TREATING INFERTILITY: THE NEW FRONTIER OF REPRODUCTIVE MEDICINE

Putting All Our
Eggs in One Basket

Is In Vitro Fertilization the Only Way Couples with
Infertility Can Conceive?
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The American Association for Reproductive Medicine
(ASRM), the primary medical society in the United
States supporting the practice of in vitro fertiliza-
tion (IVF), has become increasingly active politically
through its Center for Policy and Leadership (CPL).!
It presents itself as the factual authority on assisted
reproductive technology even though it is also the pri-
mary financial beneficiary of the pro-IVF position.
Restrictive policy makes the practice of IVF more dif-
ficult and potentially less lucrative for those who work
in this field. Therefore, when lawmakers see very care-
tully crafted messages from the CPL, it would be pru-
dent for them to consider potential bias cleverly dis-
guised as patient advocacy.

Infertility is a chronic condition caused by multi-
ple underlying anatomic and/or health-related issues.”
The infertile couple experiences significant psycho-
logical pain and suffering due to the loss of what many
take for granted: the ability to conceive and give birth
to a child. Diagnostic procedures, needle sticks, and
technical treatments for infertility add more stress and
can harm the couple’s relationship. Assisted reproduc-
tive technology (ART), a group of related, powerful
procedures for conceiving that includes IVF and that
handles either eggs or embryos outside of the wom-
an’s body;’ treats infertility as an acute condition. Each
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procedure results in one attempt for pregnancy, with
the success highly dependent upon the age of the
woman. It is not therapeutic for the parents or the
subsequent children, especially during the embryonic
stage, and it does not cure the underlying issues that
lead to infertility. While IVF is a significant techni-
cal development that has resulted in successful births
for millions, it has suppressed investigation into ways
to correct underlying diseases. A definitive diagnosis
is not even necessary for IVF because the treatment
remains similar regardless of the cause. This ambigu-
ity about diagnosis often forces the patient to move
quickly to IVF rather than doing the tedious work that
getting a precise diagnosis would require. And since
IVF doctors are paid handsomely to use their high-
tech laboratories and highly trained embryologists,
they may be hesitant to convince the patient other-
wise. Today, many ART procedures are conducted for
reasons that have nothing to do with infertility, such as
egg and embryo banking, screening for genetic traits,
and nontraditional family procreation.*

There is another form of treatment for infertil-
ity, however, that is not well known or widely taught
or researched in mainstream academic medical
schools. It is called restorative reproductive medi-
cine (RRM). Clinicians trained in this science focus
investigations and treatments on correcting abnor-
malities rather than suppressing, destroying, or
bypassing normal reproductive function’ RRM
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started with physicians and women’ health special-
ists who, in response to their patients’ ethical or reli-
gious objections, found alternatives to the conven-
tional approach to reproductive medicine. First, they
scientifically defined how to use biomarkers of the
womans menstrual cycle such as bleeding, cervical
mucus, basal body temperature, and urinary hor-
mones to assist the woman in identifying her fertile
window:® The couple could then use this information
to target intercourse and either avoid or achieve preg-
nancy. Subsequently, physicians recognized the util-
ity of this fertility awareness—based method (FABM)
for the diagnosis of menstrual cycle abnormalities.
Today, blood collection for diagnostic hormone
analysis and therapeutic treatments are applied to
the precise day of the menstrual cycle and represent
an important component of RRM.” For example, day
21 of the cycle has conventionally been identified as
important for diagnosing post-ovulatory hormone
levels since it is twenty-one days after the start of a new
menstrual bleed. Because of the variability of a wom-
an’s cycle, however, day 21 is also highly variable, lead-
ing to inconsistent results.* When a woman is using a
scientifically validated fertility awareness method, this
day corresponds to seven days after she experiences her
peak fertility sign, and it is a very accurate marker for
healthy ovulation by measuring the hormones estra-
diol and progesterone. If ovulation is dysfunctional,
medications such as Letrozole and HCG are pre-
scribed to correct this abnormality and optimize fer-
tility. Diagnostic evaluation of systems such as thyroid,
uterine, and metabolic functions is performed, some-
times leading to surgical repair and medications such
as levothyroxine, naltrexone, metformin, and oth-
ers used to treat these underlying health issues.” Cycle
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health is continuously monitored so that the treat-
ments can be assessed. While this is going on, investi-
gation and treatment of the man is also conducted.

This is just one example of how physicians, guided
by cycle-tracking methods and apps used by their
patients, can apply multiple and sustained interven-
tions over time. Like conventional reproductive endo-
crinologists, RRM physicians use ultrasound, surgery,
blood hormone analysis, and ovarian stimulation
drugs, but their use is less about taking over reproduc-
tive function and more about assisting it so the func-
tion can proceed normally while both partners are
healthy, leading to the best chance of a healthy preg-
nancy and baby.

Success rates for RRM are similar to or better than
IVF for many couples, and they are free of IVF’s host
of unresolvable ethics and regulatory problems." And
when RRM-treated couples don't give birth to a child,
they often still benefit from the treatments, which have
been designed to improve their health and well-being,
So they don't leave empty-handed. ART, on the other
hand, is associated with increased adverse outcomes
for the woman and her baby,"" and those who are not
successful often leave sick, broke, and brokenhearted.

By compiling data published by the Society for
Assisted Reproductive Technology (SART)" for IVF
success and comparing it to similar-year data pub-
lished for RRM in 2008 and 2012,"* we can make
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some comparisons between the two approaches.
We also added unpublished data obtained from an
established RRM clinic in Dublin, Ireland, called
NeoFertility."” The IVF rates are based on one IVF
retrieval and embryo transfer attempt, and the rates
for RRM are based on a cumulative period of up to 18
months (NeoFertility) or 24 months (NaPro) of try-
ing natural conception. The last column in the table
below includes data from multiple embryo trans-
fers, which adds all the subsequent transfers of fro-
zen embryos that resulted from that one retrieval.
Since each natural conception cycle ovulates one egg,
resulting in about twelve eggs per year, and each IVF
cycle results in an average of nine eggs,'® this compar-
ison may be the most valid. In addition, one can see
the excessively high rate of twins, triplets, or higher
number multiples that are born from IVE. Although
these rates were significantly reduced between 2003
and 2019, they are still higher than RRM rates.

Outcomes in a Canadian Family Practice;” Canadian Family Phy-
sician 58, no. 5 (2012): e267-e274, https://pubmed.ncbinlm.nih.
gov/22734170/.
15 Phil C. Boyle, Agnes Toth, Linda ONeill, and Craig J. Turcynski,
“Restorative Reproductive Medicine: An Emerging New Treat-
ment Process and a Prerequisite to Assisted Reproductive Tech-
nology for Treatment of Infertility]” preprint, Preprints.org, Janu-
ary 8,2024, https://doi.org/10.20944/preprints202401.0624v1.
16  Sesh Kamal Sunkara, Vivian Rittenberg, Nick Raine-Fenning,
Siladitya Bhattacharya, Javier Zamora, and Arri Coomarasamy,
“Association Between the Number of Eggs and Live Birth in IVF
Treatment: An Analysis of 400 135 Treatment Cycles; Human
Reproduction (Oxford, England) 26, no. 7(2011): 1768-74, https://
pubmed.ncbi.nlm.nih.gov/21558332/.

A review of SART 2019 data shows that IVF babies
had more multiple pregnancies and even the single-
ton pregnancies had 3 times more premature deliv-
eries compared to RRM, (14.4% vs 3.9%). The addi-
tional financial and health burden associated with
multiples and premature delivery need to be consid-
ered in the analysis of cost involved with IVF treat-
ment. Unfortunately, not all causes of infertility can
be solved with a restorative approach.-Severe forms of
male infertility are beyond its scope; for example, if a
man has a total absence of sperm in his ejaculate, he
will not be able to conceive a child. Assisted reproduc-
tive procedures can retrieve the sperm surgically, and
then injection of the sperm directly into an egg that
has been retrieved through IVF will result in fertil-
ization. Conception would otherwise be impossible,
which is why some people choose this approach, but it
must also be considered that it puts the burden of med-
ical treatment on the woman. If instead research was
applied to learn how to surgically reconstruct abnor-
mal anatomy or regenerate sperm production, this
treatment could restore fertility and lead to repeat con-
ceptions.” This same IVF approach is offered to men
with other forms of male infertility. Another example
not currently solvable by RRM is that of a woman who
has lost her fallopian tubes due to previous ectopic
pregnancies or severe tubal blockage. Until the 1970s,

17 Joel L. Marmar, “Techniques for Microsurgical Reconstruc-
tion of Obstructive Azoospermia,” Indian Journal of Urology
27, no. 1 (2011): 86-91, https://pmcncbinlm.nih.gov/articles/
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Data source Paii(e)lt;ts Avg. Age Lil:‘fzgl'%ifth Tw/(i)ns
RRM-Stanford et al., 2008 [ 1998-2002 1072 35.8 26% 4.6% 0.0%
IVE- SART 2003 2003 82930 35.7* 29% 30.0% 6.0%
RRM-Tham et al., 2012 2000-2006 108 354 38% 0.0% 0.0%
IVE-SART 2006 2006 90233 36.0* 29% 29.0% 1.8%
RRM-NeoFertility 2019 2019 193 36.4 40% 2.5% 0.0%
IVF-SART 2019 single-ET 2019 126935 36.5* 29% 6.0% 0.1%
IVE-SART 2019 multi-ET 2019 127175 36.5* 37% 6.7% 0.1%
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a procedure was used to transplant the ovary into the
uterus so the egg would ovulate in a location where a
sperm could fertilize it. The procedure had a low suc-
cess rate of about 10 percent but was abandoned even
though IVF was less successful than that at the time.'®
These potential treatments deserve to be pursued.

As one might expect, decisions can be influenced by
finances. A significant amount of revenue is needed
to support an ART clinical program. The cost to set
up the laboratory ranges from $500,000- $1,000,000."
Reproductive endocrinologist salaries range from
$225,002-$733,793,° and the average embryologist
earns $108,046.”' This does not include administrative
support and nursing staff. There is still a need for lab-
oratory services with RRM for things like blood hor-
mone monitoring and semen analysis, but these ser-
vices are typically not performed in-house and don't
contribute significantly to overhead. A single IVF can
cost between $12,400-$25,000 per cycle depending
on the extent of other procedures used, such as genetic
testing, freezing, sperm injection, etc., and the cost
per live birth can exceed $60,000.2 The base IVF fee,
which does not include diagnostics, surgery, or med-
ications, ranges from $9,000-$14,000 per attempt.””
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Physicians Thrive, last updated November 18, 2024, https://
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This cost can be compared to the alternative RRM care
provided by the NeoFertility clinic in Dublin, Ireland,
which similarly does not include diagnostic testing,
surgery, or medications.

Converted to U.S. dollars, the NeoFertility medical
management plan, which would provide up to eigh-
teen months of care, costs $2,647. A similar RRM clinic
in the United States includes the cost of the initial base-
line and monthly lab tests, eight hours with a dietitian
or health coach, and monitoring during early preg-
nancy for a total charge of $9,000.** RRM clinicians
are typically trained in family medicine or gynecology
and are less highly compensated than reproductive
endocrinologists,” > and there is no need for a high-
tech ART lab or laboratory personnel. These factors
make the cost to the patient a fraction of IVF.

In conclusion, ART is a powerful and highly refined
technology that has helped millions to conceive a child.
But it has blossomed into an enormous industry that
has supplanted the scientific pursuit of alternative ther-
apeutic methods and is associated with a host of ethical
and health-related issues.”” RRM represents an emerg-
ing “medical treatment process” that is already demon-
strating impressive results and is as effective as one IVF
retrieval with multiple embryo transfers. Although the
process is longer, it can be done at a fraction of the cost
of ART. With additional awareness and research fund-
ing, tremendous progress could be made, reducing the
need for many to use ART.
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