Embryo mix-up debacles:
Is there liability?

A discussion of IVF-related injuries and the evolving legal considerations
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CASE Embryo mix-up with 2 couples

A lawsuit was recently filed in California by a
couple after the woman carried and gave birth
to “the wrong child.” This was the second full-
term pregnancy for the couple. The couple had
undergone an unsuccessful in vitro fertiliza-
tion (IVF) cycle in October 2018. The next IVF
cycle in 2019 led to the birth of a daughter on
September 24, 2019, who is the subject of this
case.’

At the time of birth, the couple suspected
something was wrong because the baby had
“jet-black hair and a complexion that was
darker” than their complexions. The couple
eventually obtained a DNA test, which con-
firmed in November 2019 that this was not their
biological child.!

A few weeks later, they learned that
another woman who went to the same IVF clinic
gave birth to a female baby 1 week after their
daughter was born. Similarly, that baby did not
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resemble the parents, and DNA testing con-
firmed the baby belonged to the first couple. The
couples ultimately exchanged the babies.!

The legal claim filed against the IVF center
and its owner (an obstetrician) was for breach
of contract, medical malpractice, and infliction
of emotional distress, including experiencing
“disassociation” on the part of the couple(s).
Each couple felt they did not get to experi-
ence the birth of their biological child, and, of
course there was considerable distress in the
process of learning that the child was not theirs
and exchanging the birth child for the biologi-
cal child. In addition, the couple who filed the
suit had another child (now age 7 years), who
begged them to keep the baby to whom they
gave birth. The couple also reported experienc-
ing panic attacks as a result of the events.!

Medical considerations
As 0f2018, more than 8 million IVF babies had
been born, with the first in 1978 in the United
Kingdom.? Advances in science and technol-
ogy have improved the process. Storage tanks
now have alarms and several safeguards to
monitor thelevel ofliquid nitrogen and imme-
diately notify key personnel if levels are low
(FIGURES 1 and 2). Preimplantation genetic
testing is also readily available to assess the
embryo prior to transfer into the uterus and
identify various genetic problems.
Guidelines for embryo strawlabelling are
provided by the College of American Patholo-
gists and the Centers for Disease Control and
Prevention. The American Society for Repro-
ductive Medicine (ASRM) also provides
guidelines. When an error occurs, disclosure
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is recommended and ethical and legal coun-
sel should be involved. Failing to disclose can
lead to professional penalties.*

Unfortunately, despite these advances
and guidelines, embryo mix-ups like the one
in the above case do occur and receive pub-
lic notice (See “Cross country embryo mix-
up cases” on page 41).5 A report from the
University of Nevada assessed liability for
embryo mix-ups in US fertility practices from
2000 to 2020.” They evaluated 184,015 IVF
cycles with 176 claims. Payments were made
to plaintiffs in 21 cases, resulting in $15 mil-
lion of awarded damages (average award was
$199,188).” The most common problem was
in the embryology laboratory with an over-
all incidence of 0.03% of the total number of
IVF cycles.” To avoid damages, the authors
emphasized the importance of following
labeling guidelines when storing embryos,
considering a 2-step read-back method prior
to embryo transfer, and offering genetic test-
ing when a discrepancy is noted in the record
(TABLE, page 40).”

Other medical liability considerations

Embryo mix-ups are not the only source of
problems and potential liability in IVE. At the
2021 Association of Sexual and Reproduc-
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tive Medicine Annual Meeting, Applebaum
et al presented results from a comprehensive
review of malpractice litigation involving IVF
in the United States.® Using the legal database
NEXIS Uni they identified 50 cases between
1986 and 2020 (32% of which were filed in
New York state). Common thematic elements
among patient allegations were embryology
errors (eg, lost or destroyed embryos or incor-
rect sperm or egg donor), errors in preimplan-
tation genetics, surgical or medical errors/
complications, or misdiagnosis (eg, sexually
transmitted disease screening or malignancy).®
Overall, the most common plaintiff complaint
was negligence (26 cases) due to informed
consent-related issues (9 cases), wrongful life
or birth (9 cases), or negligent or intentional
infliction of emotional distress (5 cases).®

In 48% of cases, the verdict was in favor
of the defendant; it was for the plaintiff in
36% of cases and ongoing proceedings or
partial judgement accounted for the remain-
ing cases.! Damages ranged from $4,171.45 to
$50 million. The authors emphasized specific
defense strategies, including the importance
of careful labeling and handling of embryos,
prompt disclosure when an error does occur,
and awareness of the specific state statute(s)

oflimitations for medical malpractice claims.? CONTINUED ON PAGE 40
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CONTINUED FROM PAGE 39

TaBLE IVF practice suggestions®

Develop and implement standardized labeling policies and strategies

Foster strong communication between the embryologist and
reproductive endocrinologist

Employ a 2-person verification step or read-back method immediately
before embryo transfer

Disclose information in a timely manner to all patients in cases of
embryo mix-up

Review all patients potentially impacted when a mismatched embryo is
identified

Consider offering genetic testing to all patients with any discrepancy
found in their record

Establish IVF practices as a separate, independent business entity such
as a limited liability company or professional limited liability company

Add embryologists, laboratory directors, and other non-physician staff
under a rider to the IVF clinic’s or physician’s malpractice policy by
adding an endorsement to the policy

Accepting an offer to settle for policy limits helps deter the risk of
financial liability if the case goes to trial and the award amount exceeds
policy limits

Abbreviation: IVF, in vitro fertilization.

Legal considerations

The case at the beginning of this article is
a “mix-up” case, in which an IVF center
implanted the wrong embryo, resulting in
the birth parents not being the biological
parents.! As in that case, there may be (but
are not always)®® 2 mix-ups, so that 2 couples
have each other’s biological children. These
cases may go unnoticed by the birth parent
if the physical appearance is not unexpected
and the parents never do genetic testing, or if
the IVF center does not discover the error and
inform the parents. Infrequently the cases

make the news or the courts.!!!

News accounts are not trials, and we
do not suggest that all the facts discussed in
news reports on the case described here are
complete—or even accurate in the details
reported. They are generally 1-sided, so there
are other perspectives. To consider the legal
issues, however, we will assume for discus-
sion only that the facts are as they have been
reported in the news coverage—with the
understanding that the discovery and trial
processes would undoubtedly bring to light

many other important facts or corrections.
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Negligence

Although there are several potential bases
for liability (ie, contract or warranty claims,
a form of product liability/defect) in mix-up
and other artificial reproductive technology
(ART), negligence or malpractice seem most
likely.’? “Negligence” here is intended to be
simple negligence but may also include gross
negligence or recklessness.

Although the incidence of errors in ART
is unknown, there is limited evidence that
suggests it is not a rare event. One study sug-
gested >20% of fertility clinics knew of errors
in processing or handling donor samples and
embryos for implantation.”® Another study in
the United Kingdom found that 1 in 1,000 IVF
embryos were implanted in the wrong woman.**
Was there negligence? The first question
in a malpractice or negligence-type action is,
was there a professional relationship between
the plaintiff who is claiming harm and the
professional or organization defendant? The
next question is whether the defendant was
reasonably careful given the circumstances—
that is, did the physician meet the “standard
of care”? This is sometimes described as
whether the professional’s actions would be
acceptable (ie, reasonably prudent within the
profession or specialty). If there was negli-
gence, then the next question is, did that neg-
ligence cause an injury to the plaintiff?'®
Determining the standard of care. The
nature of the expected standard of care is
dependent, in part, on the potential conse-
quences of an error. For example, the care
required when there is a significant risk of death
from an error would be considerably more cau-
tious than for an error that might result in small
property damage. In this case study, a mix-up
error is likely to be less severe than death, but
is very substantial in terms of emotional harm
and disruption. Thus, considerable care and
attention would be expected to avoid these
errors. They should be a “never” event. Institu-
tions and physicians should give considerable
attention to their processes and procedures to
avoid the possibility of a mix-up error.'®
Where did the negligence occur? There
is an old tort doctrine “Res ipsa loquitor’
(RIL) that means, “The thing speaks for itself”
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Although there are several technical rules
around the application of RIL as a presump-
tion of negligence, it comes down to the prop-
osition that some injuries do not occur without
negligence. A traditional medical example is
the sponge left in a patient during surgery—
ordinarily that does not happen without some
negligence. For RIL to be applied, usually the
mechanism by which the injury occurred had
to be under the control of the defendant (or the
agents of the defendant).

The “mix-up” of embryos is an example
of the kind of error that would notlikely occur
without negligence.'” But the embryo may not
be in the exclusive control of any 1 institution.
For example, the mistake could be made by
the IVF center (or its employees), a separate
facility that has processed or cryogenically
stored the genetic materials, and indepen-
dent physicians (not employees or agents of
the center). Therefore, it is necessary to pin-
pointwhere the negligence occurred and who
is legally responsible. In some cases, a health
care provider must take steps to ensure that
its contractors have sufficient safeguards to
avoid unnecessary harms. For example, an
IVF center that uses an external cryogenic
storage facility may have some obligation to
know that the genetic material returned to
the center is the same material that the center
provided the storage facility in the first place
and is properly identified.'®

Assessing damages

From the facts as we have them, it appears
that there must have been negligence that
caused the mix-up of the embryos in the
original case. It also appears reasonably clear
that the negligence resulted in harm to both
sets of parents and their families. This would
suggest that the families should recover sub-
stantial damages. But that, somewhat sur-
prisingly, may not be the case.' Several legal
principles may limit the availability or size
of damages in mix-up cases. Also, it is worth
remembering that there are differences in
how states treat the different types of dam-
ages in these cases. Although the case was
filed in California, we’ll take a more national
view of the damages issue.
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Cross country embryo mix-up cases

More than 2 couples

In a second case from California, a couples’ son was born to another
couple in New York—along with another boy from a third couple.

The woman in New York thought she had carried biological twins but
genetic testing confirmed the twins were not related to the couple or
to each other (the second couple filed a separate medical malpractice
and negligence lawsuit in New York). All 3 couples had sought care
at the same IVF clinic. The babies were eventually returned to their
biological parents.!

Different races

In a New York case, a Korean couple had twin White boys after
consenting to a single embryo transfer. Meanwhile a couple in Los
Angeles who went to the same in vitro fertilization clinic gave birth

to a child that did not match their appearance. Both couples had
undergone embryo transfers on the same day. The court arranged for
the Korean couple to surrender their twins to their biological parents
when they were 6 months of age in exchange for their biological
child.?
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Not all harm is treated as equal. The
first problem facing plaintiffs in mix-up
cases may be the fact that they have suffered
only emotional harm, without any physical
injury. Traditionally, the courts have been
reluctant to allow recovery in negligence
for purely emotional injuries. Also “inten-
tional” infliction of emotional distress does
permit financial recovery, but generally
“negligent” infliction of emotional harm tra-
ditionally has not. In part, this was because
of the fear of unwarranted (and difficult-
to-assess) claims of emotional harm that
are not related to a physical harm. Some
states developed a “zone of danger” excep-
tion (eg, where someone was almost hit by
a car) or allowed some emotional injury
recovery if there were “physical manifes-
tations” of the emotional harm. In short,
depending on the state’s rules, negligence
that causes purely emotional harm may not

be compensable.” CONTINUED ON PAGE 42
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FAST
TRACK

When assessing
damages for
embryo “mix-up”
cases, emotional
and physical
injuries as well
as institutional
negligence is
assessed by

the court

State-based malpractice “caps.” Another
limitation on emotional injuries is the “caps”
on malpractice damages enacted by several
states (including California, where this mix-
up case occurred). Therefore, if a mix-up case
is determined to be a malpractice case under
state law, emotional suffering damages (which
are non-economic damages) may be limited
to the cap—$250,000 in California, for exam-
ple—even if the state allows damages for emo-
tional injuries without physical injuries.

The rare exception. Very carelesslabeling or
handling of the identity of the embryo could
atthe extreme be considered gross negligence
or recklessness. There are relatively inexpen-
sive and easy procedures that could easily
avoid what is likely to be significant harm
to families (including emotional upset).?!
Institutions that callously fail to use those
procedures might be seen by some courts as
reckless, or in outrageous cases, even inten-
tional. An example would be the University
of California Irvine Center for Reproductive
Health case, in which physicians intention-
ally (without consent) used patients’ ova,
fertilized them, and then implanted them in
other patients, with at least 15 births, many
lawsuits, and multimillion dollar settle-
ments.”? In “intentional” cases, limitations
on emotional injuries would usually not be
major barriers to recovery of damages. How-
ever, those are legal stretches, and recovery is
the exception rather than the rule.®

Additional legal concerns with IVF
Reproduction negligence cases include a
large range of errors and injuries—not just
embryo mix-ups. Courts have struggled with
when it is appropriate to allow damages, even
when there have been clear injuries. For the
most part courts have been reluctant to find
liability in many areas of new IVF technol-
ogy."? One problem in determining how to
assess damages is determining how inciden-
tal benefits should be used to offset some or
all of the damages. For example, how should
the joy of having a child offset the costs of
raising the child?

There are more than a dozen kinds of
current and likely future claims arising from
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problems with ART. Itis tempting to conclude,
“Oh, what a tangled legal web we weave when
first we practice to artificially conceive.” There
are various groupings of such claims, with
several examples of cases presented in this
article. It is not possible to consider those in
detail in this article. As a general proposition,
however, “our legal system treats wrongfully
disrupted plans concerning reproduction like
one of those life adversities that people are
expected to abide without remedy."*

This is not to say, however, that there is
no compensation for IVF-related injuries.
Applebaum and colleagues found more than
100 cases in the 35 years covered by the study
(1984-2020).® However, only 50 of those cases
fit the criteria for inclusion in their data. The
successful cases for the plaintiffs involved
medical or surgical error, while it appeared
that various forms of wrongful life or birth were
much less successful. It would be a mistake to
conclude from these data that there are not,
and will not be, meaningful risks of liability in
the areas of IVF and ART more generally.

First, claims that fit with existing legal
doctrine are producing liability. About half
of the claims (25 over the 34 years) exam-
ined by Applebaum et al resulted in liability.
Admittedly, that number was small because
ART use was increasing. Where the claims
fit well-recognized legal forms of damages
and forms of action (primarily negligence),
the liability could be substantial. A remark-
able example of this is the case of Wuth v
Lab. Corp (see “Liability for genetic testing
errors”),? which was the largest verdict ($50
million) in the Applebaum and colleagues’
study.® The large verdict was due to the
failure of the testing company and a medi-
cal center to properly perform and assess a
genetic test, which resulted in the birth of
a child with an unbalanced chromosome
translocation.>*® The child’s serious dis-
abilities would require a great deal of expen-
sive care. Although the jury held the testing
laboratory and medical center liable, they
did not find liability against the physician.
Ultimately, this case would be consid-
ered a failure of genetic testing rather than
an IVF case.
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Future challenges
The future is likely to bring substantially
expanded IVF/ART liability for several rea-
sons. ART is becoming more common.
Although courts have struggled with how to
apply existing liability rules to the new tech-
nologies and related novel legal claims, the
absence of established legal principles into
which IVF injuries fit will not last forever.
The legal system eventually finds ways of
adjusting old rules or adopting new ones to
cover injuries from new technology.
Although IVF injuries that most people
feel deserve compensation currently are
not cognizable in law, that will undoubtedly
change. Either the courts will find new ways
of assessing ART claims, or state legislatures
and Congress will step in with legislation. To
date, Congress has been relatively “hands
off” on the ART processes, with the Fertility
Clinic Success Rate and Certification Act of
1992 being a notable exception.?* This law
requiresART programstoreportsuccessrates
and directs the Centers for Disease Control
and Prevention (CDC) to publish reported
success rates and laboratory incidents. It
also establishes a model state laboratory
certification program.* The CDC has an out-
line of the work under the statute,?® as well as
state-specific data regarding ART?#" and lists
of publications in key areas.? In addition
there are various state laws related to record-
keeping, donor qualifications, licensing, and
family law issues. Ultimately, physicians,
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