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the Supreme Court of Alabama trampled on the
fundamental due process protections that animate
the Fourteenth Amendment to the United States
Constitution. That court’s failures implicate questions
of exceptional importance related to the constitutional
due process rights of each and every individual or
entity, across the country, that finds themselves a
litigant in a state or federal courtroom. Both issues are
presented here and have been pressed or passed upon
by the Supreme Court of Alabama. This Court should
grant certiorari.

OPINIONS BELOW

The opinion of the Supreme Court of Alabama, with
concurrences and dissent (Pet.App.1a—-103a), is reported
at 2024 WL 656591. The Supreme Court of Alabama’s
denial of Petitioners’ application for rehearing, with
dissent (Pet.App.104a—-107a), is reported at 2024 WL
1947312. The opinion and order of the Circuit Court
of Mobile County, Alabama (Pet.App.108a—118a) is
unreported.

JURISDICTION

The Supreme Court of Alabama issued its decision
on February 16, 2024. Pet.App.la—20a. Petitioners
timely filed an application for rehearing with that
court on March 1, 2024. The Supreme Court of Alabama
denied Petitioners’ timely application for rehearing on
May 3,2024. Pet.App.104a—107a. This Court’s jurisdic-
tion is invoked under 28 U.S.C. § 1257(a).
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CONSTITUTIONAL, STATUTORY, AND
REGULATORY PROVISIONS INVOLVED

The Due Process Clause of the Fourteenth Amendment
to the United States Constitution provides, in relevant
part:

No State shall make or enforce any law which
shall abridge the privileges or immunities of
citizens of the United States; nor shall any
State deprive any person of life, liberty, or
property, without due process of law|[.]

STATEMENT
I. Factual Background

In 2013, Respondents underwent in vitro fertiliza-
tion (“IVF”), performed by Petitioner The Center For
Reproductive Medicine, P.C. (“CRM”), followed by
implementation and subsequent cryopreservation of a
number of embryos which had been fertilized in vitro.
At that time, Respondents expressly acknowledged, as
-part of that care, that during the IVF process “multiple
eggs (oocytes) are often produced during ovarian stimu-
lation” such that “there are more embryos available
than are considered appropriate for transfer.”
Pet.App.142a. Between 2013 and 2015, as part of their
receiving IVF services from Petitioner CRM, the
Respondents entered several agreements in which
they consented to the IVF procedures; chose to harvest
and fertilize all available eggs (i.e., more than could be
implanted at one time); acknowledged the risks and
limitations of IVF and cryopreservation, as well as the
risks and limitations of the thawing process following
cryopreservation; and agreed to how and when the
frozen embryos could be disposed. These agreements
expressly acknowledged that frozen embryos do not
always survive the process of freezing and thawing,
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and Respondents expressly chose to permit Petitioner
CRM to destroy their unused cryopreserved embryos
after five years. See Pet.App.264a.

On December 20, 2020, more than five years after
Respondents signed these agreements—and years
after they successfully underwent several implanta-
tions, which resulted in the birth of three children—a
patient then admitted at Petitioner Mobile Infirmary
Medical Center (“MIMC”) left their room in MIMC’s
hospital area, gained unauthorized access to Petitioner
CRM’s cryogenic embryo storage area in its facility
within the hospital, removed several then-frozen
embryos including a remaining, unused embryo of
Respondents, causing it to thaw and therefore be
destroyed. Pet.App.260a—261a.

I1. Procedural Background

In 2021, Respondents brought suit in the Circuit
Court of Mobile County, Alabama, against Petitioners
CRM and MIMC (collectively, “Petitioners”), alleging,
among other things, that Petitioners’ negligence
resulted in the “wrongful death” of their minor child
(that is, the frozen, unused embryo Respondents had
been storing with Petitioners for over five years), in
violation of Alabama’s civil wrongful death statute. See
Pet.App.261a-263a.

On November 22, 2021, Petitioners moved to dismiss
certain claims in Respondents’ First Amended Complaint,
arguing, in part, that Respondents lacked standing to
bring such claims. See Pet.App.258a—336a. In their
motion to dismiss, Petitioners maintained that Respond-
ents did not have standing to prosecute the case
because the claims were “[s]peculative and based upon
a loss of chance” of a frozen embryo progressing to
produce a pregnancy, and because Respondents
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authorized the disposal of any remaining embryo after
five years (a time period which expired prior to the
accident at issue). Pet.App.272a. As such, Respondents
“lack[ed] standing to assert a claim as ‘parents’ before
placement of the pre-embryos in utero, and the frozen,
pre-implantation embryos lack[ed] standing, as they
are not ‘persons’ under the law.” Pet.App.272a.

On April 13, 2022, in its order on Petitioners’ motion
to dismiss, the Circuit Court of Mobile County,
Alabama, dismissed two of Respondents’ three claims.
Pet.App.108a—118a. The circuit court did not address
Petitioners’ standing argument, dismissing the claims
on other grounds.

On October 20, 2022, Respondents appealed the
decision of the circuit court to the Supreme Court of
Alabama. Pet.App.124a—163a. In their responsive briefing
on appeal, Petitioners renewed their standing arguments,
highlighting again the “speculative nature of whether
a fertilized embryo will probably progress to produce a
pregnancy,” an uncertainty that Respondents had
acknowledged in the contracts they had previously
signed and, as referenced above, which instructed
Petitioners to destroy Respondents’ cryopreserved
embryos after five years. Pet.App.186a. As such,
Petitioners’ papers before the Supreme Court of
Alabama underscored the “inconsistent nature of
[Respondents’] claims and their flawed standing to
bring [their] claims.” Pet.App.200a. On this issue,
Petitioners again argued that it was “truly incon-
sistent for [Respondents] to insist that the loss of their
cryopreserved embryo should be deemed a killing or
homicide, when it is undisputed” that Respondents
themselves opted to inseminate more eggs than
they were potentially planning to have implanted;
Respondents took the position they may not ever have
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opted to implant their remaining cryopreserved
embryo; and Respondents were given, and exercised,
the option of choosing disposal of unused embryos in
the event of the passage of a certain number of years—
the latter of which occurred, yet served as the basis for
Respondents’ original lawsuit. Pet.App.217a.

Although the circuit court had not addressed
Respondents’ standing, Petitioners on appeal reiterated
that “[t]here is nothing preventing a trial court from
dismissing a case when [the record] . . . demonstratels]
a lack of standing” which equates to a lack of subject
matter jurisdiction, and that Respondents’ suggestion
otherwise “is incompatible with Alabama and federal
law.” Pet.App.203a.

On February 16, 2024, the Supreme Court of Alabama
issued its opinion reversing the circuit court’s
dismissal of Respondents’ wrongful death claims. See
Pet.App.1a—20a. As in the circuit court, the Supreme
Court of Alabama ruled on the merits of the action
without addressing Petitioners’ arguments regarding
Respondents’ standing (or, lack thereof).

In its decision, the Supreme Court of Alabama
“shockled]” citizens and the medical community by
holding that frozen embryos are “minor children” for
purposes of Alabama’s civil wrongful death statute,
thus subjecting individuals and entities—including
Petitioners—to the potential of punitive damages for
the destruction of those embryos. Pet.App.106a (Sellers,
dJ., dissenting). In so deciding, the Supreme Court of
Alabama bucked the commonsense understanding of
the statute on which Alabama’s IVF providers (and
recipients) had come to rely and broke with every court
in the United States to have considered similar issues.
See Pet.App.63a, 96a (Cook, J., concurring in part and
dissenting in part) (“Not a single state has held that a
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wrongful-death action (or a criminal-homicide action)
can be brought for the destruction of a frozen embryo.”).

Following the Alabama Supreme Court’s remarkably
unexpected decision, Petitioners filed an application
for rehearing with that court. The Alabama Supreme
Court denied Petitioners’ application for rehearing on
May 3, 2024. Pet.App.104a-107a. Two justices
dissented from the denial. Justice Sellers authored a
dissenting opinion based, in part, on the fact that
“[tlhe majority opinion on original submission had
significant and sweeping implications for individuals
who were entirely unassociated with the parties in the
case,” and “[blecause those individuals never had an
opportunity to submit briefs in this case to explain
their positions and the law supporting them, [and
because] they now have a new regime that has been
forced upon them for which they had neither input, nor
redress, nor a hearing.” Pet.App.106a.

The case was then remanded to the circuit court,
Pet.App.121a-122a, where Petitioners sought a stay of
the proceedings pending the outcome of this petition
for certiorari. As of this filing, there has been no ruling
on the motion to stay.

In this petition, Petitioners assert that the Supreme
Court of Alabama’s unprecedented decision violates
Petitioners’ Fourteenth Amendment due process right
that they be provided fair notice that their conduct—
i.e., alleged negligence resulting in the destruction of
frozen embryos—could have resulted in punitive
liability under Alabama’s civil wrongful death statute.
Petitioners also assert that the Supreme Court of
Alabama has deprived Petitioners (and other, non-
represented parties) of their Fourteenth Amendment
due process rights by failing to consider whether
Respondents had adequate standing to bring suit. See
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generally 28 U.S.C. § 1257(a) (granting Supreme Court
jurisdiction to review a state court judgment that
addresses a contention that a title, right, privilege or
immunity is “set up or claimed under the Constitution”).

Although litigation is ongoing, the judgment of the
Supreme Court of Alabama is a final judgment for
purposes 28 U.S.C. § 1257(a) and subject to this Court’s
review. See, e.g., Flynt v. Ohio, 451 U.S. 619, 620 (1981);
see also, e.g., Cox Broadcasting Corp. v. Cohn, 420 U.S.
469, 479-86 (1975) (holding that a decision may be
deemed final, even where the litigation is ongoing,
where the question presented for Supreme Court review
will require a decision regardless of the merits of the
underlying action, and where “additional proceedings
would not require the decision of other federal
questions that might also require review by the
Court”). As in Brady v. Maryland, the federal due
process issues have been finally decided by the Supreme
Court of Alabama and will require this Court’s inter-
vention regardless of the outcome of any ancillary
state-court proceedings. 373 U.S. 83, 83—-90 (1963); see.
also, e.g., Cox Broadcasting, 420 U.S. at 480 (discussing
Radio Station WOW, Inc. v. Johnson, 326 U.S. 120
(1945) (Court reviewing intermediate decision of state
supreme court notwithstanding ongoing state process)).
Critically, the constitutional questions presented here
are “too important to be denied review” and are
altogether “independent of the cause itself” such that
“appellate consideration [need not] be deferred until
the whole case is adjudicated.” Loc. No. 438 Constr.
Laborers’ Union v. Curry, 371 U.S. 542, 549 (1963)
(holding that, even where the ultimate action has not
been conclusively resolved, the Supreme Court may
consider intermediate state court decisions implicat-
ing important federal issues).
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Furthermore, the questions for which Petitioners
seek a writ of certiorari were both “pressed,” and the
second question presented “passed upon,” by the
Supreme Court of Alabama. Bankers Life & Casualty
Co. v. Crenshaw, 486 U.S. 71, 79 (1988). At both the
circuit and appellate levels, Petitioners argued that
the interpretation of Alabama’s civil wrongful death
statute for which Respondents advocated, and that the
Alabama Supreme Court ultimately adopted, was
contrary to any logical, well-founded expectation about
the administration of Alabama’s statutory scheme
and unsupported by both Alabama and nationwide
precedent. And, at both the circuit and appellate levels,
Petitioners raised the standing issue that serves as the
basis for the second question presented in this
petition. See Mut. Life Ins. Co. v. McGrew, 188 U.S. 291,
307 (1903) (the claim to be reviewed may be raised in
any action on the record); Hemphill v. New York, 595
U.S. 140, 148 (2022) (“No particular form of words or
phrases is essential for satisfying the presentation
requirement, so long as the claim is brought to the
attention of the state court with fair precision and in
due time.” (internal quotation marks omitted)). Despite
being raised repeatedly in the Alabama proceedings,
the Supreme Court of Alabama did not address the
standing issue. See generally McGoldrick v. Compagnie
Generale Transatlantique, 309 U.S. 430, 434-35 (1940)
(the Court will consider a claim if it was raised, or,
alternatively, if it was squarely considered and resolved
by the state court).

REASONS FOR GRANTING THE PETITION

The Supreme Court of Alabama’s decision implicates
two important questions of constitutional law. First,
the Supreme Court of Alabama “shock([ed]” Petitioners
and onlookers alike when it held that unimplanted, in
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vitro embryos constitute “minor children” for the
purposes of Alabama’s civil wrongful death statute,
thus subjecting providers of critical reproductive
services to the possibility of unprecedented punitive
damages for the virtually inevitable loss of some
fertilized eggs or eventual destruction of unused embryos.
Pet.App.106a (Sellers, J., dissenting). Not only is the
Alabama Supreme Court’s decision wrong, but it is so
egregiously unwarranted in its creation of new, spring-
ing liability that it violates the fair notice requirements of
the Due Process Clause of the Fourteenth Amendment.
Second, the Supreme Court of Alabama ignored
Petitioners’ arguments and violated their Fourteenth
Amendment due process rights by failing to guarantee
that Respondents have a “personal stake in the
outcome of” the case at bar. Baker v. Carr, 369 U.S. 186,
205 (1962). This Court should grant certiorari to
resolve these significant questions of constitutional
law, both of which implicate due process protections
vital to the American judicial system, and one of which
was entirely ignored by the Supreme Court of Alabama.

I. This Court Should Decide Whether A State
Supreme Court’s Unprecedented and
Unwarranted Interpretation Of A Statute
Can Violate Due Process and Fair Notice
Rights Guaranteed By The Fourteenth
Amendment.

A. This Constitutional Issue Is Exceptionally
Important.

The Due Process Clause of the Fourteenth Amendment
provides that no State shall deprive any person of life,
liberty, or property, without due process of law. U.S.
Const. amend. XIV, § 1. This requires that laws provide
citizens fair notice of conduct that is prohibited. See
United States v. Williams, 553 U.S. 285, 304 (2008);
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Citizens United v. Schneiderman, 882 F.3d 374, 389
(2d Cir. 2018) (“[Tlhe Due Process Clause of the
Fourteenth Amendment mandates that ‘laws which
regulate persons or entities must give fair notice of
conduct that is forbidden or required.”); Johnson v.
United States, 576 U.S. 591, 620 (2015) (discussing
same); Cotriss v. City of Roswell, No. 19-12747, 2022 WL
2345729, at *5 (11th Cir. June 29, 2022) (discussing
same). “A fundamental principle in our legal system is
that laws which regulate persons or entities must give
fair notice of conduct that is forbidden or required.”
FCC v. Fox TV Stations, Inc., 567 U.S. 239, 253 (2012).
“[A] statute which either forbids or requires the doing
of an act in terms so vague that men of common
intelligence must necessarily guess at its meaning and
differ as to its application, violates the first essential
of due process of law.” Connally v. General Constr. Co.,
269 U.S. 385, 391 (1926); see also, e.g., Papachristou v.
Jacksonville, 405 U. S. 156, 162 (1972) (“Living under
a rule of law entails various suppositions, one of which
is that ‘[all persons] are entitled to be informed as to
what the State commands or forbids.” (quoting Lanzetta
v. New Jersey, 306 U.S. 451, 453 (1939) (alteration in
original)). It is essential that “regulated parties . . . know
what is required of them so they may act accordingly.”
Fox TV, 567 U.S. at 240. Indeed, “the due process
protection against vague regulations ‘does not leave
[regulated parties] . . . at the mercy of noblesse oblige.”
Id. at 241 (quoting United States v. Stevens, 559 U.S.
. 460, 480 (2010)). With fundamental notions of fairness
in mind, it is imperative that “[v]lague laws [not] trap
the innocent” by failing to “provide fair warning.”
Grayned v. City of Rockford, 408 U.S. 104, 108 (1972).

While particularly salient in matters of criminal
liability, fair notice is also a foundational civil due
process right. See, e.g., Johnson, 576 U.S. at 595 (“The
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prohibition of vagueness in criminal statutes is a well-
recognized requirement, consonant alike with ordinary
notions of fair play and the settled rules of law, and a
statute that flouts it violates the first essential of due
process.” (internal quotation marks omitted)). Indeed,
the Court has recently balked at efforts to adopt a
“less-than-fair-notice standard for civil cases”: “This
Court has already expressly held that a ‘stringent
vagueness test’ should apply to at least some civil
laws[,] [and] [t]his Court has made clear, too, that due
process protections against vague laws are ‘not to be
avoided by the simple label a State chooses to fasten
upon its conduct or its statute.’...So the happen-
stance that a law is found in the civil or criminal part
of the statute books cannot be dispositive.” Sessions v.
Dimaya, 584 U.S. 148, 183-84 (2018) (Gorsuch, J,,
concurring) (quoting Giaccio v. Pennsylvania, 382 U. S.
399, 402 (1966)). This is particularly true where, as
here, a civil statute subjects violators to punitive
damages. Sessions, 584 U.S. at 184 (Gorsuch, J.,
concurring) (noting that “today’s civil laws regularly
impose penalties far more severe than those found in
many criminal statutes” and that “punitive civil
sanctions [are] rapidly expanding” (internal quotation
marks omitted)).

The Fourteenth Amendment’s fair notice requirement
is not ephemeral or superfluous. The principle of
adequate warning “isn’t about indulging a fantasy. It
is about protecting an indispensable part of the rule of
law—the promise that, whether or not individuals
happen to read the law, they can suffer penalties only
for violating standing rules announced in advance.”
Wooden v. United States, 595 U.S. 360, 390-391 (2022)
(Gorsuch, J., concurring). As such, it is well established
that “fair warning should be given to the world in a
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language that the common world will understand.”
McBoyle v. United States, 283 U.S. 25, 27 (1931).

B. This Important Issue Is Directly
Implicated By This Case.

In holding that an unimplanted, in vitro embryo
constitutes a “minor child” for purposes of Alabama’s
civil wrongful death statute and thereby imposing civil
penalties on individuals and entities for the intentional
or negligent destruction of such embryos, the Supreme
Court of Alabama has violated bedrock fair-notice
requirements that Fourteenth Amendment due process
guarantees.

Prior to the Supreme Court of Alabama’s decision,
there was only one possible understanding of the civil
wrongful death statute with respect to IVF— it did not
apply to unimplanted, in vitro embryos. First, a common-
sense reading of Alabama’s civil wrongful death statute
compels that interpretation, which is supported by a
lineage of the Alabama Supreme Court’s own precedent.
For example, when interpreting the meaning of the term
“minor child” in civil wrongful death actions, the Alabama
Supreme Court has historically relied on Alabama’s
criminal Homicide Act and has “repeatedly . . . empha-
sized the need to establish congruence between the
criminal law and [Alabama’s] civil wrongful death
statutes.” Mack v. Cormack, 79 So. 3d 597, 602, 611
(Ala. 2011); see also, e.g., Stinnett v. Kennedy, 232 So.
3d 202, 215 (Ala. 2016) (“borrowing the definition of
‘person’ from the criminal Homicide Act to inform as
to who is protected under the civil Wrongful Death Act
malkes] sense”). Critically, Alabama’s criminal homicide
offenses do not apply to unimplanted, in vitro embryos.
The state’s homicide statutes explicitly limit the
definition of unborn “persons” to those “in utero.” See,
e.g., Mack, 79 So. 3d at 600, 610-11. Petitioners have
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moderated their conduct to comport with that common-
sense legal framework since they began offering IVF
services in Alabama. Unsurprisingly, for years, those
services—and the attendant destruction of unused
embryos that IVF necessitates—went unchallenged.

In undergoing their own IVF treatment, Respondents,
too, have fashioned their own conduct around the
understanding that Alabama’s civil wrongful death
statute would not apply to the destruction of unimplanted
embryos. They themselves opted to inseminate more
eggs than they were potentially planning to have
implanted, and, further, contracted for Petitioners to
destroy their unused embryos after a period of years.
See Pet.App.217a. It is wholly inconsistent for
Respondents to argue, then, as they have in the
Alabama proceedings, that Alabama’s civil wrongful
death statute applies to the destruction of cryopreserved
embryos—an outcome to which they had previously
assented.

The Alabama Supreme Court’s decision flips the
longstanding norm against civil liability (on which
Petitioners and many other Alabama citizens have
relied) on its head. In its decision, the Alabama
Supreme Court redefined and drastically expanded
the definition of the term “person”; destroyed the
congruence between Alabama’s civil and criminal
statutes that it previously insisted upon and that has
long informed Petitioners’ conduct; and, in doing so,
usurped the legislature’s role of resolving such
significant statutory ambiguities.

It is plain that Petitioners had no “fair warning” or
“fair notice” that the destruction of unimplanted
embryos could subject them to civil liability under the
wrongful death statute. See Cotriss, 2022 WL 2345729,
at *16. As a result of the Alabama Supreme Court’s
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decision, Petitioners inherited responsibility of ensuring
the wellbeing of thousands of unused embryos in their
possession—under threat of punitive damages. This
sort of unprecedented and consequential “policy matter[]”
belongs with lawmakers, not “judges[] and juries for
resolution on an ad hoc and subjective basis.” Grayned,
408 U.S. at 109. If the people of Alabama wanted to
effectively curtail IVF services in the state, they could
have sought to do so with the clarity and foresight that
the Constitution demands of their representatives in
the legislature. Springing a drastic statutory about-
face on the parties in this case, as the Supreme Court
of Alabama has done, is a task far removed from that
court’s judicial role and is contrary to the fair notice
principles that underpin the Fourteenth Amendment
and our system of justice.

Second, Petitioners’ commonsense understanding
(that they would not be subject a claim for wrongful
death for the destruction of pre-implantation embryos)
is bolstered by the nationwide acceptance that pre-
implantation embryos are not, and have never been,
properly characterized as “persons” for purposes of
criminal or civil liability. Not a single court in the
United States has held to the contrary without clear
legislative language specifying that extra-uterine
fertilized embryos are statutorily defined “persons.”
See, e.g., Jeter v. Mayo Clinic Ariz., 121 P.3d 1256 (Ariz.
Ct. App. 2005); Miller v. Am. Infertility Grp. of Ill., 897
N.E.2d 837 (Ill. Ct. App. 2008); Penniman v. Univ.
Hospitals Health Sys., Inc., 130 N.E.3d 333 (Ohio Ct.
App. 2009); Inst. for Women’s Health PL.L.C. v. Imad,
No. 04—05-00555—-CV, 2006 WL 334013 (Tex. Ct. App.
2006); McQueen v. Gadberry, 507 S.W.3d 127 (Mo. Ct.
App. 2016); Davis v. Davis, 842 S.W.2d 588, 594 (Tenn.
1992). Compare, e.g., S.D. Codified Laws § 22-1-2 (defining
“unborn child” as “an individual organism . . . from
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fertilization to until live birth”), with Ga. Code Ann.
§ 1-2-1 (defining “person” as a human being “at any stage
of development who is carried in the womb”). On this
issue, Alabama stands conspicuously alone.

Third, that the Supreme Court of Alabama defied
the reasonable expectations of Alabama citizens is
evident by the decision’s immediate aftermath. Just
weeks after the Supreme Court handed down its
ruling, Alabama lawmakers scrambled to pass a bill
“to provide civil and criminal immunity for death or
damage to an embryo to any individual or entity when
providing or receiving services related to in vitro
fertilization.” Ala. Code §§ 6-5-810, 811. Although the
bill applied retroactively, it carved out ongoing
lawsuits. But in any event, the statutory immunity is
tenuous: Respondents have already filed motions in
the circuit court seeking to have the new statute
declared unconstitutional.

In sum, the Alabama Supreme Court’s unwarranted
interpretation of the civil wrongful death statute—and
subsequent implication of civil liability—makes it
such that, pre-decision, Petitioners lacked any “fair
notice [that their] conduct” was, or could have been,
forbidden. Schneiderman, 882 F.3d at 389 (quoting Fox
TV, 567 U.S. at 253). Members of the Supreme Court
of Alabama acknowledged as much. In his dissenting
opinion on Petitioners’ application for rehearing,
Justice Sellers wrote:

One of the cardinal rules of jurisprudence is
that judicial decisions should follow reason
and logic so that no one is ever truly surprised
by them. Indeed, an important role of the
judicial branch is to ensure that the rules
governing society create stability and certainty
that comport with the English concept of ‘the



17

law of the land, i.e., to reflect the common
experience, tradition, and culture of citizens
over the philosophical, creative, and specula-
tive. . . . In this case, our decision was a surprise,
if not a shock, to our citizens. ... Many |[]
individuals had no reason to believe that a
legal and routine medical procedure would be
delayed, much less denied, as a result of this
Court’s opinion.

Pet.App.105a—106a (Sellers, J., dissenting).

Justice Cook, too, previously emphasized the anomalous
nature of the Supreme Court’s decision: “No court—
anywhere in the country—has reached the conclusion
the main opinion reaches,” lamenting that “when we
are the sole outlier, it should cause us to carefully
reexamine our conclusions about expanding the reach
of a statute passed in 1872 and our understanding of
the common law.” Pet.App.63a, 97a. (Cook, J., concurring
in part and dissenting in part).

The ruling levied by the Supreme Court of Alabama
represents more than a mere disagreement over
statutory interpretation. It is an unprecedented and
unwarranted departure from an accepted regulatory
framework governing routine medical procedures
on which Alabamians—including Petitioners and
Respondents—have long relied. By bucking reasonable
expectations about Alabama’s longstanding statutory
scheme, the Alabama Supreme Court makes a
mockery of the fundamental notions of fairness that
undergird the Due Process Clause of the Fourteenth
Amendment—and Petitioners are left to pay the price.
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C. This Case Is An Ideal Vehicle To Address
This Important Constitutional Issue.

This case presents an ideal vehicle for considering
whether the unprecedented decision of the Alabama
Supreme Court, and the resulting imposition of civil
punitive damages for the destruction of in wvitro
embryos, violates the fair notice requirements guaran-
teed to Petitioners by the Fourteenth Amendment.

As set forth above, the Alabama Supreme Court’s
decision came as “a surprise, if not a shock,” to
Petitioners, Alabamians, and onlookers nationwide.
Pet.App.106a (Sellers, J., dissenting). As a result of
that court’s holding, Petitioners are now subject to
claims for punitive damages for conduct attendant to
a routine medical procedure of which thousands of
Americans have availed themselves, including
Respondents. The legal basis underpinning this due
process issue was argued before both the circuit court
and Supreme Court of Alabama. It was disregarded by
the Supreme Court of Alabama when it issued an
unprecedented decision that broke with every other
court in the nation and eschewed widely accepted legal
assumptions around which many Alabamians have
ordered their lives.

And, equally as importantly, the Supreme Court of
Alabama’s decision immediately chilled access to IVF
services in the state and will likely have similar
influence elsewhere. As one member of the Alabama -
Supreme Court noted, “[n]o rational medical provider
would continue to provide IVF services” with a risk of
punitive damages looming. Pet.App.97a (Cook, J.,
concurring in part and dissenting in part).

A ruling in Petitioners’ favor on this issue would
return the case to the circuit court to proceed on the
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merits consistent with that court’s prior orders,
including the dismissal of all but one of Respondents’
prior claims.

II. This Court Should Decide Whether Due
Process Demands An Initial Finding That
A Litigant Has Standing To Bring Suit.

“The preclusive power of stare decisis is real,
and ... [it] raises serious due process issues.” Amy
Coney Barrett, Stare Decisis and Due Process, 74 U.
Colo. L. Rev. 1011, 1026 (2003). For that reason, it is
critical that courts ensure that litigants have “a
personal stake in the outcome” of a case so as to
guarantee that the best arguments are presented to it
before making a decision that would bind parties and
non-parties alike. Baker, 369 U.S. at 205. Thus, a
determination that litigating parties have standing is
a critical due process protection.

The Alabama Supreme Court neglected that threshold
responsibility and ignored Petitioners’ arguments that
Respondents lack standing to prosecute the case at
bar. Indeed, to date, there has been no finding that
Respondents have “the necessary zeal” to present the
case on behalf of all of the Alabamians now bound by
the Supreme Court of Alabama’s holding. Kowalski v.
Tesmer, 543 U.S. 125, 129 (2004). The result is a
decision that forces a mandatory “new regime” on
“individuals [who] never had an opportunity to submit
briefs in thle] case to explain their positions and the
law supporting them,” and “for which they had neither
input, nor redress, nor a hearing.” Pet.App.106a
(Sellers, J., dissenting). That outcome is contrary to the
foundational notice and hearing requirements that
animate the Due Process Clause. The question of
whether constitutional due process rights require that
courts determine that a litigant has standing to bring
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suit before addressing the merits of an action is
presented here, is critical to state and federal litigants
nationwide, and is ripe for resolution. It warrants review.

A. This Constitutional Issue Is Exception-
ally Important.

1. Standing Is A Foundational Tenet Of
Our Adversarial Legal System.

The “adversarial system of adjudication” is a hallmark
of the American legal process. United States v.
Sineneng-Smith, 590 U.S. 371, 375 (2020). A litigant’s
stake in the issue to be determined—that is, their
“standing”—ensures that parties to a litigation remain
requisitely opposed so as to guarantee “that concrete
adverseness which sharpens the presentation of issues
upon which the court so largely depends for illumina-
tion of difficult constitutional questions.” Baker, 369
U.S. at 205. Indeed, standing is a “bedrock constitutional
requirement that [the] Court has applied to all
manner of important disputes.” United States v. Texas,
599 U.S. 670, 675 (2023). The litigant, not the issues to
be decided, is the focal point of a standing
determination, given that standing is meant to ensure
that the “dispute sought to be adjudicated will be
presented in an adversary context.” Flast v. Cohen, 392
U.S. 83, 101 (1968).

At its core, standing guarantees that the leading
arguments in a dispute are presented to the court for
consideration before the case is definitively resolved.
This fundamental objective is well-established. For
example, as the Court noted in Gladstone, Realtors v.
Bellwood, “the judiciary seeks to avoid deciding
questions of broad social import where no individual
rights would be vindicated and to limit access. .. to
those litigants best suited to assert a particular claim.”
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441 U.S. 91, 99-100 (1979). Only those litigants with
an appropriate stake in the outcome of the litigation
can be expected to proceed “with the necessary zeal
and appropriate presentation” required to vindicate
their rights, crystallize the record, and put forth the
most compelling arguments. Kowalski, 543 U.S. at 129.
Simply put, standing “assures the court that the issues
before it will be concrete and sharply presented.” Sec’y
of State of Md. v. Joseph H. Munson Co., 467 U.S. 947,
955 (1984).

2. Standing Ensures That The Applica-
tion Of Stare Decisis Does Not
Violate Non-Parties’ Due Process
Rights To Notice And A Hearing.

Marshaling the best arguments before a court is not
pro forma; it is essential to due process. The Due
Process Clause of the Fourteenth Amendment ensures
that no State deprive any person of life, liberty, or
property, without due process. U.S. Const., amend XIV,
§ 1. In any adjudication, it is axiomatic that the life,
liberty, and/or property of a party is at stake. Due
process protects a litigant’s right to be heard on the
merits of their claims before their life, liberty, or
property be infringed upon. See, e.g., Hansberry v. Lee,
311 U.S. 32, 40 (1940); Richards v. Jefferson Cnty., 517
U.S. 793, 797-98, 797 n.4 (1996).

But the application of stare decisis makes it such
that a future litigant may be deprived of their
constitutional right to be heard on the merits of their
claim if their controversy has already been considered
and decided by the court. The application of binding
precedent serves to preclude a party from re-litigating
issues already decided, notwithstanding whether the
party seeking relief was involved in the initial litigation.
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Section 36.06 specifically recognizes the sanctity of
unborn life. Nevertheless, the phrase “sanctity of
unborn life” involves the same terms and concepts as
the broader and more common phrase, “sanctity of

life.” Thus, the history and meaning of the phrase
- “sanctity of life” informs our understanding of “sanctity of
unborn life” as that phrase is used in § 36.06.

At the time § 36.06 was adopted, “sanctity” was
defined as: “1. holiness of life and character: GODLI-
NESS; 2 a: the quality or state of being holy or sacred:
INVIOLABILITY b pl: sacred objects, obligations, or
rights.” Merriam-Webster’s Collegiate Dictionary 1100
(11th ed. 2003). Recent advocates of the sanctity of life
have attempted to articulate the principle on purely
secular philosophical grounds. See, e.g., John Keown,
The Law and Ethics of Medicine 3 (2012); Neil M.
Gorsuch, The Future of Assisted Suicide and Euthanasia
157-58 (2009) (arguing that “human life is fundamen-
tally and inherently valuable” based on the “secular
moral theory” that human life is a “basic good” that
“ultimately comes not from abstract logical constructs
(or religious beliefs)”). Such advocates have preferred
to use the term “inviolability” rather than “sanctity” to
avoid what one scholar calls “distracting theological
connotations.” Keown, supra, at 3. But even though
“inviolability” is certainly a synonym of “sanctity” in
that the meaning of the two words largely overlap, the
two words cannot simply be substituted for each other
because each word carries its own set of implications.
When the People of Alabama adopted § 36.06, they did
not use the term “inviolability,” with its secular
connotations, but rather they chose the term “sanctity,”
with all of its connotations.

This kind of acceptance is not foreign to our
Constitution, which in its preamble “invok[es] the
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favor and guidance of Almighty God,” pmbl., Ala.
Const. 2022, and which declares that “all men ... are
endowed [with life] by their Creator,” Art. I, § 1, Ala.
Const. 2022.11 The Alabama Constitution’s recognition
that human life is an endowment from God
emphasizes a foundational principle of English
common law, which has been expressly incorporated as
part of the law of Alabama. § 1-3-1, Ala. Code 1975
(“The common law of England ... shall ... be the rule of
decisions, and shall continue in force ....”). In his
Commentaries on the Laws of England, Sir William
Blackstone declared that “[l]ife is the immediate gift of
God, a right inherent by nature in every individual.”'?
1 William Blackstone, Commentaries on the Laws of
England *125. He later described human life as being
“the immediate donation of the great creator.” Id. at
*129.

Only recently has the phrase “sanctity of life” been
widely used as shorthand for the general principle that
human life can never be intentionally taken without

11 Accord the philosophy of the United States of America as
expressed in the Declaration of Independence -- “endowed by
their Creator with certain unalienable Rights, that among these
are Life ....” The Declaration of Independence para. 2 (U.S. 1776).

12 Blackstone went on to state that life “begins in
contemplation of law as soon as an infant is able to stir in the
mother’s womb.” 1 William Blackstone, Commentaries on the
Laws of England *125. Similarly, Alabama law has recognized
that human life begins at conception. See Ex parte Hicks, 153 So.
3d 53, 72 (Ala. 2014); Ex parte Ankrom, 152 So. 3d 397 (Ala. 2013);
Hamilton v. Scott, 97 So. 3d 728 (Ala. 2012); Mack v. Carmack, 79
So. 3d 597 (Ala. 2011); § 26-22-2(8), Ala. Code 1975 (defining an
“unborn child” as “[a]n individual organism of the species Homo
sapiens from fertilization until live birth”); § 26-23A-3(10), Ala.
Code 1975 (defining an “unborn child” as “[t]he offspring of any
human person from conception until birth”).
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brother without wounding God himself. Were
this doctrine deeply fixed in our minds, we
should be much more reluctant than we are
to inflict injuries. Should any one object, that
this divine image has been obliterated, the
solution is easy; first, there yet exists some
remnant of it, so that man is possessed of no
small dignity; and secondly, the Celestial
Creator himself, however corrupted man may
be, still keeps in view the end of his original
creation; and according to his example, we
ought to consider for what end he created
men, and what excellence he has bestowed
upon them above the rest of living beings.”

John Calvin, Commentaries on the First Book of Moses
Called Genesis 295-96 (John King trans., Calvin
Translation Society 1847) (1554) (emphasis added).
Likewise, the Geneva Bible, which was the “most
popular book in colonial homes,”!* includes a footnote
to Genesis 9:6 that provides: “Therefore to kill man is
to deface God’s image, and so injury is not only done to
man, but also to God.” Genesis 9:6 n.2 (Geneva Bible
1599).

Finally, the doctrine of the sanctity of life is rooted
in the Sixth Commandment: “You shall not murder.”
Exodus 20:13 (NKJV 1982). See John Eidsmoe, Those
Ten Commandments: Why Won’t They Just Go Away?
31 Regent U. L. Rev. 11, 15 (2018) (arguing that the
Sixth Commandment is the basis for “Respect for Life”
in Western law); see also Van Orden v. Perry, 545 U.S.
677, 686-90 (2005) (discussing the impact of the Ten
Commandments on America generally). Aquinas taught

15 Kenneth Graham, Confrontation Stories: Raleigh on the
Mayflower, 3 Ohio St. J. Crim. L. 209, 213-14 (2005).
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that “it is in no way lawful to slay the innocent”
because “we ought to love the nature which God has
made, and which is destroyed by slaying him.”
Aquinas, supra, Second Part of the Second Part,
Treatise on Prudence and Justice, Question 64, Art. 6.
Likewise, Calvin explained the reason for the Sixth
Commandment this way: “Man is both the image of
God and our flesh. Wherefore, if we would not violate
the image of God, we must hold the person of man
sacred.” 2 John Calvin, Institutes of the Christian
Religion 256 (Henry Beveridge trans., Hendrickson
Publishers 2008) (1559). These and many similar
writings, creeds, catechisms, and teachings have
informed the American public’s view of life as sacred.

In summary, the theologically based view of the
sanctity of life adopted by the People of Alabama
encompasses the following: (1) God made every person
in His image; (2) each person therefore has a value
that far exceeds the ability of human beings to
calculate; and (3) human life cannot be wrongfully
destroyed without incurring the wrath of a holy God,
who views the destruction of His image as an affront
to Himself. Section 36.06 recognizes that this is true of
unborn human life no less than it is of all other human
life -- that even before birth, all human beings bear the
image of God, and their lives cannot be destroyed
without effacing his glory.

II. Effect of Constitutional Policy

Having discussed the meaning of the phrase
“sanctity of unborn life,” I will briefly explore the legal
effect of its inclusion in the Alabama Constitution as a
statement of public policy. Again, I will start with the
text. Section 36.06 provides, in relevant part:
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developed by the course of judicial decisions,” such as
the common law, but not “some considerations of policy
which might properly have weight with the Legislature
if it had occasion to deal with the question.” Couch v.
Hutchison, 2 Ala. App. 444, 447, 57 So. 75, 76 (1911).
Thus, Alabama precedents confirm that the Judiciary
can look to the Constitution, statutes, and principles of
customary law to determine what the public policy of
this state is. It must not, however, usurp the role of the
Legislature by attempting to guess what policy
decision the Legislature might have made if it had
considered other factors. That decision must be left for
the Legislature itself.

Now that we know what “public policy” means, we
must consider what effect it has on statutory inter-
pretation. In one of its oldest decisions considering
that question, this Court held: “It is not denied that
where public policy or substantial justice obviously
requires it, Courts should strongly incline to such
liberal construction of the statute as will effect the
object.” Jones v. Watkins, 1 Stew. 81, 85 (Ala. 1827).
However, in more modern times, this Court has
repeatedly emphasized adherence to the plain lan-
guage of the statute, and I agree with this approach.
See generally Jay Mitchell, Textualism in Alabama, 74
Ala. L. Rev. 1089, 1100-10 (2023). Consequently, I
believe that, ordinarily, this Court may consider public
policy in statutory interpretation only if (1) there is
substantial doubt about the meaning of the statute
and (2) the precepts of public policy and jurisprudence
to which we look are settled. Ex parte Z.W.E., 335 So.
3d 650, 660 (Ala. 2021) (Parker, C.d., concurring in the
result) (citing Old Republic Ins. Co. v. Lanier, 644 So.
2d 1258, 1260-62 (Ala. 1994); Allgood v. State, 20 Ala.
App. 665, 667, 104 So. 847, 848 (1925); 82 C.J.S.
Statutes § 472 (2009); 73 Am. Jur. 2d Statutes § 91






34a

tilts the scales of the law in favor of protecting unborn
life. Although § 36.06 may not resolve every case
involving unborn life, if reasonable minds could differ
on whether a common-law rule, a statute, or even a
constitutional provision protects life, § 36.06 instructs
the Alabama government to construe the law in favor
of protecting the unborn. Furthermore, to exclude
the unborn from § 36.06’s protection, the Legislature
would have to do so very clearly and for a reason that
is consistent with upholding the sanctity of life.

Justice Cook argues in his dissent that applying §
36.06 and the Wrongful Death of a Minor Act to frozen
embryos will have disastrous consequences for the in
vitro fertilization (“IVF”) industry in Alabama. Although
it is for the Legislature to decide how to address this
issue, I note briefly that many other Westernized
countries have adopted IVF practices or regulations
that allow IVF to continue while drastically reducing
the chances of embryos being killed, whether in the
creation process, the implantation process, the freezing
process, or by willful killing when they become incon-
venient. For decades, IVF has been largely unregulated in
the United States, with some commentators even
comparing it to the Wild West. See, e.g., Alexander N.
Hecht, The Wild Wild West: Inadequate Regulation of
Assisted Reproductive Technology, 1 Hous. J. Health L.
& Pol’y 227, 228 (2001) (“Unfortunately, this industry
remains largely unregulated. The near-absence of
federal and state law combined with ineffective and
unheeded industry guidelines leads to a lawless free-
for-all.” (footnotes omitted)); see also Myrisha S. Lewis,
The American Democratic Deficit in Assisted Reproductive
Technology Innovation, 45 Am. J. L. & Med. 130, 144 &
n.77 (2019) (noting that IVF in the United States is
still unregulated and that commentators are still
comparing it to the Wild West). In Alabama, the only
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statutes that mention IVF address the issue of
determining parentage of children conceived through
IVFE, but they do not govern the practice of IVF itself.
See The Alabama Uniform Parentage Act, § 26-17-101
et seq., Ala. Code 1975. And the only administrative
regulation of IVF in Alabama governs IVF clinics’ use
of radioactive materials, but not any other IVF
practice. Ala. Admin. Code (State Bd. Of Health, Dep’t
of Pub. Health), r. 420-3-26-.02. If the Legislature
agrees that it is time to regulate the IVF industry, then
the good news is it need not reinvent the wheel. Other
Westernized countries have given Alabama some
examples to consider.

For instance, in Australia and New Zealand,
prevailing ethical standards dictate that physicians
usually make only one embryo at a time.!® On the
related issue of embryo transfers, which is the process
of implanting the embryos into the uterus,’” in

% Code of Practice for Assisted Reproductive Technology Units
§ 3.3, p. 24, Fertility Society of Australia and New Zealand,
Reproductive Technology Accreditation Committee (2021) (at the
time of this decision, this document could be located at: https:/
www.fertilitysociety.com.aw/wp-content/uploads/20211124-RTAC-
ANZ-COP.pdf).

17 According to the contract that the LePages signed, the
number of embryos transferred to the mother could range from 1-
5. LePage Contract at 9. It appears that the objective of
transferring multiple embryos is to increase the chances of
pregnancy. Id. at 8. At least two issues arise from this practice.
First, it results in the mother becoming pregnant with multiple
babies 30% of the time, which can cause health problems for the
mother and babies. See id. at 17. Second, less than half of embryo
transfers result in live births, which raises the question whether
transferring multiple embryos at once risks the deaths of these
little people. See Jennifer Choe & Anthony L. Shanks, In Vitro
Fertilization, NIH National Library of Medicine (last updated
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Australia and New Zealand over 90% of embryo
transfers occur only one at a time.!® Likewise, European
Union (“EU”) countries set a legal limit on the number
of embryos transferred in a single cycle.® In EU
countries, 58% of embryo transfers involve just one
embryo, and 38% involve two; thus, 96% of embryo
transfers in EU countries involve two or fewer
transfers at one time.?® Such limitations on embryo
creation and transfer necessarily reduce or eliminate
the need for storing embryos for extended lengths of

Sep. 4, 2023), (at. the time of this decision, this document could be
located at: https://www.ncbi.nlm.nih.gov/books/NBK562266.

18 See Choe & Shanks, supra, at n.17; Christine Wyns, Number
of Frozen Treatment Cycles Continues to Rise Throughout the
World, European Society of Human Reproduction and Embryology
(June 30, 2021) (at the time of this decision, this document could
be located at: https:/www.focusonreproduction.eu/article/ESH
RE-News-ESHRE-2021-freeze-all) (reporting that “Australia/
New Zealand leads the way” in the “number of single embryo
transfers” in “more than 90% of cycles”).

1% Regulation and Legislation in Assisted Reproduction,
European Society of Human Reproduction and Embryology (Jan.
2017) (at the time of this decision, this document could be located
at: https:/tinyurl.com/299cvcbf). Specifically, Austria, Belgium,
and Malta have allowed only one transfer at a time; the United
Kingdom, France, and Sweden have allowed no more than two;
and Germany has allowed only three, although a maximum of two
is recommended. Id.; Embryo Protection Act, Chapter 524, § 6, of
the Laws of Malta; Susan Mayor, UK Authority Sets Limits on
Number of Embryos Transferred, 328 BMJ 65, 65 (2004). Some of
these laws may have changed over time, but they illustrate that
other Westernized countries have, at some point, adopted these
positions.

2 More Women Are Using Single Embryos During Fertility
Treatment, European Society of Human Reproduction and
Embryology (June 27, 2023) (at the time of this decision, this
document could be located at: https:/www.eshre.ew/ESHRE202
3/Media/2023-Press-releases/EIM).
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If CRM had issues with the manner in which the
Plaintiffs were treating their embryo, the answer was
to call them to discuss it. CRM was not allowed to just
leave the doors to its lab unlocked and unsecured so
that an unauthorized person could walk in and destroy
it without repercussion. The Plaintiffs could have
chosen to attempt another pregnancy or donate the
embryo to another couple, among other options.

The entire point of cryostorage is to allow the
embryos to continue living, which is what the Plaintiffs
were paying CRM to do. A recent news story explains
why this is so important. In October 2022, twins were
born from embryos that were conceived and placed in
cryostorage in April 1992. The embryos were almost
older than their birth-mother. Jen Christensen and
Nadia Kounang, Parents Welcome Twins from Embryos
Frozen 30 Years Ago, (November 21, 2022), https:/
www.cnn.com/2022/11/21/health/30-year-old-embryos-
twins/index.html (last visited December 27, 2022).
This very well could have been the Plaintiffs’ embryo
at some point in the future had the Defendants not
allowed it to be wrongfully destroyed and forever lost.

The Plaintiffs’ embryo, like all other human life,
existed a single, solitary time in this world. It will
never exist again. It can never be replaced. For the
Defendants to denigrate the Plaintiffs for doing nothing
more than paying to keep their embryo alive in some
attempt to belittle this claim is patently absurd. The
Plaintiffs have done everything that was asked of
them. The Defendants have failed to do even the most
simplest of things to keep their promises. They should
not be allowed to escape justice for their wrongdoing.
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CONCLUSION

The trial court’s order dismissing the claim for
wrongful death should be reversed and the case
remanded with instructions that Plaintiffs may
proceed with discovery toward a trial on that claim.
Alternatively, the case should be remanded for
proceedings on the alternative claims alleged in Count
Two.

Respectfully submitted,
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APPENDIX J

IN THE CIRCUIT COURT OF MOBILE COUNTY,
ALABAMA

CASE NO.: CV-21-901640

FELICIA BURDICK-AYSENNE AND SCOTT AYSENNE, in
their Individual capacities and as parents And next
friend of BABY AYSENNE, Deceased embryo/minor,

Plaintiffs,
v.

THE CENTER FOR REPRODUCTIVE MEDICINE,
P.C.; MOBILE INFIRMARY ASSOCIATION d/b/a
MOBILE INFIRMARY MEDICAL CENTER, et al.,

Defendants.

ORAL ARGUMENT REQUESTED

MOTION TO DISMISS CERTAIN CLAIMS IN
PLAINTIFFS’ FIRST AMENDED COMPLAINT

COME NOW the Defendants identified in the First
Amended Complaint as MOBILE INFIRMARY ASSO-
CIATION d/b/a MOBILE INFIRMARY MEDICAL
CENTER and THE CENTER FOR REPRODUCTIVE
MEDICINE, P.C. by and through undersigned counsel,
and pursuant to ALA. R. CIV. PRO. 12(b)(1) and
12(b)(6) and ALA. CODE §§ 6-5-391 and 6-5-551 (and
in accord with ALA. CODE §§ 13A-6-1(2) and 26-23H-
1-8), respectfully move this Court to dismiss certain
claims contained in Plaintiffs’ First Amended Complaint.
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In support of this motion, the Defendants show unto
the Court as follows:

I. THE FACTS SET OUT IN THE AYSENNES’
FIRST AMENDED COMPLAINT

1. The named Plaintiffs in this case are Felicia
Burdick-Aysenne and Scott Aysenne (collectively referred
to hereinafter as the Aysennes?), a couple who bring
suit in their individual capacities and as parents and
next friend of “Baby Aysenne” a “deceased embryo”

(hereinafter referred to as the Aysennes’ “pre-embryo”).
(Doc. 61,p. 1)

2. The Aysennes assert they underwent in vitro
fertilization (“IVF”) performed by The Center for
Reproductive Medicine, P.C. (hereinafter “CRM”)
followed by cryopreservation of an undisclosed number
of embryos which had been fertilized in vitro. (Id. at
79 35-36) The First Amended Complaint asserts these
cryopreserved embryos were stored in a cryogenic
“nursery” or “storage unit” located in or near the
Infirmary in exchange for the Aysennes’ payment to
CRM to “preserve and protect” the embryos. (Id. at
9 35, 36, 39, 43, 44)

3. The Aysennes assert that their “last embryo”--
also referred to in the First Amended Complaint as an
“embryonic human being”? -- was “killed” as a result of

! The Defendants have collectively referred to the couple by the
name common to both of them, -- Aysenne -- as a matter of
linguistic convenience in an effort to streamline the motion but
recognize that Ms. Burdick-Aysenne has a hyphenated last name.

2 The Defendants have used the terms pre-embryo and pre-
implantation embryo interchangeably with the term embryo in
this motion. It should be noted that Alabama courts have
previously used the term “frozen zygotes” when referring to
cryopreserved embryos. Cahill v. Cahill, 757 So. 2d 465, 466 (Ala.
Civ. App., 2000). Courts around the country looking at similar
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an incident on December 13, 2020. (Id. at p. 1, I 3)
Specifically, they assert that a hospital patient left his
or her room in the Infirmary’s hospital area, gained
unauthorized access to the cryogenic storage area,

issues have noted that the term “pre-embryo” is the medically
accurate term for a zygote, or fertilized egg, that has not been
implanted in a uterus. See, Loeb v. Vergara, 313 So.3d 346, 353 54
nn.3-4 (4th Cir 2021) (finding that though ‘embryo’ and ‘pre-
embryo’ were used interchangeably in the record, ‘pre-embryo’ is
the medically accurate term for the products of IVF); York v
Jones, 717 F. Supp. 421, 427 (E.D. Va. 1989) (using the term pre-
zygote based on an IVF contract’s language); Jeter v. Mayo Clinic
Arizona, 121 P.3d 1256, 1258, n.1 (Ariz. Ct. App. 2005) (“To avoid
entering into the emotional discussion about when life begins, in
this opinion we use the term “pre-embryo.” Our use of that term
is meant to be neutral and not meant to demean or minimize the
special respect which the Jeters and others claim for such
fertilized, unimplanted eggs™); McQueen v. Gadbury, 507 S.W.3d
127, 134 n.4 (Mo. Ct. App. 2017) (“Pre~ embryo’ is a medically
accurate term for a zygote or fertilized egg that has not been
implanted in a uterus™); Davis v. Davis, 842 S.W.2d 588, 592-93
(Tenn. 1992) (relying on physician expert’s testimony that “the
currently accepted term for the zygote immediately after division
is ‘preembryo™); Frisina v. Women and Infants Hosp. of Rhode
Island, 2002 WL 1288784 at *2, n.2 (R.I. Super. 2002) (“The term
preembryo is used to describe the four-to-eight cell stage of a
developing fertilized egg. See A.Z. v. B.Z., 431 Mass. 150, 151 n.1
(2000) (citations omitted)”); Roman v. Roman, 193 S.W.2d 40, at
p. 55 n. 1 (Tex. Ct. App. 2006); Penniman v. University Hospitals
Health System, Inc., 130 N.E.3d 333, 335-36 (Ohio Ct. App. 2019)
(noting use of ‘embryo’ for ease of discussion only); see also,
Jennifer Marigliano Dehmel, To Have or Not to Have: Whose
Procreative Rights Prevail in Disputes over Dispositions of Frozen
Embryos?, 27 CONN. L.REV. 1377 n. 4 (1995) (The term “frozen
embryos” is recognized as “the term of art denoting cryogenically-
preserved pre-embryos.”). Importantly, no Alabama court (nor the
Alabama legislature) has used the Plaintiffs’ chosen term of
“embryonic human being.”
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removed their pre-embryo, and dropped it, causing it
to “die.” (Id. at JJ 54-58)

II. THE AYSENNES’ ASSERTED CAUSES OF

ACTION

4. The Aysennes’ First Amended Complaint first
includes a general section entitled “Defendants’ tortious
conduct,” which asserts the following allegations:

general allegations, without any citation to any
law or statute or particular cause of action,
alleging that the Defendants failed to secure the
facilities in which the Aysennes’ pre-embryo
was stored, analogizing to unspecified “DHR
regulations” requiring daycare centers “to be
secured and closely guarded” since “small
children, including embryos, cannot protect
themselves.” (Id. at {] 59-63)

an allegation that CRM’s conduct “fell below the
applicable standard of care” as set out in
Paragraph 64(a)-(h); '

an allegation that the Infirmary’s conduct “fell
below the applicable standard of care” as set out
in Paragraph 65(a)-(k); and

general allegations that “Baby Aysenne suffered
a wrongful death” and that “[the Aysennes]
were damaged” as a result of the Defendants’
tortious conduct. (Id. at JJ 66-71)

5. Thereafter, the First Amended Complaint sets
out three specific causes of action:

Count One, against both Defendants for “Wrongful
Death,” adopts and incorporates by reference all
of the alleged claims of “tortious conduct”
asserted generally in prior paragraphs. It states
that “Baby Aysenne was a ‘minor child’ under
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Alabama law,” asserts a claim “[pJursuant to
Alabama’s Wrongful Death laws” without citing
to a particular statute,® and it seeks damages to
punish and deter. (Id. at ] 72-75)

¢ Count Two, against both Defendants for
“Negligence/Wantonness,” adopts and incorpo-
rates by reference all of the alleged claims of
“tortious conduct” asserted generally in prior
paragraphs. (Id. at { 76) The First Amended
Complaint states that Count Two is pleaded in
the alternative “and only should the Courts of
this State or the United States Supreme Court
ultimately rule that Baby Aysenne is not a
minor child, but is instead property.” (Id. at § 77)
It asserts that “Defendants were guilty of
negligence and/or wantonness that directly lead
to and/or caused the destruction of the Plaintiffs’
embryo” and that Aysennes “have been injured
in losing the value of the embryo wrongfully
destroyed, and for the severe mental anguish
and emotional distress they have been caused to
suffer and will suffer in the future.” (Id. at
19 78-79)

¢ Count Three, against CRM for “Breach of
Contract/Bailment Relationship,” adopts and
incorporates by reference all of the alleged

4

3 Because Plaintiffs state that “Baby Aysenne was ‘minor child’
under Alabama law,” (Doc. 61 {| 73), their wrongful death claim is
necessarily brought pursuant to Ala. Code § 6-5-391, entitled
“Wrongful Death of Minor,” which provides:

“(a) When the death of a minor child is caused by the
wrongful act, omission, or negligence of any person,
persons, or corporation, or the servants or agents of
either, the father, or the mother as specified in Section
6-5-390... may commence an action.”
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claims of “tortious conduct” asserted generally
in prior paragraphs. (Id. at 80) The First
Amended Complaint states that Count Three is
pleaded in the alternative “and only should the
Courts of this State or the United States
Supreme Court ultimately rule that Baby
Aysenne is. not a minor child, but is instead
property.” (Id. at J 81) Count Three asserts that
the Aysennes and CRM “entered into a contract
and/or bailment agreement” “pursuant to which
[the Aysennes] paid a monthly storage charge to
the Center and in return, the Center agreed to
protect, secure, and care for [the Aysennes’]
embryo.” (Id. at § 82) It further asserts that
CRM “breached this contract and/or bailment
agreement by failing ot protect, secure, and care
for” the Aysennes’ embryo and that the
Aysennes “have been injured in losing the value
of the embryo wrongfully destroyed, and for the
severe mental anguish and emotional distress
they have been caused to suffer and will suffer
in the future.” (Id. at {J 85-86)

III. THE AYSENNES’ AGREEMENTS WITH CRM

6. The First Amended Complaint asserts that the
Aysennes “entered into a written agreement with
[CRM] under which [CRM] would assist [the Aysennes]
with having children of their own.” (Id. at 33)

7. A copy of the IVF and cryopreservation agree-
ments executed by the Aysennes are attached as
Exhibit A.* These signed agreements include the
cryopreservation agreement with CRM; the terms and

4 The agreements attached hereto as Exhibit A are the same
agreements attached as Exhibit A to Plaintiffs’ First Amended
Complaint, (Doc. 62 pp. 001-035).
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length of CRM’s agreement to store these cryo-
preserved pre-embryos; the attendant risks involved
with IVF and cryopreservation; and options regarding
whether and when unused cryopreserved pre-embryos
should be destroyed or disposed of by CRM.

8. The Aysennes entered into agreements with
CRM to undergo IVF and cryopreserve their pre-
embryos in January of 2013, signing various forms
dated January 29, 2013; April 30, 2013; and January
28, 2015. These agreements consent to the procedures;
acknowledge the risks and limitations of IVF and
cryopreservation; the limitations and risks of the
thawing process; and outline how and when the frozen
pre-embryos could be disposed of in a “Disposition of
Embryos” form. (See, Agreements attached collectively
at Ex. A) ’

9. The speculative nature of whether a fertilized
embryo will probably progress to produce a pregnancy
is explained as part of the agreements signed by the
Aysennes, with their initials on each page, including
the following acknowledgements:

It is important to note that since many eggs
and embryos are abnormal, it is expected that
not all eggs will fertilize and not all embryos
will divide at a nromal rate. The chance that
a developing embryo will produce a preg-
nancy is related to whether its development
in the lab is normal, but this correlation is not
perfect. This means that not all embryos
developing at the normal rate are in fact also
genetically normal, and not all poorly
developing embryos are genetically abnormal.
Nonetheless, their visual appearance is the
most common and useful guide in the
selection of the best embryo(s) for transfer.



265a
(Ex. A, p.7)

10. The Aysennes also acknowledged in this signed
agreement that laboratory accidents can occur which
result in the loss of some or all embryos:

In spite of reasonable precautions, any of the
following may occur in the lab that would
prevent the establishment of a pregnancy:

- Fertilization of the egg(s) may fail to occur.

- One or more eggs may be fertilized
abnormally resulting in an abnormal
number of chromosomes in the embryo;
these abnormal embryos will not be
transferred.

- The fertilized eggs may degenerate before
dividing into embryos, or adequate
embryonic development may fail to occur.

- Bacterial contamination or a laboratory
accident may result in loss or damage to
some or all of the eggs or embryos.

- Laboratory equipment may fail, and/or
extended power losses can occur which
could lead to the destruction of eggs,
sperm and embryos.

Initials: [illegible)/[illegible]
(Ex. A, p. 7)

11. With regard to cryopreservation, the agreement
specifies that frozen embryos do not always survive the
process of freezing and thawing, and that it is the
responsibility of each couple with frozen embryos to
remain in contact with the clinic on an annual basis:
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c. Embryo Cyropreservation

® Freezing of viable embryos not trans-
ferred after egg retrieval provides
additional chances for pregnancy.

¢ Frozen embryos do not always survive
the process of freezing and thawing.

e Freezing of eggs before fertilization is
currently considered experimental.
Research is beind done under IRB
oversight.

¢ Ethical and legal dilemmas can arise
when couples separate or divorce;
disposition agreements are essential.

e It is the responsibility of each couple
with frozen embryos to remain in
contact with the clinic on an annual
basis.

(Ex. A, p. 12)

12. Because the Aysennes opted to cryopreserve
embryos, they were required to sign a “Disposition of
Embryos” agreement (dated January 29, 2013), in
which they agreed CRM would store the cryopreserved
pre-embryos for five (5) years (i.e., until 2018). After
five years, the Aysennes authorized CRM to destroy
any unused frozen pre-embryos, checking and
initialing the following option box:

Time-Limited Storage of Embryos

The Clinic will only maintain cyropreserved
embryos for a period of 5 years. After that
time, we elect (check one box only):

O Award for research purposes, including
but not limited to embryonic stem -cell
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research, which may result in the
destruction of the frozen embryos but will
not result in the birth of a child.

M Destroy the frozen embryos.

O Transfer to a storage facility at our
expense.

Default Disposition

I/We understand and agree that in the
event none of our elected choices are
available, as determined by the clinic, the
clinic is authorized, without further notice
to us, to destroy and discard our frozen
embryos.

Initials: [illegible]/[illegible]
(Ex. A, p.26) The Agreement specifically states :

I/We agree that in the absence of a more
recent written and witnessed consent form,
the Clinic is authorized to act on our choices
indicated below, so far as it is practical.

(Ex. A, p. 21)

13. The Aysennes signed two more agreements
when they had embryos transferred to Ms. Aysenne’s
uterus in 2013 and 2015, which again acknowledged
that “many embryos do not survive the freezing and
thawing” process:

I, Felicia Aysenne (wife) and I, Scott Aysenne
(husband), consent to the thawing and replace-
ment of a selected number of our frozen stored
embryos into the woman’s uterus for the
purpose of establishing a pregnancy. We
understand that many embryos do not
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survive the freezing and thawing and that
this can only be determined after thawing.

(Ex. A, pp. 34-35)
IV. APPLICABLE STANDARD

14. For purposes of this motion, and despite strong
disagreement with a number of misstatements in the
First Amended Complaint which are inflammatory,
medically incorrect and/or factually inaccurate, as well
as an improper introductory quote from a non-binding
special concurrence, these Defendants have assumed
the facts as they have been pled by the Aysennes.
When considering a challenge under Rule 12(b)(1) or
(6), this Court is to accept as true the allegations in the
complaint and decide whether, “when the allegations
of the complaint are viewed most strongly in the
pleader’s favor, it appears that the pleader could prove
any set of circumstances that would entitle [the
pleader] to relief.” Nance v. Matthews, 622 So. 2d 297,
299 (Ala. 1993); see also, Munza v. Ivey, 2021 WL
1046484 (Ala. March 19, 2021). Dismissal is proper
when it appears that the plaintiff can prove no set of
facts in support of the claims as plead that would
entitle the plaintiff to relief, or if this Court determines
that it lacks jurisdiction. Nance, 622 So. 2d at 299; Ex
parte Mobile Infirmary Assoc., 2021 WL 4129400 (Ala.
September 10, 2021), Munza, supra at *4.

V. THE AYSENNES GENERAL ALLEGATION
THAT ALABAMA IMPOSES A DUTY ON THE
DEFENDANTS NO DIFFERENT FROM “DHR
REGULATIONS” ON DAYCARE CENTERS IS
DUE TO BE DISMISSED

15. While not part of any specific cause of action, to
the extent that the Aysennes seek to hold the Defen-
dants liable under a duty analogous to unspecified
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“DHR regulations” requiring daycare centers to “be
secured and closely guarded” since “small children,
including embryos, cannot protect themselves,” such
claims are due to be dismissed as unsupported under
Alabama law and not in compliance with the

specificity requirements of Alabama Code Section 6-5-
551.(Id. at 1 63)

VI. COUNT ONE ASSERTING A CLAIM FOR
WRONGFUL DEATH ON BEHALF OF A
CRYOPRESERVED EMBRYO IS DUE TO BE
DISMISSED

® Count One is Contrary to Alabama law

16. There is no right of action at common law for
wrongful death in the civil context and “the right to
recover damages therefore is purely statutory.” Taylor
v. City of Clanton, 18 So. 2d 369, 372 (Ala. 1944). In
Alabama, a civil action asserting the type of claims
made here must arise from Alabama’s “Wrongful
Death of Minor” Act, ALA. CODE § 6-5-391. In
determining under what conditions a suit may be
brought under this Act, this Court must “strictly
enforce the wrongful death statute as written, and
intended, by the legislature.” Alvarado v. Estate of
Kidd ex rel. Kidd, 205 So. 3d 1188, 1192 (Ala. 2016); see
also Ex parte Weeks, 294 So. 3d 147,153-154 (“Alabama
statues allowing recovery on a theory of wrongful
death are ‘in derogation the common law, creating a
new punitive liability not recognized by the common
law, and will not be extended by construction beyond
the reasonable import of” the language of the pertinent
statutes.”) (quoting Giles v. Parker, 159 So. 826 (Ala.
1935)).

17. The issue presented here is a legal one --
whether Alabama law deems an extrauterine, pre-
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embryo frozen at sub-zero temperatures such that it is
not developing and which is not yet implanted or
developing in utero, to be a “minor child” as that term
is used ALA. CODE. § 6-5-391. For the reasons explained
below, it cannot. -

18. In interpreting the term “minor child” in
wrongful death actions, the Alabama Supreme Court
has consistently relied on Alabama’s criminal Homicide
Act, ALA. CODE § 13A-6-1 et seq., and “repeatedly has
emphasized the need to establish congruence between
the criminal law and [Alabama’s] civil wrongful death
statutes.” Mack v. Carmack, 79 So. 3d 597, 602, 611
(Ala. 2011) (finding that “the purpose and reach of the
Wrongful Death Act [are] tied to the State’s criminal
homicide statutes” and “[t]he wrongful death statutes
seek to prevent homicides.”); Lollar v. Tankersley, 613
So0.2d 1249, 1253 (Ala. 1993); Gentry v. Gilmore, 613 So.
2d 1241, 1245 (Ala. 1993) (“There should not be
different standards in the wrongful death and homicide
statutes, given that the avowed public purpose of the
wrongful death statute is to prevent homicide and to
punish the culpable party and not to compensate for
the loss.”) Concurring in both Lollar and Gentry,
Justice Houston discussed at length the importance of
congruency between criminal Homicide Act’s definition of
“person” and the Wrongful Death Act’s definition of
“minor child.”

19. The Alabama Legislature has made its intent
clear on this point. The State’s criminal homicide
statute provides that a child must be in utero to be
considered a “person.” Specifically, in 2006, the
Homicide Act’s definition of “person” was amended by
the Brody Act to include an unborn child but only if in
utero, defining the term “person” as “a human being,
including an unborn child in utero at any stage of
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development, regardless of viability.” ALA. CODE § 13A-
6-1(a)(3) (emphasis added). Likewise, in May of 2019,
Alabama’s Legislature enacted the Alabama Human
Protection Act (“AHPA”). See, ALA. CODE § 26-23H-1-8.
The AHPA does not attempt to prohibit or limit the
disposal of pre-implantation embryos produced in the
IVF process. Rather, the AHPA adopts the same
definition used in Alabama’s homicide statutes, defining
an “unborn child” as “a human being, specifically
including an unborn child in utero at any stage of
development, regardless of viability.” ALA. CODE § 26-
23H-3(7)1-8 (emphasis added). Thus, the Legislature
has twice specifically excluded extrauterine/pre-
implantation embryos from the definition of “person”
and “unborn child.”

20. As it is the stated intent of the Alabama
Supreme Court that there be congruency between
Alabama’s criminal laws and its civil wrongful death
statutes, it would be improper for this Court to find
that ALA. CODE. § 6-5-391 creates a civil cause of action
for wrongful death of an extrauterine, cryopreserved
pre-embryo. There is no proper legal basis upon which
this Court can redefine the term “person” more
expansively in the civil context than in the criminal
one; destroy congruence between the statutes; and
expand the term “person” to include in vitro, as
opposed to in utero, pre-embryos.> Count One of the

5 Indeed, courts nationwide have looked at this issue and
refused to extend civil wrongful death claims to cryopreserved
pre-embryos. See, e.g., Jeter v. Mayo Clinic, 121 P.2d 1256, 1262
63 (Ariz. Ct. App. 2005)( Arizona Court of Appeals refused to
extend wrongful death claims to eight-celled, three-day-old pre-
embryos because it was the place of the Legislature, not the
courts); Miller v. American Infertility Group of Illinois, S.C., 897
N.E.2d 837, 846 (Ill. App. Ct. 2008) (The Illinois Court of Appeals
refused to include cryopreserved embryos in its wrongful death
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Aysennes’ First Amended Complaint for wrongful
death and punitive damages is therefore due to be
dismissed, as it is contrary to Alabama law and fails to
state a claim upon which relief can be granted.

¢ Count One is Speculative and is based upon a
loss of chance.

21. Additionally, Count One is due to be dismissed.
It is speculative on its face and contrary to Alabama
law, which has specifically rejected the “loss of chance
doctrine.” McAfee by and through McAfee v. Baptist
Medical Center, 641 So. 2d 265 (Ala. 1994). The
documents before this Court establish on their face
that whether this frozen pre-embryo probably would
have resulted in a successful pregnancy is unknowable,
and the loss of a cryopreserved pre-embryo can only be
seen as the loss of a chance for a pregnancy, which is
not a proper basis for a claim in this state.

¢ The Aysennes lack standing to assert a claim as
“parents” before placement of the pre-embryos
in utero, and the frozen, pre-implantation
embryos lack standing, as they are not “persons”
under the law.

statute because legislative intent clearly indicated the legislature
had only discussed live-born and in utero fetuses.); Institute for
Women’s Health PL.L.C. v. Imad, 2006 WL 334013 at * 3 (Tex.
App. 2006) (Texas wrongful death statute does not provide a
cause of action for the destruction of cryopreserved embryos
because “person” does not include cryopreserved embryos);
Penniman v. University Hospitals Health System, Inc., 130 N.E.3d
333 (Ohio Ct. App. 2019) (Embryo destruction case in which the
Court found that no wrongful death claim can be brought by
parents on behalf of embryos destroyed pre-implantation because
Ohio’s statutory definition of a person does not include embryo,
and any extension in liability in this context should be through
the Legislature).
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22. The Aysennes bring Count One in their repre-
sentative capacity, as the “parents” of their pre-
embryo. Alabama law — both statutory and case law -
indicates that, within the context of assisted
reproduction, the term “parent” is intended to apply to
persons only after there is an in utero placement of
eggs, sperm or embryos. (See ALA. CODE § 26-17-
707/ Uniform Parentage Act/Child of Assisted Repro-
duction”) (“If a spouse dies before placement of eggs,
sperm, or embryos, the deceased spouse is not a parent
of the resulting child...”); Cahill v. Cahill, 757 So. 2d
465 (Ala. Civ. App. 2000) (Case holding non-implanted,
frozen zygotes were not “property of the marriage,”
because the Disposition Agreement signed provided
that after a dissolution of the marriage and/or after
three years the medical facility/IVF provider was “the
owner of the zygotes.”). Because Alabama law does not
consider the Aysennes to be the “parents” of the pre-
embryo, they lack standing to assert a claim for the
wrongful death of a minor pursuant to Ala. Code § 6-
5-391. (See Ala. Code § 6-5-391) (permitting the
“mother” or the “father” to file suit for the wrongful
death of a minor child).

23. Likewise, pre-embryos, prior to being implanted
in utero, would not have standing to assert a wrongful
death claim because, as discussed above, they are not
yet “persons” or “children” in the eyes of the law. See
Sherley v. Sebelius, 686 F. Supp. 2d 1 (D.C. Cir. 2009)
(“The Court finds, however, that the embryos are not
‘persons’ under the law and therefore do not have
standing.”)

_ 24. A lack of standing equates to a lack of subject-
matter jurisdiction, and these claims are therefore due
to be dismissed. “When a party without standing
purports to commence an action; the trial court
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acquires no subject-matter jurisdiction.” Munza v. Ivey,
2021 WL 1046484 *4 (Ala. March 19, 2021).

VII. COUNT TWO ASSERTING A CAUSE OF
ACTION FOR NEGLIGENCE/WANTONNESS
IS DUE TO BE DISMISSED

¢ The Aysennes’ claims for emotional distress
pursuant to a claim for negligence are contrary
to Alabama law and due to be dismissed.

25. The Aysennes’ claim for damages for mental
anguish under a theory of negligence are unsustain-
able and due to be dismissed.® The face of the First
Amended Complaint demonstrates neither Plaintiff
was at risk of physical harm as a result of the alleged
negligence, nor do the Aysennes claim to have been
present at the time of the incident made the basis of
this suit or in the zone of danger.

26. As a matter of law, Alabama does not recognize
emotional distress as a compensable injury for a claim
of negligence when the plaintiff has not been physi-
cally injured or at risk of physical injury. See Bailey v.
City of Leeds, 304 So. 3d 719, 721-22, 740 (Ala. 2020);
Marsh, Janelle, Alabama Law of Damages § 36:6 (6th
ed. 2021) (“Though there are cases with language
broad enough to extend mental anguish damages to
negligence cases with no physical injury, these have
been limited in later cases to only recovery when the
plaintiff is placed in a zone of danger by the
defendant’s negligent conduct.”); AALAR, Ltd. Inc. v.
Francis, 716 So. 2d 1141 (Ala. 1998); Ala. Pattern Jury
Instr. Civ. 11.11 (3d ed.), Mental Anguish — Zone of

6 Count Two references “Negligence” rather than “Negligent
Infliction of Emotional Distress,” which is not a recognized,
independent cause of action in Alabama. See, AALAR, Ltd. Inc. v.
Francis, 716 So. 2d 1141 (Ala. 1998).
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Danger. The Alabama Supreme Court adheres to this
principle when the alleged tortious conduct results in
property damage only. See Wal-Mart Stores, Inc. v.
Bowers, 827 So. 2d 63 (Ala. 2001).”

27. To the extent Count Two claims that the
Aysennes have suffered mental anguish due to being
deprived an additional future pregnancy, such a claim
is speculative given the acknowledged uncertainties of
the “chance” at a future pregnancy. McAfee by and
through McAfee v. Baptist Medical Center, 641 So. 2d
265 (Ala. 1994). The documents before this Court
establish on their face the parties’ agreement that
whether this frozen pre-embryo probably would have
resulted in a successful pregnancy is unknowable. The
loss of a cryopreserved pre-embryo can only be seen as
the loss of a chance for a pregnancy, which is not a
proper basis for a claim in this state. Additionally, in
the First Amended Complaint, the Aysennes do not
allege that they necessarily intended to try to have an
additional pregnancy with their last preembryo. (Doc.
61 q 38).8

28. As pleaded, the First Amended Complaint
characterizes the legal status of a frozen preembryo as

7 The Alabama Supreme Court also adheres to this principle
when a parent claims emotional distress caused by the loss of an
unborn child. See, Hamilton v. Scott, 97 So. 3d 728 (Ala. 2012).

8 The Aysennes allege that they were “injured in losing the
value of the embryo wrongfully destroyed,” and they seek com-
pensatory damages for “the value of their embryo.” (Doc. 61 77,
79) How Alabama law would value their preembryo is unclear,
but to the extent the Aysennes intend to rely on the preembryo’s
potential for life as an aspect of its value, it would be inconsistent
with Alabama law. See Central Ala. Electric Co-op v Tapley, 546
So.2d 371 (Ala. 1989). See also, Killough v. Jahandarfard, 578 So.
2d 1041, 1044-1045 (Ala. 1991). The same is true for the Aysennes’
compensatory damages claim in Count Three. (Doc. 61 J9 81, 86)
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In certain cases, these additional procedures can be
employed:

¢ Intracytoplasmic sperm injection (ICSI) to
increase the chance for fertilization

¢ Assisted hatching of embryos to potentially
increase the chance of embryo attachment
(“implantation”)

¢ Embryo Cryopreservation (freezing)

Note: At various points in this document, rates are
given which reflect what are believed to be U.S. national
averages for those employing IVF treatments. These
include items such as pregnancy rates, Cesarean
delivery rates, and preterm delivery rates. These rates
are not meant to indicate the rates of these outcomes
within individual practices offering IVF, and are not to
be understood as such. Individual practices may have
higher or lower pregnancy and delivery rates than
these national averages, and also higher or lower risks
for certain complications. It is appropriate to ask the
practice about their specific rates.

Also note that while this information is believed to be
up to date at the time of publication (2008), newer
reports may not yet be incorporated into this document.

Outline of Consent for IVF
A. Technique of In Vitro Fertilization
1. Core elements and their risk
a. Medications for IVF treatment
b. Transvaginal oocyte retrieval
c. In vitro fertilization and embryo culture

d. Embryo transfer
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e. Hormonal support of uterine lining

2. Additional elements and their risk
a. Intracytoplasmic sperm injection (ICSI)
b. Assisted hatchihg
c. Embryo cyropreservaﬁon

Risks to the woman

1. Ovarian hyperstimulation syndrome

2. Cancer

3. Risks of pregnancy

Risks to offspring

1. Overall risks

2. Birth defects

3. Risks of a multiple pregnancy

Ethical and religious considerations in infertility
treatment

Psychosocial effects of infertility treatment
Alternatives to IVF
Reporting Outcomes

References

Disposition of Embryos statement

A

Technique of IVF
a. Medications for IVF Treatment

¢ The success of IVF largely depends on growing
multiple eggs at once

¢ Injections of the natural hormones FSH and/or
LH (gonadotropins) are used for this purpose
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Additional medications are used to prevent
premature ovulation ‘

An overly vigorous ovarian response can occur,
or conversely an inadequate response

Medications may include the following (not a complete

list):

Gonadotropins, or injectable “fertility drugs”
(Follistim®, Gonat-F®, Bravelle®, Menopur®):
These natural hormones stimulate the ovary in
hopes of inducing the simultaneous growth of
several oocytes (eggs) over the span of 8 or more
days. All injectable fertility drugs have FSH
(follicle stimulating hormone), a hormone that
will stimulate the growth of your ovarian
follicles (which contain the eggs). Some of them
also contain LH (Luteinizing hormone) or LH
like activity. LH is a hormone that may work
with FSH to increase the production of estrogen
and growth of the follicles. Luveris®, recombi-
nant LH, can also be given as a separate
injection in addition to FSH or alternatively,
low-dose hCG can be used. These medications
are given by subcutaneous or intramuscular
injection. Proper dosage of these drugs and the
timing of egg recovery require monitoring of the
ovarian response, usually by way of blood tests
and ultrasound examinations during the
ovarian stimulation.

As with all injectable medications, bruising,
redness, swelling, or discomfort can occur at the
injection site. Rarely, there can be there an
allergic reaction to these drugs. The intent of
giving these medications is to mature multiple
follicles, and many women experience some
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bloating and minor discomfort as the follicles
grow and the ovaries become temporarily
enlarged. Up to 2.0 % of women will develop
Ovarian Hyperstimutation Syndrome (OHSS)
[see full discussion of OHSS in the Risks to
Women section that follows]. Other risks and
side effects of gonadotropins include, but are not
limited to, fatigue, headaches, weight gain,
mood swings, nausea, and clots in blood vessels.

Even with pre-treatment attempts to assess
response, and even more so with abnormal pre-
treatment evaluations of ovarian reserve, the
stimulation may result in very few follicles
developing, the end result may be few or no eggs
obtained at egg retrieval or even cancellation of
the treatment cycle prior to egg retrieval.

Some research suggested that the risk of
ovarian tumors may increase in women who
take any fertility drugs over a long period of
time. These studies had significant flaws that
limited the strength of the conclusions. More
recent studies have not confirmed this risk. A
major risk factor for ovarian cancer is infertility
per se, suggesting that early reports may have
falsely attributed the risk resulting from
infertility to the use of medications to overcome
it. In these studies, conception lowered the risk
of ovarian tumors to that of fertile women. (see
2.b.2 below for further discussion)

Initials: Jillegiblel/[illegible]

GnRH-agonists (leuprolide acetate) (Lupron®):
This medication is taken by injection. There are
two forms of the medication: A short acting
medication requiring daily injections and a
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long-acting preparation lasting for 1-3 months.
The primary role of this medication is to prevent
a premature LH surge, which could result in the
release of eggs before they are ready to be
retrieved. Since GnRH-agonists initially cause
arelease of FSH and LH from the pituitary, they
can also be used to start the growth of the
follicles or initiate the final stages of egg matu-
ration. Though leuprolide acetate is an FDA
(U.S. Food and Drug Administration) approved
medication, it has not been approved for use in
IVF, although it has routinely been used in this
way for more than 20 years. Potential side
effects usually experienced with long-term use
include but are not limited to hot flashes,
vaginal dryness, bone Loss, nausea, vomiting,
skin reactions at the injection site, fluid reten-
tion, muscle aches, headaches, and depression.
No long term or serious side effects are known.
Since GnRH-a are oftentimes administered
after ovulation, it is possible that they will be
taken early in pregnancy. The safest course of
action is to use a barrier method of contracep-
tion (condoms) the month you will be starting
the GnRH- a. GnRH-a have not been associated
with any fetal malformations however you
should discontinue use of the GnRH-a as soon
as pregnancy is confirmed.

GnRH-antagonists (ganirelix acetate or cetrorelix
acetate) (Antagon®, Cetrotide®): These are
another class of medications used to prevent
premature ovulation. They tend to be used for
short periods of time in the late stages of
ovarian stimulation. The potential side effects
include, but are not limited to, abdominal pain,
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headaches, skin reaction at the injection site,
and nausea.

Human chorionic gonadotropin (hCG) (Profasi®,
Novarel®, Pregnyl®, Ovidrel®): hCG is a
natural hormone used in IVF to induce the eggs
to become mature and fertilizable. The timing of -
this medication is critical to retrieve mature
eggs. Potential side effects include, but are not
limited to breast tenderness, bloating, and
pelvic discomfort.

Progesterone, and in some cases, estradiol:
Progesterone and estradiol are hormones normally
produced by the ovaries after ovulation. After
egg retrieval in some women, the ovaries will
not produce adequate amounts of these hormones
for long enough to fully support a pregnancy.
Accordingly, supplemental progesterone, and in
some cases estradiol, are given to ensure adequate
hormonal support of the uterine lining.
Progesterone is usually given by injection or by
the vaginal route (Endometrin®, Crinone®,
Prochieve®, Prometrium®, or pharmacist-com-
pounded suppositories) after egg retrieval.
Progesterone is often continued for some weeks
after a pregnancy has been confirmed. Proges-
terone has not been associated with an increase
in fetal abnormalities. Side effects of progester-
one include depression, sleepiness, allergic
reaction and if given by intra-muscular injection
includes the additional risk of infection or pain
at the injection site. Estradiol, if given, can be
by oral, trans-dermal, intramuscular, or vaginal
administration. Side effects of estradiol include
nausea, irritation at the application site if given
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by the trans-dermal route and the risk of blood
clots or stroke.

- Oral contraceptive pills: Some treatment
protocols include oral contraceptive pills to be
taken for 2 to 4 weeks before gonadotropin
injections are started in order to suppress
hormone production or to schedule a cycle. Side
effects include unscheduled bleeding, headache,
breast tenderness, nausea, swelling and the risk
of blood clots or stroke.

- Other medications: Antibiotics may be given for
a short time during the treatment cycle to
reduce the risk of infection associated with egg
retrieval or embryo transfer. Antibiotic use may
be associated with causing a yeast infection,
nausea, vomiting, diarrhea, rashes, sensitivity
to the sun, and allergic reactions. Anti-anxiety
medications or muscle relaxants may be
recommended prior to the embryo transfer; the
most common side effect is drowsiness. Other
medications such as steroids, heparin, low
molecular weight heparin or aspirin may also be
included in the treatment protocol.

Initials: [illegiblel/[illegible]
b. Transvaginal Oocyte Retrieval

* Eggs are removed from the ovary with a needle
under ultrasound guidance

e Anesthesia is provided to make this comfortable
¢ Injury and infection are rare

Oocyte retrieval is the removal of eggs from the ovary.
A transvaginal ultrasound probe is used to visualize
the ovaries and the egg-containing follicles within the
ovaries. A long needle, which can be seen on ultrasound,
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can be guided into each follicle and the contents
aspirated. The aspirated material includes follicular
fluid, oocytes (eggs) and granulosa (egg-supporting)
cells. Rarely the ovaries are not accessible by the
transvaginal route and laparoscopy or transabdominal
retrieval is necessary. These procedures and risks wilt
be discussed with you by your doctor if applicable.
Anesthesia is generally used to reduce if not eliminate
discomfort. Risks of egg retrieval include:

Infection: Bacteria normally present in the vagina may
be inadvertently transferred into the abdominal cavity
by the needle. These bacteria may cause an infection
of the uterus, fallopian tubes, ovaries or other intra-
abdominal organs. The estimated incidence of infec-
tion after egg retrieval is less than 0.5%. Treatment of
infections could require the use of oral or intravenous
antibiotics. Severe infections occasionally require
surgery to remove infected tissue. Infections can have
a negative impact on future fertility. Prophylactic
antibiotics are sometimes used before the egg retrieval
procedure to reduce the risk of pelvic or abdominal
infection in patients at higher risk of this complication.
Despite the use of antibiotics, there is no way to
eliminate this risk completely. '

Bleeding: The needle passes through the vaginal watt
and into the ovary to obtain the eggs. Both of these
structures contain blood vessels. In addition, there are
other blood vessels nearby. Small amounts of blood loss
are common during egg retrievals. The incidence of
major bleeding problems has been estimated to be less
than 0.1%. Major bleeding will frequently require
surgical repair and possibly loss of the ovary. The need
for blood transfusion is rare. (Although very rare,
review of the world experience with IVF indicates that
unrecognized bleeding has lead to death.)
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Trauma: Despite the use of ultrasound guidance, it is
possible to damage other intra-abdominal organs during
the egg retrieval. Previous reports in the medical
literature have noted damage to the bowel, appendix,
bladder, ureters, and ovary. Damage to internal organs
may result in the need for additional treatment such
as surgery for repair or removal of the damaged organ.
However, the risk of such trauma is low.

Anesthesia: The use of anesthesia during the egg
retrieval can produce unintended complications such
as an allergic reaction, low blood pressure, nausea or
vomiting and in rare cases death.

Failure: 1t is possible that the aspiration will fail to
obtain any eggs or the eggs may be abnormal or of poor
quality and otherwise fail to produce a viable

pregnancy.
Initials: [illegible]/[illegible]
c. in vitro fertilization and embryo culture

e Sperm and eggs are placed together in special-
ized conditions (culture media, controlled
temperature, humidity and light) in hopes of
fertilization

¢ Culture medium is designed to permit normal
fertilization and early embryo development, but
the content of the medium is not standardized.

e Embryo development in the lab helps
distinguish embryos with more potential from
those with less or none.

After eggs are retrieved, they are transferred to the
embryology laboratory where they are kept in
conditions that support their needs and growth. The
embryos are placed in small dishes or tubes containing
“culture medium,” which is special fluid developed to
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support development of the embryos made to resemble
that found in the fallopian tube or uterus. The dishes
containing the embryos are then placed into incuba-
tors, which control the temperature and atmospheric
gasses the embryos experience.

A few hours after eggs are retrieved, sperm are placed
in the culture medium with the eggs, or individual
sperm are injected into each mature egg in a technique
called intracytoplasmic Sperm Injection (ICSI) (see
below). The eggs are then returned to the incubator,
where they remain to develop. Periodically over the
next few days, the dishes are inspected so the
development of the embryos can be assessed.

The following day after eggs have been inseminated or
injected with a single sperm (ICS1), they are examined
for signs that the process of fertilization is underway.
At this stage, normal development is evident by the
still single cell having 2 nuclei; this stage is called a
zygote. Two days after insemination or ICSI, normal
embryos have divided into about 4 cells. Three days
after insemination or ICSI, normally developing embryos
contain about 8 cells. Five days after insemination or
ICSI, normally developing embryos have developed to
the blastocyst stage, which is typified by an embryo
that now has 80 or more cells, an inner fluid-filled
cavity, and a small cluster of cells called the inner cell
mass.

It is important to note that since many eggs and
embryos are abnormal, it is expected that not all eggs
will fertilize and not all embryos will divide at a
normal rate. The chance that a developing embryo will
produce a pregnancy is related to whether its
development in the lab is normal, but this correlation
is not perfect. This means that not all embryos
developing at the normal rate are in fact also
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genetically normal, and not all poorly developing
embryos are genetically abnormal. Nonetheless, their
visual appearance is the most common and useful
guide in the selection of the best embryo(s) for transfer.

In spite of reasonable precautions, any of the following
may occur in the lab that would prevent the
establishment of a pregnancy:

Fertilization of the egg(s) may fail to occur.

One or more eggs may be fertilized abnormally
resulting in an abnormal number of
chromosomes in the embryo; these abnormal
embryos will not be transferred.

The fertilized eggs may degenerate before
dividing into embryos, or adequate embryonic
development may fail to occur.

Bacterial contamination or a laboratory
accident may result in loss or damage to some
or all of the eggs or embryos.

Laboratory equipment may fail, and/or
extended power losses can occur which could
lead to the destruction of eggs, sperm and
embryos.

Initials: [illegible]/[illegible]

Other unforeseen circumstances may prevent
any step of the procedure to be performed or
prevent the establishment of a pregnancy.

Hurricanes, floods, or other ‘acts of God’
(including bombings or other terrorist acts)
could destroy the Laboratory or its contents,
including any sperm, eggs, or embryos being
stored there.
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Quality control in the lab is extremely important.
Sometimes immature or unfertilized eggs, sperm or
abnormal embryos (abnormally fertilized eggs or
embryos whose lack of development indicates they are
not of sufficient quality to be transferred) that would
normally be discarded can be used for quality control.
You are being asked to allow the clinic to use this
material for quality control purposes before being
discarded in accordance with normal laboratory
procedures and applicable laws. None of this material
will be utilized to establish a pregnancy or a cell line
unless you sign other consent forms to allow the clinic
to use your eggs, sperm or embryos for research
purposes. Please indicate your choice below:

M I/ We hereby CONSENT to allow the clinic to utilize
my/our immature or unfertilized eggs, left-over sperm
or abnormal embryos for quality control and training
purposes before they are discarded.

Patient: Date:
/s/ Felicia Aysenne 1/29/13
Spouse/Partner Date:
[s/ Scott Aysenne 1/29/13

O I/We hereby DO NOT CONSENT to allow the clinic
to utilize my/our immature or unfertilized eggs, left-
over sperm or abnormal embryos for quality control
and training purposes. This material will be discarded
in accordance with normal Laboratory procedures and
applicable laws.

Patient: Date:

Spouse/Partner Date:




294a
d. Embryo transfer

e After a few days of development, the best
appearing embryos are selected for transfer

¢ The number chosen influences the pregnancy
rate and the multiple pregnancy rate

e A woman’s age and the appearance of the
developing embryo have the greatest influences
on pregnancy outcome

¢ Embryos are placed in the uterine cavity with a
thin tube

¢ Excess embryos of sufficient quality that are not
transferred can be frozen

Initials: [illegible]/[illegible]
After a few days of development, one or more embryos
are selected for transfer to the uterine cavity. Embryos
are placed in the uterine cavity with a thin tube
(catheter). Ultrasound guidance may be used to help
gulde the catheter or confirm placement through the
cervix and into the uterine cavity.

Although the poss1b111ty of a complication from the
embryo transfer is very rare, risks include infection
and loss of, or damage to the embryos.

The number of embryos transferred influences the
pregnancy rate and the multiple pregnancy rate. The
age of the woman and the appearance of the
developing embryo have the greatest influence on
pregnancy outcome and the chance for multiple
pregnancy. While it is possible, it is unusual to develop
more fetuses than the number of embryos transferred.
It is critical to discuss with your doctor the number to
be transferred before the transfer is done.
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In an effort to help curtail the problem of multiple
pregnancies (see multiple pregnancies), national
guidelines published in 2006 recommend limits on the
number of embryos to transfer (see Tables below).
These limits should not be viewed as a
recommendation on the number of embryos to transfer.
These limits differ depending on the developmental
stage of the embryos and the quality of the embryos
and take into account the patient’s personal history.

Recommended limits on number of 2-3 day old embryos to transfer

Embryos age <35 age 35-37 age 38-40 age >40
favorable lor2 2 3 5
unfavorable 2 3 4 5

Recommended limits on number of 5-6 day old embryos to transfer

Embryos age <35 age 35-37 age 38-40  age >40
favorable 1 2 2
unfavorable 2 2 3

In some cases, there will be additional embryos
remaining in the lab after the transfer is completed.
Depending on their developmental normalcy, it may be
possible to freeze them for later use. (See section 2.c.
for an in-depth discussion of embryo cryopreservation).

e. Hormonal; support of the uterine lining

e Successful attachment of embryo(s) to the
uterine lining depends on adequate hormonal
support

® Progesterone, given by the intramuscular or
vaginal route, is routinely given for this purpose

Successful attachment of embryos to the uterine lining
(endometrium) depends on adequate hormonal support of
the lining. The critical hormones in this support are
progesterone and estradiol. Normally, the ovary makes
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sufficient amounts of both hormones. However, in IVF
cycles, this support is not always adequate. Therefore,
progesterone is routinely given, and some clinics also
prescribe estradiol. Progesterone is given by the
intramuscular or vaginal route. Estradiol is given by
the oral, vaginal, trans-dermal or intramuscular route.
The duration of this support is from 2 to 10 weeks.

Initials: [illegible]/[illegible]
a. Intracytoplasmic Sperm Injection (ICSI)

e ICSI is used to increase the chance of
fertilization when fertilization rates are
anticipated to be lower than normal

e Overall success rates with 1051 are slightly
lower than for conventional insemination

e An increased risk of genetic defects in offspring
is reported

e ICSI will not improve oocyte defects

The use of ICSI provides an effective treatment for
male factor infertility. The negative effects of abnormal
semen characteristics and sperm quality on fertiliza-
tion can be overcome with ICSI if viable sperm are
available because the technique bypasses the shell
around the egg (zona pellucida) and the egg membrane
(oolemma) to deliver the sperm directly into the egg.
ICSI involves the direct injection of a single sperm into
the interior of an egg using an extremely thin glass
needle. ICSI allows couples with male factor infertility
to achieve fertilization and live birth rates close to
those achieved with in vitro fertilization (IVF) using
conventional methods of fertilization in men with
normal sperm counts. ICSI can be performed even in
men with no sperm in the ejaculate if sperm can be
successfully collected from the epididymis or the testis.
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Reports on the risk of birth defects associated with
ICSI (compared to those associated with conventional
fertilization in IVF cycles) have yielded conflicting
results. The most comprehensive study conducted thus
far, based on data from five-year-old children, has
suggested that ICSI is associated with an increased
risk of certain major congenital anomalies. However,
whether the association is due to the ICSI procedure
itself, or to inherent sperm defects, could not be
determined because the study did not distinguish
between male factor conditions and other causes of
infertility. Note that even if there is an increased risk
of congenital malformations in children conceived with
ICSI, the risk is relatively low (4.2% versus -3% of
those conceived naturally). The impact of ICSI on the
intellectual and motor development of children
conceived via ICSI also has been controversial. An
early report suggested that development in such
children lagged significantly behind that of children
resulting from conventional WE or those conceived
naturally. However, more recent studies from larger
groups, using standardized criteria for evaluation,
have not detected any differences in the development
or the abilities of children born after ICSI, conven-
tional IVF, or natural conception.

The prevalence of sex chromosome abnormalities in
children conceived via ICSI is higher than observed in
the general IVF population, but the absolute differ-
ence between the two groups is small (0.8% to 1.0% in
ICSI offspring vs. 0.2% in the general IVF population).
The reason for the increased prevalence of chromoso-
mal anomalies observed in ICSI offspring is not clear.
Whereas it may result from the ICSI procedure itself,
it might also reflect a direct paternal effect. Men with
sperm problems (low count, poor motility, and/or abnormal
shape) are more likely themselves to have genetic
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abnormalities and often produce sperm with abnormal

.chromosomes; the sex chromosomes (X and Y) in the
sperm of men with abnormal semen parameters
appear especially prone to abnormalities. If sperm
with abnormal chromosomes produce pregnancies,
these pregnancies will likely carry these same defects.
The prevalence of translocations (a re-arrangement of
chromosomes that increases the risk of abnormal
chromosomes in egg or sperm and can cause
miscarriage) of paternal origin and of de novo balanced
translocations in ICSI offspring (0.36%) also appears
higher than in the general population (0.07%).

Initials: [illegiblel/[illegible]
Some men are infertile because the tubes connecting
the testes to the penis did not form correctly. This
condition, called congenital bilateral absence of the
vas deferens (CBAVD), can be bypassed by aspirating
sperm directly from the testicles or epididymis, and
using them in IVF with ICSI to achieve fertilization.
However, men with CBAVD are affected with a mild
form of cystic fibrosis (CF), and ‘this gene wilt be
passed on to their offspring. All men with CVABD, as
well as their partners, should be tested for CF gene
mutations prior to treatment, so that the risk of their
offspring having CF can be estimated and appropriate
testing performed. It is important to understand that
there may be CF gene mutations that are not
detectable by current testing and parents who test

negative for CF mutations can still have children
affected with CF.

Some men have no sperm in their ejaculate because
their testes do not produce adequate quantities (non-
obstructive azoospermia). This can be due to a number
of reasons such as prior radiation, chemotherapy or
undescended testicles. in some men, small deletions on
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their Y chromosome lead to extremely low or absent
sperm counts. Testicular biopsy and successful
retrieval of viable sperm can be used to fertilize eggs
with ICSI. However, any sperm containing a Y
chromosomal microdeletion wilt be transmitted to the
offspring. Thus the risk that male offspring might later
manifest disorders including infertility is very real.
However, men without a detectable deletion by blood
testing can generate offspring having a Y chromosome
microdetetion, because the chromosomes in the sperm
may not be the same as those seen when tested by a -
blood test.

b. Assisted Hatching

e Assisted Hatching involves making a hole in the
outer shell (zona pellucida) that surrounds the
embryo

e Hatching may make it easier for embryos to
escape from the shell that surrounds them.

The cells that make up the early embryo are enclosed
within a flexible membrane (shell) called the zona
pellucida. During normal development, a portion of
this membrane dissolves, allowing the embryonic cells
to escape or “hatch” out of the shell. Only upon
hatching can the embryonic cells implant within the
wait of the uterus to form a pregnancy.

Assisted hatching is the Laboratory technique in
which an embryologist makes an artificial opening in
the shell of the embryo. The hatching is usually
performed on the day of transfer, prior to Loading the
embryo into the transfer catheter. The opening can be
made by mechanical means (slicing with a needle or
burning the shell with a laser) or chemical means by
dissolving a small hole in the shell with a dilute acid
solution.
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Some programs have incorporated artificial or
“assisted hatching” into their treatment protocols
because they believe it improves implantation rates,
and ultimately, live birth rates although definitive
evidence of this is tacking.

Risks that may be associated with assisted hatching
include damage to the embryo resulting in loss of
embryonic cells, or destruction or death of the embryo,
Artificial manipulation of the zygote may increase the
rates of monozygotic (identical) twinning which are
significantly more complicated pregnancies. There
may be other risks not yet known.

Initials: [illegible}/[illegible]
c. Embryo Cryopreservation

* Freezing of viable embryos not transferred after
egg retrieval provides additional chances for

pregnancy.

¢ Frozen embryos‘ do not always survive the
process of freezing and thawing.

¢ Freezing of eggs before fertilization is currently
considered experimental. Research is being
done under IRB oversight.

e Ethical and legal dilemmas can arise when
couples separate or divorce; disposition
agreements are essential.

e Itisthe responsibility of each couple with frozen
embryos to remain in contact with the clinic on
an annual basis.

Freezing (or “cryopreservation”) of embryos is a
common procedure. Since multiple eggs (oocytes) are
often produced during ovarian stimulation, on occasion
there are more embryos available than are considered
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appropriate for transfer to the uterus. These embryos,
if viable, can be frozen for future use. This saves the
expense and inconvenience of stimulation to obtain
additional eggs in the future. Furthermore, the avail-
ability of cryopreservation permits patients to transfer
fewer embryos during a fresh cycle, reducing the risk
of high-order multiple gestations (triplets or greater).
Other possible reasons for cryopreservation of embryos
include freezing all embryos in the initial cycle to
prevent severe ovarian hyperstimulation syndrome
(OHSS), or if a couple were concerned that their future
fertility potential might be reduced due to necessary
medical treatment (e.g., cancer therapy or surgery).
The pregnancy success rates for cryopreserved embryos
transferred into the human uterus can vary from
practice to practice. Overall pregnancy rates at the
national level with frozen embryos are lower than with
fresh embryos. This, at least in part, results from the
routine selection of the best-looking embryos for fresh
transfer, reserving the ‘second-best for freezing. There
is some evidence that pregnancy rates are similar
when there is no such selection.

Indications:
- To reduce the risks of multiple gestation

- To preserve fertility potential in the face of
certain necessary medical procedures

- To increase the chance of having one or more
pregnancies from a single cycle of ovarian
stimulation

- To minimize the medical risk and cost to the
patient by decreasing the number of stimulated
cycles and egg retrievals
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- To temporarily delay pregnancy and decrease
the risks of hyperstimulation (011S5- see below)
by freezing all embryos, when this risk is high.

Risks of embryo cryopreservation: There are several
techniques for embryo cryopreservation, and research
is ongoing. Traditional methods include “slow,” gradu-
ated freezing in a computerized setting, and “rapid”
freezing methods, called “vitrification.” Current tech-
niques deliver a high percentage of viable embryos
thawed after cryopreservation, but there can be no
certainty that embryos will thaw normally, nor be
viable enough to divide and eventually implant in the
uterus. Cryopreservation techniques could theoreti-
cally be injurious to the embryo. Extensive animal data
(through several generations), and limited human data,
do not indicate any likelihood that children born of
embryos that have been cryopreserved and thawed
will experience greater risk of abnormalities than
those born of fresh embryos. However, until very large
numbers of children have been born following freezing
and thawing of embryos, it is not possible to be certain
that the rate of abnormalities is no different from the
normal rate.

If you choose to freeze embryos, you MUST complete a
Disposition for Embryos statement before freezing.
This statement outlines the choices you have with
regard to the disposition of embryos in a

Initials: [illegiblel/[illegible]

variety of situations that may arise. This statement is
attached at the end of this consent form. You are free to
submit a statement at a later time indicating different
choices, provided you both agree in writing. It is also
incumbent upon you to remain in touch with the clinic
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regarding your residence, and to pay for storage
charges as they come due.

B. Risks to the Woman

To increase the number of eggs that develop, a series
of hormone shots are given to support the simultane-
ous growth of numerous follicles instead of just one.
The hormones used in this regimen are known to have,
or suspected of having a variety of side effects, some
minor and some potentially major.

The most serious side effect of ovarian stimulation is
ovarian hyperstimulation syndrome (DHSS). Its
symptoms can include increased ovarian size, nausea
and vomiting, accumulation of fluid in the abdomen,
breathing difficulties, an increased concentration of
red blood cells, kidney and liver problems, and in the
most severe cases, blood clots, kidney failure, or death.
The severe cases affect only a very small percentage of
women who undergo in vitro fertilization-0.2 percent
or less of all treatment cycles—and the very severe are
an even smaller percentage. Only about 1.4 in 100,000
cycles has Lead to kidney failure, for example. DHSS
occurs at two stages: early, 1 to 5 days after egg
retrieval (as a result of the hCG trigger); and late, 10
to 15 days after retrieval (as a result of the hCG if
pregnancy occurs). The risk of severe complications is
about 4 to 12 times higher if pregnancy occurs which
is why sometimes no embryo transfer is performed to
reduce the possibility of this occurring.

Many have worried that the use of fertility drugs could
Lead to an increased risk of cancer—in particular,
breast, ovarian, and uterine (including endometrial)
cancers. One must be careful in interpreting epide-
miological studies of women taking fertility drugs,
because all of these cancers are more common in
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women with infertility, so merely comparing women
taking fertility drugs with women in the general
population inevitably shows an increased incidence of
cancer_ When the analysis takes into account the
increased cancer risk due to infertility per se, the
evidence does not support a relationship between
fertility drugs and an increased prevalence of breast
or ovarian cancer, More research is required to
examine what the long-term impact fertility drugs
may be on breast and ovarian cancer prevalence rates.
For uterine cancer, the numbers are too small to
achieve statistical significance, but it is at Least
possible that use of fertility drugs may indeed cause
some increased risk of uterine cancer.

Pregnancies that occur with IVF are associated with
increased risks of certain conditions (see Table below
from the Executive Summary of a National Institute
of Child Health and Human Development Workshop
held in September 2005, as reported in the journal
Obstetrics Et Gynecology, vol. 109, no. 4, pages 967.77,
2007). Some of these risks stem from the higher
average age of women pregnant by IVF and the fact
that the underlying cause of infertility may be the
cause of the increased risk of pregnancy complications.
There may be additional risks related to the IVF
procedure per se, but it is difficult to assign the relative
contributions.

Initials: [illegible]/[illegible]
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Potential Risks in Singleton IVF-conceiveci
Pregnancies

Absolute Risk  Relative Risk (vs.
(%) in IVF- non IVF-conceived

conceived Pregnancies)
Pregnancies
Pre-eclampsia 10.3% 1.6 (1.2-2.0) ‘
Placenta previa 2.4% 2.9 (1.5--5.4)
Placental abruption 2.2% 2.4 (1.1--5.2)
Gestational diabetes 6.8% 2.0(1.4--3.0)
Cesarean delivery 26.7% 2.1(1.7-2.6)

In this table, the Absolute risk is the percent of IVF
Pregnancies in which the risk occurred. The Relative
Risk is the risk in IVF versus the risk in non-IVF
pregnancies; for example, a relative risk of 2.0
indicates that twice as many IVF pregnancies experi-
ence this risk as compared to non-IVF pregnancies.
The numbers in parentheses (called the “Confidence
interval”) indicate the range in which the actual
Relative Risk lies.

Please note that most experts believe the rate of
Cesarean delivery to be well above the 26.7% rate
quoted here.

Currently more than 30% of IVF pregnancies are
twins or higher-order multiple gestations (triplets or
greater), and about half of all IVF babies are a result
of multiple gestations. identical twinning occurs in
1.5% to 4.5% of IVF pregnancies. IVF twins deliver on
average three weeks earlier and weigh 1,000 gm less
than IVF singletons. Of note, IVF twins do as welt as
spontaneously conceived twins. Triplet (and greater)
pregnancies deliver before 32 weeks (7 months) in
almost half of cases.
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Additionally, while embryos are transferred directly
into the uterus with IVF, ectopic (tubal, cervical and
abdominal) pregnancies as well as abnormal
intrauterine pregnancies have occurred either alone or
concurrently with a normal intrauterine pregnancy,
These abnormal pregnancies oftentimes require
medical treatments with methotrexate (a weak
chemotherapy drug) or surgery to treat the abnormal
pregnancy. Side effects of methotrexate include nausea
or vomiting, diarrhea, cramping, mouth ulcers,
headache, skin rash, sensitivity to the sun and
temporary abnormalities in liver function tests. Risks
of surgery include the risks of anesthesia, scar tissue
formation inside the uterus, infection, bleeding and
injury to any internal organs.

C. Risks to Offspring

¢ IVF babies may be at a slight increased risk for
birth defects

¢ The risk for a multiple pregnancy is
significantly higher for patients undergoing
IVF, even when only one embryo is transferred

e Multiple pregnancies are the greatest risk for
babies following IVF

¢ Some risk may also stem from the underlying
infertile state, or from the IVF techniques, or
both

Initials: Jillegiblel/[illegible]

Since the first birth of an IVF baby in 1978, more than
3 million children have been born worldwide following
IVF treatments. Numerous studies have been conducted
to assess the overall health of IVF children and the
majority of studies on the safety of IVF have been
reassuring. As more time has passed and the dataset
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has enlarged, some studies have raised doubts about
the equivalence of risks for IVF babies as compared to
naturally conceived babies.

A major problem in interpreting the data arises from
the fact that comparing a group of infertile couples to
a group of normally fertile couples is not the proper
comparison to make if one wants to assess the risk
that IVF technology engenders. Infertile couples, by
definition, do not have normal reproductive function
and might be expected to have babies with more
abnormalities than a group of normally fertile couples.
This said, even if the studies suggesting an increased
risk to babies born after IVF prove to be true, the
absolute risk of any abnormal outcome appears to be
small.

Singletons conceived with IVF tend to be born slightly
earlier than naturally conceived babies (39.1 weeks as
compared to 39.5 weeks). IVF twins are not born
earlier or later than naturally conceived twins. The
risk of a singleton IVF conceived baby being born with
a birth weight under 5 pounds nine ounces (2500
grams) is 12.5% vs. 7% in naturally conceived singletons.

The risk of birth defects in the normal population is
2-3 %. In IVF babies the birth defect rate may be
2.6-3.9%. The difference is seen predominately in
singleton males. Studies to date have not been large
enough to prove a link between IVF treatment and
specific types of birth defects.

Imprinting Disorders. These are rare disorders having
to do with whether a maternal or paternal gene is
inappropriately expressed. In two studies approximately
4% of children with the imprinting disorder called
Beckwith-Weidemann Syndrome were born after IVF,
which is more than expected. A large Danish study
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The Option of Selective Reduction: Pregnancies that
have more than 2 fetuses are considered an adverse
outcome of infertility treatment. The greater the
number of fetuses within the uterus, the greater is the
risk for adverse perinatal and maternal outcomes.
Patients with more than twins are faced with the
options of continuing the pregnancy with all risks
previously described, terminating the entire
pregnancy, or reducing the number of fetuses in an
effort to decrease the risk of maternal and perinatal
morbidity and mortality. Multifetal pregnancy
reduction (MFPR) decreases risks associated with
preterm delivery, but often creates profound ethical
dilemmas. Pregnancy loss is the main risk of MFPR.
However, current data suggest that such complications
have decreased as experience with the procedure has
grown. The risk of loss of the entire pregnancy after
MFPR is approximately 1%.

In general, the risk of loss after MFPR increases if the
number of fetuses at the beginning of the procedure is
more than three. White there is little difference
between the loss rates observed when the final number
of viable fetuses is two or one, the loss rate is higher in
pregnancies reduced to triplets. Pregnancies that are
reduced to twins appear to do as well as spontaneously
conceived twin gestations, although an increased risk
of having a small for gestational age fetus is increased
when the starting number is over four. The benefit of
MFPR can be documented in triplet and higher-order
gestations because reduction prolongs the length of
gestation of the surviving fetuses. (This has been
demonstrated for triplets; triplets have a 30-35% risk
of birth under 32 weeks compared to twins which is 7
to 10%)
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D. Ethical and Religious Considerations in Infertility
Treatment ’

Infertility treatment can raise concerns and questions
of an ethical or religious nature for some patients. The
technique of in vitro fertilization (IVF) involves the
creation of human embryos outside the body, and can
involve the production of excess embryos and/or ‘high-
order’ multiple pregnancy (triplets or more). We
encourage patients and their spouses or partners who
so desire to consult with trusted members of their
religious or ethics community for guidance on their
infertility treatment.

Initials: [illegiblel/[illegible]
E. Psychosocial Effects of Infertility Treatment

A diagnosis of infertility can be a devastating and life-
altering event that impacts on many aspects of a
patient’s life. Infertility and its treatment can affect a
patient and her spouse or partner medically, finan-
cially, socially, emotionally and psychologically. Feelings of
anxiousness, depression, isolation, and helplessness
are not uncommon among patients undergoing infertility
treatment. Strained and stressful relations with
spouses, partners and other loved ones are not
uncommon as treatment gets underway and progresses.

Our health care team is available to address the
emotional, as well as physical symptoms that can
accompany infertility. In addition to working with our
health care team to minimize the emotional impacts of
infertility treatments, patients may also consider
working with mental health professionals who are
specially trained in the area of infertility care.

While it is normal to experience emotional ups and
downs when pursuing infertility treatment, it is
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important to recognize when these feelings are of a
severe nature. If you experience any of the following
symptoms over a prolonged period of time, you may
benefit from working with a mental health professional:

Loss of interest in usual activities
Depression that doesn’t lift

Strained interpersonal relationships (with
partner, family, friends and/or colleagues)

Difficulty thinking of anything other than your
infertility

High levels of anxiety.
Diminished ability to accomplish tasks
Difficulty with concentration

Change in your sleep patterns (difficulty failing
asleep or staying asleep, early morning
awakening, sleeping more than usual for you)

Change in your appetite or weight (increase or
decrease)

Increased use of drugs or alcohol
Thoughts about death or suicide
Social isolation

Persistent feelings of pessimism, guilt, or
worthlessness

Persistent feelings of bitterness or anger

Our health care team can assist you in locating a
qualified mental health professional who is familiar
with the emotional experience of infertility, or you can
contact a national support group such as RESOLVE,
(www.resolve.org, Tel. 1-888-623-0744) or The American


http://www.resolve.org




317a

Reproductive Technology. Fertil Steril 2006; 86 suppl
4): 5103-5105.

Embryo hatching

The role of assisted hatching in in vitro fertilization: a
review of the literature. A Committee opinion. The
Practice Committee of the American Society for
Reproductive Medicine and the Practice Committee of
the Society for Assisted Reproductive Technology.
Fertil Steril 2006; 86 (suppl. 4): S124-S126.

Ovarian Hyperstimulation

Ovarian hyperstimulation syndrome, The Practice
Committees of the American Society for Reproductive
Medicine. Fertil Steril 2006; 86 (suppl 4): S178-S183.

Risks of pregnancy

Infertility, assisted reproductive technology, and
adverse pregnancy outcomes. Executive Summary of a
National Institute of Child Health and Human
Development Workshop. Reddy UM, Wapner RJ, Rebar
RW, Tasca RdJ. Obstet Gynecol 2007; 109(4):967-77.

Risks to offspring

Infertility, assisted reproductive technology, and
adverse pregnancy outcomes. Executive Summary of a
National Institute of Child Health and Human
Development Workshop. Reddy UM, Wapner RdJ, Rebar
RW, Tasca RdJ. Obstet Gynecot 2007; 109(4):967-717.

Multiple pregnancy associated with infertility therapy.
The Practice Committees of the American Society for
Reproductive Medicine Fertil Steril 2006; 86 (suppl 4):
S106-S110.

Imprinting diseases and IVF: A Danish National IVF
cohort study. Lidegaard 0, Pinborg A and Anderson AN
Human Reproduction 2005; 20(4):950-954.



318a
Initials: [illegiblel/[illegible]
Disposition of Embryos

Because of the possibility of you and/or your partner’s
separation, divorce, death or incapacitation after embryos
have been produced, it is important to decide on the
disposition of any embryos (fresh or cryopreserved)
that remain in the laboratory in these situations. Since
this is a rapidly evolving field, both medically and
Legally, the clinic cannot guarantee what the available
or acceptable avenues for disposition will be at any
future date.

Currently, the alternatives are:
1. Discarding the cryopreserved embryo(s)

2. Donating the cryopreserved embryo(s) for
approved research studies.

3. Donating the cryopreserved embryos to another
couple in order to attempt pregnancy. (In this
case, you may be required to undergo additional
infectious disease testing and screening due to
Federal or State requirements )

4. Use by one partner with the contemporaneous
permission of the other for that use.

This agreement provides several choices for disposi-
tion of embryos in these circumstances (death of the
patient or the patient’s spouse or partner, separation
or divorce of the patient and her spouse/partner,
successful completion of IVF treatment, decision to
discontinue IVF treatment, and by failure to pay fees
for frozen storage).

I/We agree that in the absence of a more recent written
and witnessed consent form, the Clinic is authorized
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to act on our choices indicated below, so far as it is
practical.

I/We also agree that in the event that either our chosen
dispositional choices are not available or we fail to
preserve any choices made herein, whether through
nonpayment of storage fees or otherwise, the clinic is
authorized to discard and destroy our embryos.

Note:

e Embryos cannot be used to produce pregnancy
against the wishes of the partner. For example,
in the event of a separation or divorce, embryos
cannot be used to create a pregnancy without
the express, written consent of both parties,
even if donor gametes were used to create the
embryos.

e Embryo donation to achieve a pregnancy is
regulated by the FDA (U.S. Food and Drug
Administration) as well as state laws, as
donated tissue; certain screening and testing of
the persons providing the sperm and eggs are
required before donation can occur.

* You are free to revise the choices you indicate
here at any time by completing another form
and having it notarized.

Initials: [illegiblel/[illegible]

e Your wills should also include your wishes on
disposition of the embryos and be consistent
with this consent form. Any discrepancies will
need to be resolved by court decree.

e Please check the appropriate box in each section
to delineate your wishes and initial the bottom
of each page.
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gametes were used, written authorization from the
gamete donor must be obtained to use these gametes
for anything other than reproduction or destruction
of the embryos.

O Award for research purposes, including but not
United to embryonic stem cell research, which may
result in the destruction of the embryos but will not
result in the birth of a child.

U Destroy the embryos.
[0 Other disposition (please specify):

Default Disposition: I/We understand and agree that
in the event none of our elected choices are available,
as determined by the clinic, the clinic is authorized,
without further notice to us, to destroy and discard our
embryos.

Initials: [illegiblel/[illegiblel
Death of Spouse or Partner

In the event the patient’s spouse or partner dies prior
to use of all the embryos, we agree that the embryos
should be disposed of in the following manner (check
one box only):

M Award to patient, which gives complete control for
any purpose, including implantation, donation for
research, or destruction. This may entail maintaining
the embryos in storage, and the fees and other
payments due the clinic for these cryopreservation
services. '

O Donate to another couple or individual for
reproductive purposes. This may entail maintaining
the embryos in storage, and the fees and other
payments due the clinic for these cryopreservation
services, If you wish, you may designate a couple or












