial compensation and function as commercial transactions.This

distinction is important because the terminology of donation may obscure both the commercial nature of
the transaction and the medical risks assumed by the women providing oocytes.

Young, healthy women are routinely recruited as the source for the most precious resource in the fertility
industry: eggs. Egg procurement requires ovarian hyperstimulation using high-dose hormonal
medications followed by transvaginal surgical egg retrieval under anesthesia. Although women can
recover without serious complications, the procedures expose otherwise healthy women to recognized
medical risks, including ovarian hyperstimulation syndrome (OHSS), ovarian torsion, hemorrhage,
infection, anesthetic complications, thromboembolic events, and, in rare instances, life-threatening
complications. The CBC report summarizes numerous studies documenting these risks while noting that
the long-term health consequences of repeated ovarian stimulation remain insufficiently understood due
to limited longitudinal follow-up.

One of the most significant deficiencies identified in the literature is the absence of comprehensive long-
term monitoring of women who undergo egg retrieval solely for third-party reproduction. Unlike
participants in many other medical interventions involving healthy volunteers, egg providers are rarely
followed prospectively for years after the procedure. Consequently, questions regarding future
reproductive health, endocrine function, cancer risk, cardiovascular health, and psychological outcomes
remain incompletely answered. The absence of robust long-term data should itself be disclosed as part of
the informed consent process.

Recruitment practices also merit careful scrutiny. Fertility clinics and egg procurement agencies
frequently advertise substantial financial compensation while targeting college campuses and young
adults facing financial pressures. Numerous bioethicists have expressed concern that such practices may
create undue inducement, particularly for economically vulnerable women, potentially compromising
truly voluntary informed consent. CBC, Comprehensive Report on the Risks of Assisted Reproductive
Technology (2023), summarizing the ethical literature regarding commercialization and exploitation in
egg procurement. In short, these practices create significant concerns regarding coercion, exploitation,
informed consent, and whether prospective donors fully understand the physical and psychological
consequences of relinquishing genetic offspring.

Accordingly, any fertility benefits supporting egg procurement should require enhanced informed
consent, standardized disclosure of known and unknown risks, mandatory adverse event reporting, and
long-term health outcome tracking. Expanding federal support for fertility benefits should not occur
without corresponding safeguards for the women who bear the medical risks of egg procurement. That is,
the Departments should not create benefit structures that indirectly encourage increased demand for
commercially procured gametes without first requiring robust protections, transparent risk disclosure, and
meaningful long-term outcome tracking.

F. Commercial Surrogacy Should Not Be Treated as Infertility Treatment
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Surrogacy does not diagnose, mitigate, or treat infertility. Rather, it transfers the burdens and risks of

pregnancy onto a third-party woman. As such, surrogacy is fundamentally distinct from medical treatment
directed at correcting the patient's underlying reproductive condition.

Pregnancy is associated with significant health risks even under optimal circumstances. Surrogate
mothers are exposed to the full spectrum of pregnancy-related risks, and research has shown an elevated
risk (beyond natural conception and conception using IVF with a genetically related embryo) for
gestational diabetes, hypertensive disorders, hemorrhage, placental abnormalities cesarean delivery,
infertility following pregnancy complications, and psychological harms.

Commercial surrogacy also raises broader ethical and legal questions extending beyond medical
treatment, including contractual control over pregnancy, maternal autonomy, informed consent,
compensation, and the legal status and interests of children born through surrogacy arrangements. These
issues differ fundamentally from traditional health insurance coverage for diagnosis and treatment of
disease.

Because the proposed rule is intended to establish excepted fertility benefits, coverage should remain
focused on interventions that diagnose, mitigate, or treat infertility itself. Procedures that rely upon the
reproductive labor of a third party rather than treatment of the patient's underlying condition fall outside
that objective.

Accordingly, the Departments should expressly exclude commercial surrogacy from the definition of
fertility treatment eligible for reimbursement under the final rule.

G. The Rights, Welfare, and Health of Children Merit Independent Consideration

The notice of proposed rulemaking appropriately emphasizes improving access to fertility care and
reducing financial barriers for adults experiencing infertility. However, any federal policy governing
assisted reproductive technologies should also consider the independent interests of the children
conceived through these technologies.

For example, children conceived through donor sperm or donor eggs may be intentionally deprived of
relationships with one or both biological parents from birth. Many donor-conceived adults have reported
difficulties related to identity formation, genealogical bewilderment, access to family medical history, and
loss of biological connections. The final rule should recognize that donor conception raises questions
extending beyond consumer choice. Policies that facilitate anonymous gamete procurement should not be
expanded.

The Departments should also consider the growing body of literature examining health outcomes among
children conceived through assisted reproductive technologies. Numerous studies have reported higher
rates of adverse perinatal outcomes among ART-conceived children, including preterm birth, low birth
weight, and certain congenital anomalies when compared with spontaneously conceived children, even
after accounting for some confounding factors. Further, a recent meta-analysis found that children
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conceived through assisted reproductive technologies had a modestly increased likelihood of birth defects
compared with children conceived without ART, including elevated rates of certain cardiovascular,

neurological, musculoskeletal, urogenital, and orofacial anomalies. Researchers continue to debate the
extent to which these outcomes are attributable to underlying parental infertility versus ART procedures
themselves, but the evidence demonstrates that these questions remain unresolved and deserving of
continued investigation.The existence of these documented risks underscores the importance of careful
review of these practices and transparent disclosure.

Given that the proposed rule is intended to facilitate expanded access to fertility-related benefits, the
Departments should ensure that participant notices include balanced information regarding known risks,
limitations in existing research, and areas of scientific uncertainty. Patients should receive comprehensive
information not only about the likelihood of achieving pregnancy, but also about potential maternal, fetal,
and child health outcomes associated with different treatment approaches.

Current federal reporting largely focuses on pregnancy success rates. Comparable attention has not been
devoted to long-term maternal outcomes, child health outcomes, or the lifelong experiences of donor-
conceived individuals. As fertility technologies continue to evolve—including expanded embryo biopsy,
preimplantation genetic testing, cryopreservation, mitochondrial replacement techniques, and increasingly
sophisticated embryo selection methods—continued surveillance becomes even more important.

The Departments should therefore require long-term outcome reporting for ART-conceived children,
enhanced transparency regarding known and potential health risks, and participant educational materials
that accurately reflect both the benefits and limitations of existing scientific evidence.

Finally, it is worth noting that many fertility-industry practices involve the creation of multiple embryos,
embryo selection procedures, long-term or prolonged cryopreservation, embryo abandonment, and
embryo destruction. These practices raise significant ethical concerns that are not addressed by the
proposed rule and extend beyond consumer access and insurance design. The creation of excess embryos
should not be allowed, and protective prohibitions should be in place regarding pre-implantation genetic
testing and selection.

Public policy should evaluate fertility interventions not solely by whether pregnancy is achieved, but also
by whether the health, welfare, dignity, and long-term interests of the children created through those
interventions are appropriately protected.

H. The Rule Should Establish Federal Guardrails for the Fertility Industry

Because the fertility industry remains subject to remarkably limited federal oversight, this rule provides a
rare opportunity to establish meaningful protections.

The Departments should consider:

» Mandatory informed-consent requirements.
* Public reporting of adverse events.
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* Long-term, longitudinal health monitoring of egg providers and surrogate mothers.
* Collection of robust health outcome data for ART-conceived children.

* Reporting regarding embryo creation, storage, abandonment, and destruction.
* Limits on practices that do not diagnose or treat infertility.
* Explicit recognition that restorative reproductive medicine satisfies the purposes of the rule.

Without such safeguards, the proposed rule risks becoming a mechanism for subsidizing a commercial
fertility industry rather than improving reproductive health. Public policy should prioritize treatments that
restore normal reproductive function rather than subsidize an industry whose business model often
depends upon the commodification of women's reproductive capacities and the deliberate separation of
children from their biological origins.

Further, any inclusion of fertility-related services within a federal benefits framework should preserve the
voluntary and fully customizable nature of those benefits. Nothing in this proposal should be interpreted
as mandating coverage or directing beneficiaries toward assisted reproductive technologies. Employers
and plan sponsors must retain flexibility to design benefit packages consistent with their values, clinical
judgment, and the needs of their covered populations. Likewise, individuals should retain full autonomy
to choose whether to use any fertility-related benefits offered, without pressure or default assumptions
favoring technologically assisted reproduction. This safeguard is essential to ensure that federal policy
supports pluralism in reproductive healthcare rather than steering participants toward a narrow set of
interventions.

Conclusion

Infertility deserves compassionate medical attention and meaningful support. However, federal policy
should not conflate treatment of infertility with support for a commercial fertility industry that raises
significant concerns regarding women’s and children’s health, informed consent, exploitation,
commodification of human reproduction, and the welfare of children.

The Center for Bioethics and Culture respectfully urges the Departments to revise the proposed rule so
that any expansion of fertility-related benefits prioritizes restorative reproductive medicine and addresses
the substantial ethical and medical concerns associated with assisted reproductive technologies,
commercial gamete procurement, and surrogacy arrangements.

Respectfully submitted,

Slly Bl

Kallie Fell, MS, BSN, RN
Executive Director
The Center for Bioethics and Culture
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