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Pursuant to Federal Rules of Civil Procedure 26 and 37, and Federal Rules
of Evidence 104, 403, and Rule 702, Plaintiffs move to partially exclude certain
testimony of Defendants’ expert Dr. Paul Hruz, on the grounds that he fails to meet
the qualification, reliability, and helpfulness requirements imposed by Fed. R.
Evid. 702 and Daubert v. Merrell Dow Pharm., Inc., 509 U.S. 579 (1993).

Dr. Hruz is a pediatric endocrinologist. Many of the opinions he purports
to offer in this case have previously been excluded. See Kadel v. Folwell, No.
1:19CV272, 2022 WL 3226731, at *9-10 (M.D.N.C. Aug. 10, 2022). He has no
experience treating or diagnosing gender dysphoria; he has never provided gender-
affirming care, has never done any original research on the issue, has never
published any peer-reviewed literature on the matter, and holds opinions that are
purely speculative and far afield from the mainstream of the medical and scientific
communities. Indeed, as he does here, in Kadel, Dr. Hruz “offer[ed] a wide range
of conclusions that fall into five main categories: mental healthcare, medical and
surgical care, informed consent, criticism of medical associations, and political
criticisms.” Kadel, 2022 WL 3226731, at *8. Despite the broad ranging categories
on which he was offered to testify, after reviewing his qualifications, the Kadel
Court limited Dr. Hruz’s testimony to “the risks associated with puberty blocking
medication and hormone therapy.” Id. at *9.

The Court here should similarly impose the same limitation on Dr. Hruz’s



Case 4:22-cv-00325-RH-MAF Document 136 Filed 04/07/23 Page 4 of 34

testimony. Accordingly, Dr. Hruz is not a qualified expert on gender dysphoria
or its treatment, and his opinions and testimony are neither relevant nor reliable.
Additionally, his opinions and testimony are likewise inadmissible because any
probative value they may have (and they have none) is substantially outweighed
by the danger of unfair prejudice, confusion of the issues, waste of time, undue
delay, and needless presentation of cumulative evidence. See Fed. R. Evid. 403.
In support of this motion, Plaintiffs state as follows:

MEMORANDUM OF LAW

LEGAL STANDARD

Federal Rule of Evidence 702 places gatekeeping obligation on a trial court,
to ensure that an expert’s testimony “both rests on a reliable foundation and is
relevant to the task at hand.” Daubert v. Merrell Dow Pharm., Inc., 509 U.S. 579,
597 (1993); see also United States v. Frazier, 387 F.3d 1244, 1260 (11th Cir. 2004)
(“The importance of Daubert's gatekeeping requirement cannot be overstated.”).
In determining the admissibility of expert testimony under Rule 702, courts engage
in a “rigorous” three-part inquiry and must consider whether:

(1) the expert is qualified to testify competently regarding the matters he
intends to address; (2) the methodology by which the expert reaches his
conclusions is sufficiently reliable as determined by the sort of inquiry
mandated in Daubert; and (3) the testimony assists the trier of fact, through
the application of scientific, technical, or specialized expertise, to understand

the evidence or to determine a fact in issue.

Frazier, at 1260; see also City of Tuscaloosa v. Harcros Chems., Inc., 158 F.3d

2
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548, 562 (11th Cir. 1998), cert. denied, 528 U.S. 812 (1999).
The Eleventh Circuit refers to these three considerations separately as

99 ¢¢

“qualification,” “reliability,” and “helpfulness” and has emphasized that they are

“distinct concepts that courts and litigants must take care not to conflate.” Quiet
Tech. DC-8, Inc. v. Hurel-Dubois UK Ltd., 326 F.3d 1333, 1341 (11th Cir. 2003).
The party offering the expert testimony has the “burden of establishing
qualification, reliability, and helpfulness.” Frazier, 387 F.3d at 1260. As detailed
below, Dr. Hruz’s proposed opinions fail to meet these requirements and should

be excluded.

ARGUMENT

L Dr. Hruz is not qualified to offer an expert opinion on the diagnosis and
the mental health treatment of gender dysphoria.

A witness must be “qualified to testify competently regarding the matter he
intends to address.” Frazier, at 1260. “A witness may be qualified as an expert by
virtue of his ‘knowledge, skill, experience, training, or education.” Quiet Technology
DC-8, Inc., 326 F.3d at 1342. However, credentials are not dispositive when
determining qualification. Each of the three analytical prongs (including
qualifications) is assessed in reference to the matter to which the expert seeks to
testify—i.e., “to the task at hand.” Daubert, 509 U.S. at 597. It is for that reason that
“expertise in one field does not qualify a witness to testify about others.” Lebron v.

Sec’y of Fla. Dep’t of Children & Families, 772 F.3d 1352, 1368 (11% Cir. 2014)
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(holding that a psychiatrist was properly prevented from opining on rates of drug use
in an economically vulnerable population because he had never conducted research
on the subject, and instead relied on studies to form his opinion). Rather, an expert’s
qualifications must be within the same technical area as the subject matter of the
expert’s testimony; in other words, a person with expertise may only testify as to
matters within that person’s expertise.” Id. at 1369. “A scientist, however well
credentialed he may be, is not permitted to be the mouthpiece of a scientist in a
different specialty.” Dura Automotive Systems of Indiana, Inc. v. CTS Corp., 285
F.3d 609, 614 (7th Cir. 2002). If a proposed expert witness does not “propose to
testify about matters growing naturally and directly out of research he had conducted
independent of the litigation,” such expert should be disqualified. Lebron, 772 F.3d
at 1369 (quoting Fed. R. Evid. 702 (cleaned up)).

Therefore “[d]etermining whether a witness is qualified to testify as an expert
requires the trial court to examine the credentials of the proposed expert in light of
the subject matter of the proposed testimony.” Banuchi v. City of Homestead, 606
F.Supp.3d 1262, 1272 (S.D. Fla. 2022) (cleaned up). Here, Dr. Hruz does not have
the medical specialty required to discuss the diagnosis and treatment for gender
dysphoria, particularly the diagnosis and assessment of gender dysphoria and non-
endocrine treatments that are wholly outside his expertise as an endocrinologist.

The Court in Kadel succinctly determined based on Dr. Hruz’s deposition
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testimony that:
Hruz is not qualified to offer expert opinions on the diagnosis of gender
dysphoria, the DSM, gender dysphoria’s potential, causes, the
likelihood that a patient will “desist,” or the efficacy of mental health
treatments. He has never diagnosed a patient with gender dysphoria,
treated gender dysphoria, treated a transgender patient, conducted any
original research about gender dysphoria diagnosis or its causes, or
published any scientific, peer reviewed literature on gender dysphoria.
Kadel, 2022 WL 3226731, at *9; Ex. A at 142 Hruz Expert Report' (“I have never
personally engaged in the delivery of gender affirming medical interventions to
children with gender dysphoria”); Ex. C at 88:18-89:8, 89:17-25 (Dr. Hruz
discussing his lack of qualifications and treatment for gender dysphoria); Ex. E at
24:11-24:14, 25:20-25:23. Indeed, Dr. Hruz has also not sat in on a meeting with
a patient discussing the treatment options for gender dysphoria. Ex. C at 40:6-
40:11. Nor has he conducted any original research about transgender people or
gender dysphoria. Ex. C at 35:5-36:1; Ex. E at 62:25-63:9; Ex. F at 25:24-28:13.

He has not published any scientific, peer-reviewed literature on gender dysphoria

or transgender people either. Ex. C at 42:14-49:19; Ex. E at 61:17-64:7, 295:19-

' Unless otherwise specified, all exhibits cited herein are attached to the
contemporaneously filed Declaration of Shani Rivaux.

5
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295:23.2 Dr. Hruz is neither a psychiatrist®, a psychologist, nor a mental health
care provider of any kind qualified to diagnose gender dysphoria or to opine on
the reliability of the American Psychiatric Association’s Diagnostic and Statistical
Manual of Mental Disorders, Fifth Edition (“DSM-5"). Ex. C at 112:9-11, 55:23-
56:15; Ex. E at 41:21-42:2, 42:11-42:18.

Like the Court in Kadel, this Court should exclude Dr. Hruz on these topics
due to his lack of expertise. See Dura Auto. Sys. of Indiana, Inc. v. CTS Corp.,
285 F.3d 609, 614 (7th Cir. 2002) (“The Daubert test must be applied with due
regard for the specialization of modern science. A scientist, however well
credentialed he may be, is not permitted to be the mouthpiece of a scientist in a
different specialty. That would not be responsible science.”). Instead, Dr. Hruz
bases his opinions solely on his review of literature and conversations he has had

with others. The fact that Dr. Hruz has read about gender dysphoria and

2 Dr. Hruz’s only publication relating to gender dysphoria in a peer-reviewed journal
is a letter to the editor not based on any original research or scientific study, and for
which it is unclear if letters to the editor are subjected to peer-review. Ex. C at
43:9-45:15. See also Ex. P (noting that letters to the editor are typically not peer
reviewed). His other publications pertaining to gender dysphoria are all in non-
scientific, non-medical, non-peer-reviewed journals affiliated with religious
organizations.

In his rebuttal report, Dr. Hruz claims that his opinions are supported by his
“professional experience as a psychiatrist.” Ex. B at §3. However, none of his
qualifications or his prior testimony have demonstrated any credentials of a
psychiatrist.
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transgender people does not qualify him as an expert on these issues, however.
That is precisely the sort of “generalized knowledge of a particular subject” that
courts have rejected as a qualification under Rule 702. As with the disqualified
expert in Lebron who “reached his opinion instead by relying on studies,” this is
insufficient to serve as an expert witness. Lebron, 772 F.3d at 1369.

Aside from his lack of expertise, Dr. Hruz is the definition of a
manufactured “expert witness” as his involvement originates from and dates back
to a conference by the Alliance Defending Freedom (“ADF”)* organized
specifically to cultivate professional “experts” who would testify against the
gender-affirmation of transgender people. Ex. C at 241:10-246:20; Ex. E at 92:21-
93:24; Ex. F at 147:11-21; ¢f- Ex. O at 84:3-85:12, 90:13-91:13 (Dr. Lappert
testifying that he attended the same ADF conference as Dr. Hruz in 2017 where
the “poverty of [experts] who are willing to testify” against gender-confirming

policies was discussed and that attendees “were asked whether they would be

* ADF is well-known for pushing anti-LGBT policies across the country and
internationally. See, e.g., Nico Lang, A Hate Group Is Reportedly Behind 2021 s
Dangerous  Wave of Anti-Trans Bills, them. (Feb. 19, 2021),
https://bit.ly/3HEqCR9; Julie Compton, Activists take aim at anti-LGBTQ ‘hate
group,” Alliance Defending Freedom, NBC News (Nov. 14, 2018),
https://nbenews.to/30Ee9Es. The Southern Poverty Law Center has designated
ADF a hate group. See S. Poverty Law Ctr., Why is Alliance Defending Freedom
a Hate Group? (Apr. 10, 2020), https://bit.ly/3HE6LS1 (accessed Nov. 19, 2021).
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willing to participate as expert witnesses™); Ex. Q at 169:18-171:4. Like the
disqualified expert in Lebron, Dr. Hruz “developed his opinions expressly for
purposes of testifying” in an area outside his specialty. Lebron, 772 F.3d at 1369.

In sum, Dr. Hruz is not qualified to serve as an expert on the diagnosis or
the mental health treatment paradigms for gender dysphoria and his testimony
should be limited to “the risks associated with puberty blocking medication and
hormone therapy.” Kadel, 2022 WL 3226731, at *9.

II.  Dr. Hruz’s opinions and testimony are not relevant to this case.

To satisfy the helpfulness requirement, the testimony must have a justified
scientific relationship to the facts at issue. Daubert, 509 U.S. at 591. Thus,
helpfulness, “goes primarily to relevance.” Id. at 580. Relevant expert testimony
“logically advances a material aspect of the proposing party's case” and “fits” the
disputed facts. McDowell v. Brown, 392 F.3d 1283, 1298-99 (11th Cir. 2004). “The
relationship must be an appropriate ‘fit” with respect to the offered opinion and the
facts of the case.” Id. The “court must satisfy itself that the proffered testimony is
relevant to the issue at hand, for that is a precondition to admissibility.” Sardis v.
Overhead Door Corp., 10 F.4th 268, 282 (4th Cir. 2021) (cleaned up). “The
touchstone of this inquiry is the concept of relevance.” Prosper v. Martin, 989 F.3d
1242, 1249 (11th Cir. 2021). Thus, “expert testimony which does not relate to any

issue in the case is not relevant and non-helpful.” Knight v. Boehringer Ingelheim
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Pharms., Inc., 323 F.Supp.3d 837, 846 (S.D. W.Va. 2018). In order to be relevant,
an opinion needs to “fit” with the facts at issue. Simmons v. Augusta Aviation, Inc.,
596 F. Supp. 3d 1363, 1374 (S.D. Ga. 2022) “To satisfy this requirement, the
testimony must concern matters beyond the understanding of the average lay person
and logically advance a material aspect of the proponent’s case.” Id. Testimony that
“offers nothing more than what lawyers for the parties can argue in closing
arguments” or that consists of “subjective portrayals of factual information”
“generally will not help the trier of fact.” Giusto v. Int’l Paper Co., 2021 WL
3603374, at *4 (N.D. Ga. Aug. 13, 2021).

This case is about whether Defendants’ exclusion of coverage for medically
necessary gender-affirming health care treatments violates Plaintiffs’ rights. Many
of Dr. Hruz’s opinions are not relevant to this inquiry as they do not have a “valid
scientific connection to the pertinent inquiry” Boca Raton Cmty. Hosp., Inc. v.
Tenet Health Care Corp., 582 F.3d 1227, 1232 (11th Cir.2009). His opinions do
not “fit” because they are not sufficiently tied to the facts of the case so that they
will aid a factfinder.

A. Dr. Hruz'’s opinions about “desistance’’ are irrelevant.

Take for example Dr. Hruz’s opinions about purported “desistance” rates
as a reason to question the provision of gender-confirming care. Another subject

matter area in which the Kadel Court excluded Dr. Hruz’s testimony. Kadel, 2022
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WL 3226731, at *9. Dr. Hruz spends considerable time on (and builds most of his
testimony questioning the propriety of gender-affirming health care upon)
antiquated studies showing that a majority of prepubertal children diagnosed with
gender identity disorder—an outmoded diagnosis distinct from gender dysphoria
with different diagnostic criteria—*“desisted” from their gender nonconformity or
cross-gender behavior. See, e.g., Ex. A at 4963-64; 141. But not only are such
opinions based on faulty propositions, they simply do not fit the facts of this case.

Dr. Hruz's testimony that focuses on the risks associated with providing
hormone therapy to prepubescent children—children who have not begun
puberty—is not relevant. Ex. C at 125:23-126:5. By his own admission, “no
medical and surgical interventions are initiated until after the onset of puberty”
under any model of treatment. /d. But again, no hormonal or surgical care is
recommended for or provided to prepubertal children, nor are any of the plaintiffs
prepubertal children. Accordingly, Dr. Hruz’s opinions regarding “desistance” are
thus irrelevant to this case.

B. Dr. Hruz’s opinions about an ‘“international response” in other
countries is irrelevant.

Dr. Hruz’s opinions about a purported “international response” regarding
the provision of gender-confirming care in Finland, Sweden, and the United
Kingdom are both misleading and wholly irrelevant. Ex. A at 99123-126; Ex. D at

91-96. In the first place, Dr. Hruz has offered no firsthand knowledge of other

10
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countries’ policies, so he is not qualified to testify about them. And his testimony
is false, or at best, misleading, since, each of these countries provides and covers
some gender-confirming hormonal and surgical treatment for gender dysphoria for
adolescents and adults, whereas AHCA excludes treatment completely from
Medicaid coverage. See, e.g., Ex. C at 183:23-184:4, 185:3-10, 189:14-190:7; see
also Brandt by & through Brandt v. Rutledge, 47 F.4th 661, 671 (8th Cir. 2022)
(“Similarly, the WPATH Standards of Care and the Finnish council both
recommend that cross-sex hormones be considered only where the adolescent is
experiencing persistent gender dysphoria, other mental health conditions are well-
managed, and the minor is able to meet the standards to consent to the treatment.”).
Moreover, how care is provided and covered in countries with nationalized health
care systems is not relevant to whether gender-confirming care should be covered
by Medicaid in Florida.

C. Dr. Hruz’s musings about the causes of gender dysphoria are irrelevant.

Dr. Hruz opines, without any evidence, that gender dysphoria may be caused
by social contagion and social pressure. Ex. A at 9 31, 91, 116-118; Ex. D at 40-

43, 99. But whether gender dysphoria is caused by social contagion is both wholly

> For example, in Sweden standards of care are developed through legislation and thus
part of a political process, which contrasts with the process in the Florida. See
Socialstyrelsen, About the National Board of Health and Welfare,
https://www.socialstyrelsen.se/en/about-us/ (accessed Nov. 19, 2021) (noting that
standards are based on legislation).

11
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unsupported, as described below, and irrelevant to the case at hand. It is undisputed
that gender dysphoria is a recognized medical condition that necessitates medical
treatment. See, e.g., Ex. C at 57:24-58:9 (“Q. Would you agree there are
transgender people in this world? A. ... That’s undeniable that ... there are
individuals that have this experience of discordance between their gender identity
and their sex.”); see also Grimm v. Gloucester Cnty. Sch. Bd., 972 F.3d 586, 594-
95 (4th Cir. 2020). Likewise his musings about as to the difference between gender
identity and “biological sex,” including as to whether “biological sex” can be
changed, are immaterial since this case is about access to gender-affirming care,
not changing sex. Ex. A at 9 14, 58, 66. Because each of these opinions offered
lacks any “valid scientific connection to the disputed facts in the case,” they should
be excluded. Allison v. McGhan Medical Corp., 184 F.3d 1300, 1312 (11th Cir.
1999).

D. Dr. Hruz’s Opinions about WPATH Standards of Care are irrelevant.

Dr. Hruz opines that WPATH should be disregarded as an “advocacy group”

and that its recommendations “represent ideological positions devoid of rigorous

”6

scientific evidences and that the Endocrine Society Guidelines should be rejected

because some of the committee members are also WPATH members. Ex. A at

® Without any support, Dr. Hruz also claims that the American Academy of
Pediatrics is a “politically influenced, non-science association.” Ex. A at §140.

12
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88-97. However, Dr. Hruz has not demonstrated any personal knowledge regarding
the internal conversations at WPATH, has not participated in WPATH conferences,
is not a member of WPATH and therefore lacks knowledge “of facts which enable
him to express a reasonably accurate conclusion as opposed to conjecture or
speculation.” Jones v. Otis Elevator Co., 861 F.2d 655, 662 (11th Cir. 1988). In
short, Dr. Hruz does not have “any experience with . . . WPATH. . . upon which to
base his criticisms| and] is therefore not qualified to testify about the credibility of
th[at] organization[].” Kadel, 2022 WL 3226731, at *10.

E. Dr. Hruz’s Hypothetical and Speculative opinions are irrelevant.

Finally, and perhaps most crucially, essentially all of Dr. Hruz’s opinions
are irrelevant because they are not based on fact, let alone “fit” within the facts of
case. Dr. Hruz’s report in this case is substantially similar to the report he
submitted in Kadel. Compare Ex. A and Ex. D. Two years ago, when asked about
his opinions in the report submitted in Kadel, he testified that they were
hypotheses. More specifically, he testified that the entirety of his opinions is based
on hypotheses, meaning they are based on speculation. Ex. C at 154:4-8 (“A. You
know, all along here, ... I’ve been stating, and I hope very clearly, that much of
my opinion is based upon hypotheses and alternative hypotheses, because there is
no definitive answer to this question.”); id. at 57:1-3 (“A. Because I present many

things in my report as hypotheses. And without making definitive statements.”).

13
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Indeed, Dr. Hruz purportedly has no view as to what modality of treatment should
be provided to transgender people suffering gender dysphoria. Id. at 61:21-62:2.
Such “speculation is unreliable evidence and is inadmissible.” Dunn, 275
F.Supp.2d at 684; see Allison v. McGhan Medical Corp., 184 F.3d 1300, 1312
(11th Cir. 1999). In other words, Dr. Hruz lacks knowledge “of facts which enable
him to express a reasonably accurate conclusion as opposed to conjecture or
speculation.” Jones v. Otis Elevator Co., 861 F.2d 655, 662 (11th Cir. 1988). And
opinions based on ‘“subjective belief or unsupported speculation” should be
rejected. Daubert, 509 U.S. at 589-590.
ok %

The opinions expressed by Dr. Hruz are insufficiently tied to the facts of

this case so that they will aid a factfinder and should be excluded as irrelevant.

III.  Dr. Hruz’s opinions and testimony are unreliable.

An expert’s testimony should only be admitted if it is sufficiently reliable. “To
meet the reliability requirement, an expert's opinion must be based on scientifically
valid principles, reasoning, and methodology that are properly applied to the facts at
issue.” In re 3M Combat Arms Earplug Products Liab. Litig., 3:19MD2885, 2022
WL 1262203, at *1 (N.D. Fla. Apr. 28, 2022). The requirement of reliability found
in Rule 702 is “the centerpiece of any determination of admissibility.” Rider v.

Sandoz Pharm. Corp., 295 F.3d 1194, 1197 (11th Cir. 2002). “At this stage,

14



Case 4:22-cv-00325-RH-MAF Document 136 Filed 04/07/23 Page 17 of 34

the court must undertake an independent analysis of each step in the logic leading to
the expert's conclusions; if the analysis is deemed unreliable at any step
the expert's entire opinion must be excluded.” Hendrix v. Evenflo Co., Inc., 255
F.R.D. 568, 578 (N.D. Fla. 2009), aff’d sub nom. Hendrix ex rel. G.P. v. Evenflo Co.,
Inc., 609 F.3d 1183 (11th Cir. 2010). In making this determination the court can
consider a variety of factors, including whether the purported expert’s theory has
been tested, whether it has been subjected to peer review and publication, and
whether the theory has been generally accepted in the scientific community. See
Daubert, 509 U.S. at 593-94; Rink v. Cheminova, Inc., 400 F.3d 1286, 1291-92 (11th
Cir. 2005).” To be reliable the expert's testimony must always be based on “good
grounds.” Daubert, 509 U.S. at 590. Moreover, Daubert requires that reliable expert
testimony be more than scientifically unsupported “leaps of faith.” Rider v. Sandoz
Pharm. Corp., 295 F.3d at 1202. Here, Dr. Hruz’s opinions fail all indicia of
reliability. Dr. Hruz’s proffered opinions are based on nothing more than rank
speculation, “untested” theories, uncorroborated anecdotes, and assumptions that are
obsolete, flawed, unethical, and expressed opinions based upon “unsettled science.”

What is more, some of his opinions are patently false.

7 Other factors which may be relevant include (1) the nature of the field of claimed expertise, (2)
the source of the expert's knowledge, (3) the expert's level of care in using the knowledge, and
(4) the expert's consideration of alternative hypotheses. Hendrix, 255 F.R.D. at 578-79.

15
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A. Dr. Hruz’s opinions are unreliable because they are based on untested
hypotheses and speculation.

As noted above, Dr. Hruz’s opinions are hypotheses; hypotheses that he
himself has not tested or studied. See, e.g., Ex. A at931; 76; 90-91; 116-118; 130-
131. And “[w]hile hypothesis is essential in the scientific community because it
leads to advances in science, speculation in the courtroom cannot aid the fact finder
in making a determination.” Dunn v. Sandoz Pharms. Corp., 275 F.Supp.2d 672,
684 (M.D.N.C. 2003). “[T]he courtroom is not the place for scientific guesswork,
even of the inspired sort.” Rosen v. Ciba-Geigy Corp., 78 F.3d 316, 319 (7th Cir.
1996). Indeed, “[w]here an expert’s opinion testimony is founded on an
unsupported premise, it gives rise to an inference that is based on speculation and
has no evidentiary value.” Walker v. Blitz USA, Inc., 663 F. Supp. 2d 1344, 1364
(N.D. Ga. 2009). At bottom, such speculation is unreliable evidence and is
inadmissible.

B. Dr. Hruz’s opinions are unreliable because they are misleading and
therefore do not serve to enlighten the trier of fact.

In addition, some of Dr. Hruz’s opinions are misleading at best, or flat out
false. For example:
One. Dr. Hruz opines that the literature around gender-affirming care is “in
a state insufficient to enable sound conclusions about the efficacy of “affirming

treatments.” Ex. A at 4993; 122; 142; Ex. D at 100 (“treatments — hormones and

16
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surgery — for gender dysphoria and ‘transitioning’ have not been accepted by the
relevant scientific communities (biology, genetics, neonatolgy [sic], medicine,
psychology, etc.).”). Not true. It is the official, consensus, evidence-based position
of the National Academies of Science, Engineering, and Medicine that, “[a] major
success of these guidelines has been identifying evidence and establishing expert
consensus that gender-affirming care is medically necessary and, further, that
withholding this care is not a neutral option.” Ex. H at 361;® Ex. C at 205:20-
206:22. Indeed, “[a] number of professional medical organizations have joined
WPATH in recognizing that gender affirming care is medically necessary for
transgender people.” Ex. H at 361. This includes, among others, the American
Medical Association, American Psychiatric Association, American Psychological
Association, American Academy of Family Physicians, American Academy of
Pediatrics, American College of Obstetricians and Gynecologists, and the
Endocrine Society. Id.; Ex. E at 58:21-61:9. It also includes Dr. Hruz’s own
employer, Washington University in St. Louis. Ex. C at 85:14-86:11.

Two. In his report, Dr. Hruz presented a number of modalities of treatment
for the care of patients with gender dysphoria, including: (1) “conversion” or

“reparative therapy”; (2) “watchful waiting”; and (3) the “affirming” approach, as

8 Ex. H, a report of the National Academies, is self-authenticating as a publication
issued by a public authority, Fed. R. Evid. 902(5), and is appropriate for judicial
notice, United States v. Doe, 962 F.3d 139, 147 n.6 (4th Cir. 2020).
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if these did not endorse the provision of gender-affirming medical care for
adolescents and adults. Ex. A at §954-65; Ex. D at 49-50. In doing so, Dr. Hruz
opined that the approach advocated by Dr. Kenneth Zucker and the “watchful
waiting” model use “modern psychotherapeutic approaches to address suicidal
ideation in children with gender dysphoria.” Ex. A at §4/63-64; see also Ex. D at
50-51 (Dr. Hruz explaining that treatment “involve[] no medical treatment and is
currently the best scientifically supported intervention.”). But Dr. Hruz
misrepresents these approaches by failing to explain that Dr. Zucker’s approach
and the “watchful waiting” model, which recommends the provision of gender-
affirming medical care if a patient’s gender dysphoria persists into adolescence.
Ex. G; Ex. Cat 121:6-12, 125:11-17. For example, with regards to Dr. Zucker, his
approach has been described as follows by the APA:

For adolescent patients (including those who first came to the clinic as

young children), Dr. Zucker follows the Standards of Care Guidelines

of the World Professional Association for Transgender Health. The

treatment options include helping patients make a satisfactory transition

to the opposite sex, including the institution of hormonal treatment to

facilitate transition. In some cases, treatment may include helping an
interested adolescent obtain sex-reassignment surgery.

Ex. R; Ex. G at 61. Indeed, “All of the three models of care ... share in common
the administration of hormonal treatment in adolescence.” Id. at 64.
Three. In that same vein Dr. Hruz falsely presented “reparative therapy” as

if it was an accepted modality of treatment. Ex. A at 460. Nothing could be further
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from the truth, however. The provision of conversion/reparative therapy represents
a fringe view completely contrary to the mainstream medical and scientific
community in the United States. As Dr. Hruz has previously acknowledged in
deposition, the American Psychiatric Association and the American Psychological
Association oppose “reparative therapy” or gender identity change efforts as
unethical and harmful. Ex. C at 164:1-170:8. The same position adopted by the
National Academies. Id. at 176:9-177:24; Ex. H at 361-363. Indeed, per the
American Psychological Association’s Resolution on Gender Identity Change
Efforts, “individuals who have experienced pressure or coercion to conform to their
sex assigned at birth or therapy that was biased toward conformity to one’s assigned
sex at birth have reported harm resulting from these experiences such as emotional
distress, loss of relationships, and low self-worth.” Ex. S. What is more, Dr. Hruz
cites to no authority—Ilet alone any original, peer-reviewed study, in support of this
so-called approach to treatment.’

Four. Dr. Hruz’s misrepresents “desistance” rates as a reason to question the
provision of gender-confirming care. This is a subject matter area in which the Kadel

Court excluded Dr. Hruz’s testimony. Kadel v. Folwell, 2022 WL 3226731at *9.

? Hruz cites to Dr. Ken Zucker’s work as supportive of this therapeutic approach.
However, as outlined above, Dr. Hruz grossly misrepresents Dr. Zucker’s
approach. What is more, the citation to Dr. Zucker is to an opinion article not any
peer-reviewed original research.
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Dr. Hruz spends considerable time on (and builds most of his testimony questioning
the propriety of gender-affirming health care upon) antiquated studies showing that
a majority of prepubertal children diagnosed with gender identity disorder—an
outmoded diagnosis distinct from gender dysphoria with different diagnostic
criteria—"‘desisted” from their gender nonconformity or cross-gender behavior. Ex.
A at 9 63-64. But, his presentation of this literature is extremely misleading since,
not only due to his reliance on outdated studies, but also because he ignores the more
recent literature which has uniformly found that youth who have a diagnosis of
gender dysphoria in adolescence overwhelmingly continue to identify as transgender
as they age.! Moreover, as Dr. Hruz has previously admitted that absolutely no
gender-affirming medical or surgical care is provided to prepubertal children. Ex. C
at 125:23-126:5. That is true for each of the treatment paradigms Dr. Hruz discusses

(apart from “conversion” or “reparative therapy”), a fact Dr. Hruz did not disclose.

10 See, e.g., Kristina R. Olson, Gender Identity 5 Years After Social Transition, 150
Ped. 2021056082 (2022) (of 300 youth with gender dysphoria, at the end of the
five years, 94% of participants still identified as transgender); Annelou L C de
Vries et al., Puberty Suppression in Adolescents with Gender Identity Disorder: A
Prospective Follow-Up Study, 8 J. Sex. Med. 2276 (2011). Notably, Thomas D
Steensma, who co-authored the study on which Dr. Laidlaw improperly cites for
the proposition that most youth with gender dysphoria “desist” in their gender
identity, also co-authored the de Vries study, which looked 70 youth in the
Netherlands referred for treatment of gender dysphoria between 2000 and 2008,
found that all of them decided to continue their medical transition after 1-2 years,
confirming that “young adolescents who had been carefully diagnosed show
persisting gender dysphoria into late adolescence or young adulthood.” /d. at 228]1.
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Id. at 119:22-140:12. His opinions are therefore not only misleading, but also
irrelevant, since this case is about the coverage for medically necessary gender-
affirming medical care, and none of the plaintiffs are prepubertal children.

Five. Dr. Hruz provides no scientific bases for his conclusions that “A
currently unknown percentage and number of patients reporting gender dysphoria
suffer from mental illness(es) that complicate and may distort their judgments and
perceptions of gender identity” or that “A currently unknown percentage and
number of patients reporting gender dysphoria may be manipulated by a social
contagion and social pressure processes, including peer group, social media,
YouTube role modeling, and parental pressures.” Ex. A at 44 130-131. But “Hruz
is not a statistician and does not discuss in his report how he came to those
conclusions, what data he relied upon, or what methodology he applied to that
data.” Kadel, 2022 WL 3226731, at *9. “This testimony will therefore be excluded

as unreliable.” 1d.

The Court “must ensure that any and all scientific testimony or evidence
admitted is not only relevant, but reliable.” Daubert, 509 U.S. at 589. Here, Dr.
Hruz has misrepresented or omitted information that goes to the heart of his
opinions and calls into question the reliability of his opinions. While usually the

factual basis of an expert opinion goes to credibility, “it is possible for an experts’
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omission of articles to render his or her opinion inadmissible on reliability
grounds.” Huggins v. Stryker Corp., 932 F.Supp.2d 972, 994 (D. Minn. 2013).
Such is the case here where Dr. Hruz omits key information, or worse,
misrepresents facts that if properly disclosed would contradict his opinions and
undermine their foundation. In such circumstances, the “potential to mislead”
rather “than to enlighten” is too great. In re Lipitor, 892 F.3d at 632.

C. Dr. Hruz’s opinions are unreliable because they are not generally
accepted in the scientific and medical community.

General acceptance in the relevant scientific community is also relevant to
the reliability inquiry. Nease, 848 F.3d at 229. Not only is widespread acceptance
an important factor in assessing the reliability of an expert’s opinions, but the fact
that a known technique or theory “has been able to attract only minimal support
within the community may properly be viewed with skepticism.” Daubert, 509
U.S. at 594. Here, Dr. Hruz’s opinions are outside the mainstream of medical and
scientific opinion and have been explicitly rejected by these relevant communities.

The provision of gender-confirming care has been accepted and endorsed,
inter alia, by the: American Medical Association; American Psychiatric
Association; American Psychological Association; Endocrine Society; Pediatric
Endocrine Society; American Academy of Pediatrics; National Academies of

Science, Engineering, and Medicine; and Dr. Hruz’s own employer. Ex. C at

164:5-11; Ex. E at 70:25-71:22; id. 57:11-59:14; Ex. H at 361-363. The Fourth
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Circuit has described it as “the consensus approach of the medical and mental
health community.” Grimm, 972 F.3d at 595; Edmo v. Corizon, Inc.,935 F.3d 757,
771 (9th Cir. 2019) (the provision of gender-affirming care, consistent with the
WPATH Standards of Care, represents “the broad medical consensus in the area
of transgender health care,” which “requires providers to individually diagnose,
assess, and treat individuals’ gender dysphoria.”) (emphasis added); see also
Brandt v. Rutledge, 551 F.Supp.3d 882, 890 (E.D. Ark. 2021) (“The consensus
recommendation of medical organizations is that the only effective treatment for
individuals at risk of or suffering from gender dysphoria is to provide gender-
affirming care.”), aff’d, 47 F.4th 661 (8th Cir. 2022); Flack v. Wisconsin Dep’t of
Health Servs., 395 F.Supp.3d 1001, 1018 (W.D. Wis. 2019).

In fact, another federal district court found as much when it enjoined
Arkansas’ state law seeking to ban gender-confirming treatment for minors. See
Brandt, 551 F.Supp.3d 882. In doing so, the Brandt court explicitly found that: (a)
“Gender-affirming treatment is supported by medical evidence that has been
subject to rigorous study;” and (b) “Every major expert medical association
recognizes that gender-affirming care for transgender minors may be medically
appropriate and necessary to improve the physical and mental health of
transgender people.” Id. at 891 (emphasis added). Notably, Dr. Hruz filed an expert

declaration in the Brandt case that is virtually identical to the report he filed in this
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case. As such, the Brandt court’s findings stand as a stark repudiation of Dr. Hruz’s
opinion that gender-affirming care is “experimental” and ‘“not medically
necessary.” Ex. A at 9137-138; Ex. D at 17. It is for these reasons that the Court
in Kadel excluded much of Dr. Hruz’s opinions in that case on these issues. Kadel
v. Folwell, 2022 WL 3226731at *9.

Conversely, Dr. Hruz’s opinions in support of reparative therapy or gender
identity change efforts has also been rejected by the general scientific community,
among others. Ex. C at 164:1-170:8; Ex. E at 118:7-19, 237:1-23. See also King v.
Governor of the State of New Jersey, 767 F.3d 216, 221-22 (3d Cir. 2014); Pickup
v. Brown, 740 F.3d 1208, 1223-24 (9th Cir. 2014). This again shows that Dr.
Hruz’s opinions are wildly outside the mainstream and his failure to notify the
Court of the rejection of these purported alternative treatment renders his
testimony unreliable.

D. Dr. Hruz’s opinions are unreliable because they have no support and
are based on ipse dixit.

As noted herein, Dr. Hruz’s opinions are based on untested hypotheses and
do not have any factual support. For example, Dr. Hruz opines that gender
dysphoria may be caused by social contagion and social pressure. Ex. A at §131.
But he offers no evidence for this hypothesis, which he admits has not been tested.
Id. Of course, “nothing in either Daubert or the Federal Rules of Evidence requires

a district court to admit opinion evidence which is connected to existing data only
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by the ipse dixit of the expert.” Gen. Elec. Co. v. Joiner, 522 U.S. 136, 146 (1997).
And this is one of those circumstances in which “there is simply too great an
analytical gap between the data and the opinion proffered.” /d. In fact, the only
study to have looked at this hypothesis found no support for the hypothesis. Ex. N.
* * *

Given that Dr. Hruz’s opinions fail to meet the most basic indicia of
reliability, the Court should exclude Dr. Hruz’s opinions and testimony as
unreliable.

IV. Dr. Hruz’s opinions are so tainted by his personal bias as to render his
opinions unreliable.

While Plaintiffs are cognizant of the fact that bias in an expert witness’s
testimony is usually an issue of credibility as opposed to one of admissibility, when
an expert’s opinions are based on bias as opposed to scientific or medical
knowledge, then the question of bias becomes one of reliability and admissibility.
Indeed, reliability is a flexible inquiry wherein “courts must ensure that an expert’s
opinion is based on scientific, technical, or other specialized knowledge and not
on belief or speculation.” Sardis, 10 F.4th at 281. Here, there is ample evidence
that Dr. Hruz’s testimony is so permeated and tainted by his unscientific views and
personal bias as to render it unreliable. See Kadel, 2022 WL 3226731, at *9
(“Plaintiffs have offered evidence that calls Hruz’s motivations—and thereby, his

reliability—into serious question.”); cf. Sanchez v. Esso Standard Oil de Puerto
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Rico, Inc., No. CIV 08-2151, 2010 WL 3809990, at *4 (D.P.R. Sept. 29, 2010).

More specifically, Dr. Hruz’s testimony appears to be motivated by his
personal and religious views regarding transgender people. To be clear, Plaintiffs
do not seek to impugn or malign whatever moral or religious views Dr. Hruz may
hold. However, to the extent Dr. Hruz’s moral and religious views have influenced
his purported expert opinions— indeed, they seem to be the motivating factor—
that is something the Court must be aware of and should consider as it assesses the
reliability of his testimony.

In his report, Dr. Hruz discusses meeting with Dr. Norman Spack, a noted
pediatric endocrinologist and the co-founder of Boston Children’s Hospital
Gender Management Service Program, as someone he consulted when he first
began to study issues relating to gender dysphoria from a scientific standpoint. Ex.
Ex. A at 49; D at 6. But Dr. Spack’s account of this encounter is quite different.
Dr. Spack asserts that “Dr. Hruz did not discuss or mention that his issues or
concerns were based on science.” Ex. K at § 13. To the contrary, Dr. Hruz
expressed to Dr. Spack that he had ““a significant problem with the entire issue”
and “whole idea of transgender,” and that for him, it was “a matter of [his] faith.”
Id. at 99 11-12. When confronted with Dr. Spack’s account, Dr. Hruz notably did
not deny he made such statements. Ex. C at 247:10-251:4.

Similarly, Dr. Hruz misrepresents the nature of his conversations with
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“dozens of parents of children with gender dysphoria” as that of seeking “to
understand the unique difficulties experienced by this patient population.” Ex. A
at 99; Ex. D at 6. One of these parents gives quite a different account of meeting
with Dr. Hruz, however. Dr. Hruz met with Kim Hutton, the mother of a
transgender child, in 2013. Ex. E 102:24-103:9, 126:12-129:25. Dr. Hruz says he
met with the parent of a transgender child who was affiliated with an organization
called TransParent, during a “very early investigative phase” of his study of gender
dysphoria. Ex. E 103:25-104-7, 102:24-103:9. By Ms. Hutton’s account, the
nature of Dr. Hruz’s conversation with her revealed that that he was firmly
opposed to gender-affirming care, as well as opposed to a having a Transgender
Center at St. Louis Children’s Hospital, and that this opposition was rooted in his
personal moral and religious views. Indeed, Dr. Hruz reportedly told Ms. Hutton,
“there will never be a pediatric gender center at St. Louis Children’s Hospital. I
won’t allow it.” Ex. L at 30:8-30:11. Dr. Hruz also told Ms. Hutton that her “child
was not normal and would never be normal,” Ex. L at 28:20-28:23; that “the 1dea
of doing surgeries on transgender people is -- is wrong,” id. at 21:21-27:24; and
repeatedly encouraged Ms. Hutton to “read Pope John Paul II’s writings on
gender,” because it would explain everything. id. at 29:17-29:20. And in response
to Ms. Hutton’s statement that transgender children “are at a 41 percent risk of

suicide if they don’t have acceptance and -- and care from their parents and -- and
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if they don’t get their medical needs met,” Dr. Hruz responded that, “Some
children are born in this world to suffer and die.” Id. at 29:21-30:4. As a result,
Ms. Hutton left her conversation with Dr. Hruz—a conversation Dr. Hruz says he
“was approaching [] in a purely investigative manner,” Ex. E at 126:16-127:3—
“perplexed” due to “the religious tone of the conversation,” which she “figured []
would at least be based on science.” Ex. L at 37:11-37:19.

The bias illuminated by Dr. Spack’s and Ms. Hutton’s testimony is further
confirmed by the nature of Dr. Hruz’s publications and presentations on this issue.
With one exception, all of Dr. Hruz’s publications pertaining to gender dysphoria
have been in religiously affiliated, non-scientific publications. Ex. C at 42:10-
49:19. Similarly, aside from a handful of grand rounds, Dr. Hruz has not made any
presentations about this topic at scientific conferences, id. at 90:17-93:3; instead,
presenting on this topic to religious organizations. For instance, in November
2017, Dr. Hruz gave a presentation at the Saint John Paul II Bioethics Center at
the Holy Apostles College & Seminary, where he referred to being transgender as
something that “probably goes back to some of the early heresies in the church,”
and to pictures of transgender people as “disturbing.” Ex. E at 83:5-85:20. When
confronted with these statements, Dr. Hruz did not disavow or deny making them.
Id. And in February 2018, Dr. Hruz presented at an “International Conference on

Gender, Sex and Education” that was billed as “the world’s first great public
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objection to totalitarian LGBTI laws,” “a conference to oppose gender ideology,”
and “against the LGBTI doctrine... taking hold of Western Countries.” Ex. M; Ex.
C at 93:4-97:10.

The foregoing, coupled with Dr. Hruz’s departure with generally accepted
medical and scientific standards, demonstrates that Dr. Hruz’s purported expert
testimony lacks any indicia of reliability. And while the Federal Rules of Evidence
state that “[e]vidence of a witness’s religious beliefs or opinions is not admissible
to attack or support the witness’s credibility,” Fed. R. Evid. 610, the Advisory
Committee Notes to Rule 610 make clear that “an inquiry for the purpose of
showing interest or bias because of them is not within the prohibition.” Advisory
Committee Notes to Rule 610. Indeed, “[w]ithout this critical information,” the
Court would be “deprived of the necessary facts from which it could appropriately
draw inferences about [Dr. Hruz’s] reliability.” State v. Heinz, 485 A.2d 1321,
1328 (Conn. App. 1984). Here, it is evident that Dr. Hruz has not been candid
regarding his experiences or the bases for his “opinions.” The record evidence
demonstrates a clear bias by Dr. Hruz against transgender people generally, which

infects his reliability as a purported expert witness in this case.

V.  Dr. Hruz’s opinions lack probative value and are therefore inadmissible
under Federal Rule of Evidence 403.

Finally, because of the potentially misleading effect of expert evidence, see

Daubert, 509 U.S. at 595, on occasion expert opinions that otherwise meet

29



Case 4:22-cv-00325-RH-MAF Document 136 Filed 04/07/23 Page 32 of 34

admissibility requirements may still be excluded under Fed. R. Evid. 403. Exclusion
under Rule 403 is appropriate if the probative value of otherwise admissible expert
testimony is substantially outweighed by its potential to confuse or mislead the jury,
or if the testimony is cumulative or needlessly time consuming. See, e.g., Hull v.
Merck & Co., Inc., 758 F.2d 1474, 1477 (11th Cir.1985) (admission of speculative
and “potentially confusing testimony is at odds with the purposes of expert testimony
as envisioned in Fed. R. Evid. 702”); Tran v. Toyota Motor Corp., 420 F.3d 1310,
1316 (11th Cir. 2005) (affirming exclusion of expert testimony as cumulative).
Consequently, “the judge in weighing possible prejudice against probative force
under Rule 403 . . . exercises more control over experts than over lay witnesses.”
Daubert, 509 U.S. at 595 (cleaned up).

Accordingly, the Court should exclude Dr. Hruz’s opinions because its
introduction will result in unfair prejudice, confusion of the issues, or in
misleading testimony. Fed. R. Evid. 403. Dr. Hruz offers opinions that are
irrelevant to the issues in this case, and, in any event, the opinions he offers are
speculative and unreliable. The testimony would also result in prejudice, as the
testimony seeks to sow confusion about the propriety of gender- confirming care
based on speculation, irrelevant, misleading, or biased opinions.

CONCLUSION

For the foregoing reasons, the Court should exclude Dr. Hruz’s report,
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opinions, and testimony and limit his opinions to those permitted in Kadel.

Respectfully submitted this 7th day of April, 2023.
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CERTIFICATE OF SERVICE

I hereby certify that on this 7th day of April 2023, a true copy of the foregoing
has been filed with the Court utilizing its CM/ECF system, which will transmit a
notice of electronic filing to counsel of record for all parties in this matter registered
with the Court for this purpose.

CERTIFICATE OF WORD COUNT

As required by Local Rule 7.1(F), I certify that this Memorandum of Law
contains 7,463 words.

/s/ Shani Rivaux
Counsel for Plaintiffs
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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF FLORIDA
TALLAHASSEE DIVISION

AUGUST DEKKER, et al.,
Plaintiffs,

Case No. 4:22-cv-00325-RH-MAF

V.

JASON WEIDA, et al.,

Defendants.

DECLARATION OF SHANI RIVAUX

Pursuant to 28 U.S.C.§ 1746, I, Shani Rivaux, do hereby declare as follows:

L. I am over 18 years of age.

2. I am a Partner at the law firm of Pillsbury Winthrop Shaw Pittman
LLP and serve as counsel of record for the plaintiffs in the above-captioned matter.

3. I have personal knowledge of the stated herein, except those stated on
information and belief, and if called upon, could and would testify competently to
them.

4. I submit this declaration in support of Plaintiffs’ Motion to Exclude
Expert Testimony of Dr. Paul W. Hruz and Supporting Memorandum of Law.

5. Attached as Exhibit A is a true and correct copy of the expert witness

report of Dr. Paul W. Hruz, M.D., Ph.D. that was submitted by Defendants in this
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matter.

6. Attached as Exhibit B is a true and correct copy of the expert witness
rebuttal report of Dr. Paul W. Hruz, M.D., Ph.D. that was submitted by Defendants
in this matter.

7. Attached as Exhibit C is a true and correct copy of excerpts of the
transcript of the deposition of Dr. Paul W. Hruz on September 29, 2021, taken in

Kadel v. Folwell, No. 1:19-cv-00272-LCB-LPA (M.D.N.C.) (“Kadel”).

8. Attached as Exhibit D is a true and correct copy of the expert witness
report of Dr. Paul W. Hruz, M.D., Ph.D. (including a copy of his curriculum vitae)
dated April 30, 2021 and was entered as Exhibit 1 to Dr. Hruz’s deposition in
Kadel on September 29, 2021.

9. Attached as Exhibit E is a true and correct copy of excerpts of the
transcript of the deposition of Dr. Paul W. Hruz on November 20, 2017 taken in
relation to Adams by & through Kasper v. Sch. Bd. of St. Johns Cty., Fla., 318 F.
Supp. 3d 1293 (M.D. Fla. 2018), and which was entered as Exhibit 2 to Dr. Hruz’s
deposition in Kadel on September 29, 2021.

10.  Attached as Exhibit F is a true and correct copy of the transcript of
the deposition of Dr. Paul W. Hruz on July 16, 2018 taken in relation to Bruce v.
South Dakota, No. 17-cv-05080 (D.S.D), and which was entered as Exhibit 3 to

Dr. Hruz’s deposition in Kadel on September 29, 2021.
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11.  Attached as Exhibit G is a true and correct copy of the article
“Gender nonconforming youth: current perspectives,” published in the scientific
journal Adolescent Health, Medicine and Therapeutics on May 25, 2017, and
which was entered as Exhibit 8 to Dr. Hruz’s deposition in Kadel on September
29, 2021.

12. Attached as Exhibit H is a true and correct copy of excerpts of
Understanding the Well-Being of LGBTQI+ Populations, a Consensus Study Report
of the National Academies of Sciences, Engineering, and Medicine published in
2020.

13.  Attached as Exhibit I is a true and correct copy of a printout of the
webpage “Understanding Unapproved Use of Approved Drugs ‘Off Label,””
published by the U.S. Food and Drug Administration, and which was entered as
Exhibit 15 to Dr. Hruz’s deposition in Kadel on September 29, 2021.

14.  Attached as Exhibit J is a true and correct copy of “Policy Statement:
Oft- Label Use of Drugs in Children” from the American Academy of Pediatrics,
which was published in the scientific journal Pediatrics on March 2014 and was
entered as Exhibit 17 to Dr. Hruz’s deposition in Kadel on September 29, 2021.

15. Attached as Exhibit K is a true and correct copy of Declaration of Dr.
Norman P. Spack, M.D., dated December 5, 2017, which was filed in Adams by &

through Kasper v. Sch. Bd. of St. Johns Cty., Fla.,318 F. Supp. 3d 1293 (M.D. Fla.
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2018), and which was entered as Exhibit 19 to Dr. Hruz’s deposition in Kadel on
September 29, 2021.

16.  Attached as Exhibit L is a true and correct copy of excerpts of the
transcript of the deposition of Kim Hutton on December 5, 2017 taken in relation
to Adams by & through Kasper v. Sch. Bd. of St. Johns Cty., Fla., 318 F. Supp. 3d

1293 (M.D. Fla. 2018).

17.  Attached as Exhibit M is a true and correct copy of a printout of the
web- page “I International Conference on Gender, Sex and Education in Madrid
against the LGBTI doctrine which is taking hold of Western countries is a
resounding success,” published by the Gender and Sex Conference on February 28,
2018, and which was entered as Exhibit 6 to Dr. Hruz’s deposition in Kadel on
September 29, 2021.

18.  Attached as Exhibit N is a true and correct copy of the article “Do
Clinical Data From Transgender Adolescents Support the Phenomenon of ‘Rapid-
Onset Gender Dysphoria’?,” accepted for publication in the scientific journal The
Journal of Pediatrics on November 10, 2021, and published online on November
15,2021.

19.  Attached as Exhibit O is a true and correct copy of excerpts of the
transcript of the deposition of Dr. Patrick Lappert on September 30, 2021, taken

in Kadel.
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20.  Attached as Exhibit P is a true and correct copy of an email from
Lisa Tetrault to Omar Gonzalez-Pagan dated April 4, 2023.

21.  Attached as Exhibit Q is a true and correct copy of excerpts of the
transcript of the deposition of Dr. Van Metter taken in this case.

22.  Attached as Exhibit R is a true and correct copy of the APA4,
Statement on Dr. Kenneth Zucker and Gender Identity Disorder (May 23, 2008),
which was entered as Ex. 10 in the deposition of Dr. Van Metter in this case.

23.  Attached as Exhibit S is a true and correct copy of the American
Psychological Association Resolution on Gender Identify Change Efforts, dated
February 2021.

I declare under penalty of perjury that the foregoing is true and correct.

Executed on this 7" day of April, 2023.

By: /s/ Shani Rivaux

Shani Rivaux (F1. Bar No. 42095)
600 Brickell Avenue, Suite 3100
Miami, Florida 33131

(786) 913-4900
shani.rivaux@pillsbury.com
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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF FLORIDA
Tallahassee Division

AUGUST DEKKER, legally known

as KORI DEKKER; BRIT
ROTHSTEIN; SUSAN DOE, a
minor, by and through her parents
and next friends, JANE DOE and
JOHN DOE; and K.F., a minor, by
and through his parent and next
friend, JADE LADUE,

Plaintiffs,

JASON WEIDA, in his official
capacity as Secretary of the
Florida Agency for Health Care
Administration; and FLORIDA
AGENCY FOR HEALTH CARE
ADMINISTRATION,

Defendants.

Pursuant to 28 U.S.C. 1746, I declare:

)
)
)
)
)
)

Civil Action No. 4:22-cv-00325-RH-MAF
)

) COMPLAINT FOR DECLARATORY,

) INJUNCTIVE, AND OTHER RELIEF

)

) Expert Report of Paul W. Hruz,

) M.D., Ph.D.

1. I have been retained by counsel for Defendants as an expert witness in

connection with the above-captioned litigation. I have actual knowledge of the

matters stated in this report. My professional background, experience, and publi-

cations are detailed in my curriculum vitae. A true and accurate copy of my CV is

attached as Exhibit A to this report.
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2. I received my Doctor of Philosophy degree from the Medical College
of Wisconsin in 1993. Ireceived my Medical Degree from the Medical College of
Wisconsin in 1994. I am an Associate Professor of Pediatrics in the Division of
Pediatric Endocrinology and Diabetes at Washington University School of Medi-
cine. I also have a secondary appointment as Associate Professor of Cellular Biol-
ogy and Physiology in the Division of Biology and Biological Sciences at Wash-
ington University School of Medicine. I served as Chief of the Division of Pediat-
ric Endocrinology and Diabetes at Washington University from 2012-2017. 1
served as the Director of the Pediatric Endocrinology Fellowship Program at
Washington University from 2008-2016. I am currently serving as Associate Fel-
lowship Program Director at Washington University in St. Louis.

3. I am board certified in Pediatrics and Pediatric Endocrinology. I have
been licensed to practice medicine in Missouri since 2000. I also have a temporary
license to practice telemedicine in Illinois during the COVID-19 pandemic. My
professional memberships include the American Diabetes Association, the Pediat-
ric Endocrine Society, and the Endocrine Society.

4. I have published 62 scholarly articles over my academic career span-

ning over two decades. This includes peer-reviewed publications in the leading
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journals in the fields of metabolism, cardiology, HIV, and ethics including the Gas-
troenterology, Circulation, Diabetes, Science Signaling, the Journal of Biological
Chemistry and FASEB Journal. See Exhibit A.

5. I have served as a Reviewer for a number of leading science journals
in relevant fields including the Journal of Clinical Endocrinology and Metabolism,
the Journal of Biological Chemistry, Diabetes, Scientific Reports and PlosOne, as-
sessing the quality of evidence that is put forward for publication. I have also been
involved in the evaluation of clinical trials with colleagues. I have received over
$4.6 million in governmental and non-governmental funding for scientific research
including grants from the National Institutes of Health, the American Diabetes As-
sociation, The American Heart Association, the March of Dimes, and the Harring-
ton Discovery Institute. I am a member of the Alpha Omega Alpha Medical Honor
Society and have received the Armond J. Quick Award for Excellence in Biochem-
istry, the Eli Lilly Award for Outstanding Contribution to Drug Discovery, and the
Julio V. Santiago Distinguished Scholar in Pediatrics Award.

6. During the more than 22 years that [ have been in clinical practice, [
have participated in the care of hundreds of infants and children, including adoles-
cents, with disorders of sexual development. 1 was a founding member of the mul-

tidisciplinary Disorders of Sexual Development (DSD) program at Washington



Case 4:22-cv-00325-RH-MAF Document 136-2 Filed 04/07/23 Page 4 of 113

University. I continue to contribute to the discussion of complex cases and the ad-
vancement of research priorities in this field. In the care of these patients, I have
acquired expertise in the understanding and management of associated difficulties
in gender identification and gender transitioning treatment issues. I have trained
and/or supervised hundreds of medical students, residents and clinical fellows in
the practice of medicine.

7. My CV (Exhibit A) contains a complete list of the cases I have testi-
fied in as an expert witness either at trial or in deposition. Related to the litigation
of issues of sex and gender, I have been designated as an expert witness in Joaquin
Carcaio et al. v. Patrick McCrory (United States District Court, M.D. North Caro-
lina), Jane Doe v. Board of Education of the Highland School District (United
States District Court For the Southern District of Ohio Eastern Division, Case No.
2:16-CV-524), Adams v. St John's School Board (United States District Court For
the Middle District of Florida, FL Civil Action No. 3:17-cv-00739-TJCJBT), Ash-
ton Whitaker v. Kenosha Unified School District (United States District Court
Eastern District of Wisconsin, Civ. Action No. 2:16-cv-00943), Terri Bruce v.
State of South Dakota (The United States District Court District of South Dakota
Western Division, Case No. 17-5080), Kadel vs. Falwell (The United States Dis-
trict Court For The Middle District Of North Carolina, Case No.: 1:19-cv-272-

LCB-LPA), Brandt v Rutledge (The United States District Court Eastern District
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of Arkansas Central Division, Case No. 4:21-CV-00450-JM), Eknes-Tucker vs Ivy
(United States District Court Middle District of Alabama Northern Division, Case
2:22-cv-00184-LCB-SRW), D.H. et al. v. Snyder (United States District Court of
Arizona, Case No. 4:20-cv-00335-SHR), Cause DF-15-09887-SD of the 255th Ju-
dicial Circuit of Dallas County, TX regarding the dispute between J.A. D.Y. and
J.U. D.Y., Children, and Bo v. Marshall (United States District Court For The
Middle District Of Alabama Northern Division). I have also served as a science
consultant or subjected written testimony for court cases in Canada (B.C. Supreme
Court File No. E190334) and Great Britain (Bell v. Tavistock).

8. I am being compensated at an hourly rate for actual time devoted, at
the rate of $400 per hour including report drafting, travel, testimony, and consulta-
tion. My compensation does not depend on the outcome of this litigation, the opin-
ions | express, or the testimony I provide.

9. In my role as a scientist and as the Director of the Division of Pediat-
ric Endocrinology at Washington University, [ extensively studied the existing sci-
entific research literature related to the incidence, potential etiology, and treatment
of gender dysphoria as efforts were made to develop a Transgender Medicine
Clinic at Saint Louis Children’s Hospital. I have participated in local, national,
and international meetings where the endocrine care of children with gender dys-

phoria has been discussed in detail and debated in depth. I have met individually
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and consulted with several pediatric endocrinologists (including Dr. Norman
Spack) and other professionals specializing in sexual health (including Eli Cole-
man) who have developed and led transgender programs in the United States. 1
have also consulted with, met with, and had detailed discussions with dozens of
parents of children with gender dysphoria to understand the unique difficulties ex-
perienced by this patient population. I continue to evaluate the ongoing experi-
mental investigation of this condition. I am frequently consulted by other medical
professionals to help them understand the complex medical and ethical issues re-
lated to this emerging field of medicine.

10.  In my 25 years of clinical practice, I have cared for children from
birth to the completion of college in their early twenties who have a variety of hor-
mone related diseases. This includes disorders of growth, puberty (both precocious
and delayed), glucose homeostasis (both hypoglycemia and diabetes mellitus), ad-
renal function (both adrenal insufficiency and steroid excess), thyroid function,
skeletal abnormalities, gonadal dysfunction (including polycystic ovarian syn-
drome and ovarian failure), hypopituitarism, and disorders of sexual development.
Pediatric patients referred to our practice for the evaluation and treatment of gen-
der dysphoria are cared for by an interdisciplinary team of providers that includes a

psychologist and pediatric endocrinologist who have been specifically chosen for
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this role based upon a special interest and professional knowledge and training in
this patient population.
11. My opinions as detailed in this report are based upon my:

a. knowledge, training, and clinical experience in caring for thou-
sands of patients over many years;

b. detailed methodological reviews of hundreds of relevant peer-re-
viewed science publications;

c. consults, discussions, and team analyses with colleagues and other
experts in the field, including attendance and participation in vari-
ous professional conferences;

d. publications in peer reviewed scientific journals;

e. editorial work for peer reviewed scientific journals; and,
f. peer reviewed research grant receipt and review work.

The materials that [ have relied upon are the same types of materials that other ex-
perts in my field of clinical practice rely upon when forming opinions on the sub-
ject, including hundreds of published, peer reviewed scientific research (and pro-
fessional) articles.

12. My opinions and hypotheses in this matter are—as all expert re-
ports—subject to the limitations of documentary and related evidence, the impossi-
bility of absolute predictions, and the limitations of social, biological, and medical
science. | have not met with, or personally interviewed, anyone in this case. As al-
ways, | have no expert opinions regarding the veracity of witnesses in this case. |
have not yet reviewed all of the evidence in this case and my opinions are subject
to change at any time as new information becomes available to me. Only the trier

of fact can determine the credibility of witnesses and how scientific research may
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or may not be related to the specific facts of any particular case. In my opinion, a
key role of an expert witness is to help the court, lawyers, parties, and the public
understand and apply reliable scientific, technical, and investigative principles, hy-

potheses, methods, and information.

Background on Sex and Gender

13.  Sex is an objective biological trait intrinsically oriented toward spe-
cific roles in the conception and development of new members of a species. Both
males and females contribute genetic information in distinct yet complimentary
ways. Males have the role of delivering sperm produced by testes and the unique
paternal DNA contained therein to a female. Females have the role of receiving
this male genetic information to join with the maternal genetic information con-
tained in ova produced by ovaries. Sex is not “assigned at birth”; it is permanently
determined by biology at conception. This remains the standard definition that has
been accepted by the relevant scientific community and used worldwide by scien-
tists, medical personnel, and society in general for decades.

14.  The scientific and clinical measurement of sex is done with highly re-
liable and valid objective methodologies. Visual medical examination of the ap-

pearance of the external genitalia is the primary methodology used by clinicians to
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recognize sex. In cases where genital ambiguity is present, additional testing mo-
dalities including chromosomal analysis, measurement of hormone levels, radio-
graphic imaging of internal sexual anatomy and biological response to provocative
testing are utilized. The measurement and assessment of biological sex has been
documented by valid and reliable research published in credible journals, and is ac-
cepted by the relevant scientific community. Medical recognition of an individual
as male or female is correctly made at birth in nearly 99.98% of cases according to
external phenotypic expression of primary sexual traits (i.e., the presence of a penis
for males and presence of labia and vagina for females).

15. For members of the human species (and virtually all mammals), sex is
normatively aligned in a binary fashion (i.e., either male or female) in relation to
biologic purpose. The presence of individuals with disorders of sexual develop-
ment (along the range of the established Prader scale) does not alter this fundamen-
tal reality.

16.  Due to genetic and hormonal variation in the developing fetus, norma-
tive development of the external genitalia in any individual differs with respect to
size and appearance while maintaining an ability to function with respect to bio-
logic purpose (i.e., reproduction). Internal structures (e.g., gonad, uterus, vas def-
erens) normatively align in more than 99.9%+ of mammals with external genitalia,

including humans.
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17.  Due to the complexity of the biological processes that are involved in
normal sexual development, it is not surprising that a very small number of indi-
viduals are born with defects in this process (1 in 5,000 births).! Defects can occur
through either inherited or de novo mutations in genes that are involved in sexual
determination or through environmental insults during critical states of sexual de-
velopment. Persons who are born with such abnormalities are considered to have a
disorder of sexual development (DSD). Most often, this is first detected as ambi-
guity in the appearance of the external genitalia. Such detection measurements are
reliable and valid and accepted by the relevant scientific community.

18.  The medical care of persons with DSDs is primarily directed toward
identification of the etiology of the defect and treatment of any associated compli-
cations. Similar to other diseases, diagnostic tools such as the Prader scale are
used to assess, measure, and assign a “stage” to the severity of the deviation from
normal (e.g., assessments of objective, reliable evidence). In children with DSDs,
characterization based upon phenotype alone does not reliably predict the sex chro-
mosomes present nor does it necessarily correlate with potential for biological sex-
ual function. Decisions on initial sex assignment in these very rare cases require

detailed assessment of objective, reliable medical evidence by a team of expert

!'See Sax, How common is Intersex? A response to Anne Fausto-Sterling, The Journal of Sex
Research, 39:3, 174-178, DOI: 10.1080/00224490209552139 (2002).

10
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medical providers. Previously, it was felt that a definitive sex assignment was nec-
essary shortly after birth with the belief that this would allow patients with a disor-
der of sexual development to best conform to the assigned sex and so parents-care-
givers could help socialize the child to the assigned sex. Current practice is to de-
fer sex assignment until the etiology of the disorder is determined and, if possible,
a reliable prediction can be made on likely biologic and psychologic outcomes.
When this cannot be done with confidence, a presumptive sex assignment is made.
Factors used in making such decisions include karyotype (46XX, 46XY, or other),
phenotypic appearance of the external genitalia, and parental desires. The availa-
bility of new information can, in rare circumstances, lead to a change in sex deter-
mination. Decisions on whether to surgically alter the external genitalia to align
with sex are generally deferred until the patient is able to provide consent.?

19. “Gender,” a term that had traditionally been reserved for grammatical
purposes, is currently used to describe the psychological and cultural characteris-
tics of a person in relation to biological sex. Gender in such new definitions would
therefore exist only in reference to subjective personal perceptions and feelings and
societal expectations, not biology. The reliability and validity of various usages of

the term “gender” is currently controversial and the relevant scientific community

2 See Lee et al., Global Disorders of Sex Development Update since 2006: Perceptions, Ap-
proach and Care, Horm Res Paediatr 85, 158-180, doi:10.1159/000442975 (2016).

11
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has accepted no use other than in relation to biological sex, which includes partici-
pate in activities related to reproduction. The dangers of incorrectly using the term
“gender” in place of “sex” have been acknowledged by the Endocrine Society.’

20.  “Gender identity” refers to a person’s individual experience and per-
ception and unverified verbal patient reports of how they experience being male or
female or a combination of these or other categories. The term “gender identity” is
controversial. There is no current worldwide definition of “gender identity” ac-
cepted by the relevant clinical communities. The measurement error rate for non-
biological “gender identity” is unknown.

21. People who identify as “transgender” transiently or persistently expe-

rience a sex-discordant gender identity.*

Puberty
22.  Puberty is “the morphological and physiological changes that occur in
the growing boy or girl as the gonads change from the infantile to the adult state.
These changes involve nearly all the organs and structures of the body but they do

not begin at the same age nor take the same length of time to reach completion in

3 See Bhargava et al., Considering Sex as a Biological Variable in Basic and Clinical Studies: An
Endocrine Society Scientific Statement, 42 Endocrine reviews, No. 3, pp. 219-58,
https://doi.org/10.1210/endrev/bnaa034 (2021).

* APA, DSM-5, 451.

12
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all individuals. Puberty is not complete until the individual has the physical capac-

ity to conceive and successfully rear children.”

23.

24.

The principal manifestations of puberty are:

The adolescent growth spurt; i.e., an acceleration followed by a decel-
eration of growth in most skeletal dimensions and in many internal or-
gans.

The development of the gonads.

The development of the secondary reproductive organs and the sec-
ondary sex characters.

Changes in body composition, i.¢e., in the quantity and distribution of
fat in association with growth of the skeleton and musculature.
Development of the circulatory and respiratory systems leading, par-
ticularly in boys, to an increase in strength and endurance.®

The ability to physically conceive children is made possible by the

maturation of the primary sex characteristics, the organs and structures that are in-

volved directly in reproduction. In boys, these organs and structures include the

scrotum, testes, and penis while in girls they include the ovaries, uterus, and

5> William A. Marshall and James M. Tanner, “Puberty,” in Human Growth: A Comprehensive
Treatise, Second Edition, Volume 2, eds. Frank Falkner and James M. Tanner (New York:
Springer, 1986), 171.

61d. at 171-72.

13
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vagina. In addition to these primary sex characteristics, secondary sex characteris-
tics also develop during puberty — the distinctive physical features of the two
sexes that are not directly involved in reproduction. Secondary sex characteristics
that develop in girls include “the growth of breasts and the widening of the pelvis”
and in boys “the appearance of facial hair and the broadening of shoulders,” while
other patterns of body hair and changes in voice and skin occur during puberty in
both girls and boys.’

25. Physicians characterize the progress of puberty by marking the onset
of different developmental milestones. The earliest visible event, the initial growth
of pubic hair, is known as “pubarche”; it occurs between roughly ages 8 and 13 in
girls, and between ages 9.5 and 13.5 in boys.? In girls, the onset of breast develop-
ment, known as “thelarche,” occurs around the same time as pubarche.’ “Menar-
che” is another manifestation of sexual maturation in females, referring to the onset
of menstruation, which typically occurs at around 13 years of age and is generally
a sign of the ability to conceive.'® Roughly corresponding to menarche in girls is

“spermarche” in boys; this refers to the initial presence of viable sperm in semen,

"Robert V. Kail and John C. Cavanaugh, Human Development: A Life-Span View, Seventh Edi-
tion (Boston, Mass.: Cengage Learning, 2016), 276.

8 Jamie Stang and Mary Story, “Adolescent Growth and Development,” in Guidelines for Ado-
lescent Nutrition Services, eds. Jamie Stang and Mary Story (Minneapolis, Minn.: University of
Minnesota, 2005), 4.

1d. at 3.

10 Marshall and Tanner, “Puberty,” 191-192.

14
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which also typically occurs around 13.!! (The “-arche” in the terms for these mile-
stones comes from the Greek for beginning or origin.)

26.  Scientists distinguish three main biological processes involved in pu-
berty: adrenal maturation, gonadal maturation, and somatic growth acceleration.
“Adrenarche”—the beginning of adrenal maturation—begins between ages 6 and 9
in girls, and ages 7 and 10 in boys. The hormones produced by the adrenal glands
during adrenarche are relatively weak forms of androgens (masculinizing hor-
mones) known as dehydroepiandrosterone and dehydroepiandrosterone sulfate.
These hormones are responsible for signs of puberty shared by both sexes: oily
skin, acne, body odor, and the growth of axillary (underarm) and pubic hair.'?

27. “Gonadarche”—the beginning of the process of gonadal maturation—
normally occurs in girls between ages 8 and 13 and in boys between ages 9 and
14.13 The process begins in the brain, where specialized neurons in the hypothala-
mus secrete gonadotropin-releasing hormone (GnRH).'* This hormone is secreted

in a cyclical or “pulsatile” manner—the hypothalamus releases bursts of GnRH,

1d. at 185.

12 Sharon E. Oberfield, Aviva B. Sopher, and Adrienne T. Gerken, “Approach to the Girl with
Early Onset of Pubic Hair,” Journal of Clinical Endocrinology and Metabolism 96, no. 6 (2011):
1610-1622, http://dx.doi.org/10.1210/jc.2011-0225.

13 Selma Feldman Witchel and Tony M. Plant, “Puberty: Gonadarche and Adrenarche,” in Yen
and Jaffe’s Reproductive Endocrinology, Sixth Edition, eds. Jerome F. Strauss III and Robert L.
Barbieri (Philadelphia, Penn.: Elsevier, 2009), 395.

14 Allan E. Herbison, “Control of puberty onset and fertility by gonadotropin-releasing hormone
neurons,” Nature Reviews Endocrinology 12 (2016): 452,
http://dx.doi.org/10.1038/nrendo.2016.70.

15
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and when the pituitary gland is exposed to these bursts, it responds by secreting
two other hormones.!> These are luteinizing hormone (LH) and follicle-stimulat-
ing hormone (FSH), which stimulate the growth of the gonads (ovaries in women
and testes in men).'® (The “follicles” that the latter hormone stimulates are not hair
follicles but ovarian follicles, the structures in the ovaries that contain immature
egg cells.) In addition to regulating the maturation of the gonads and the produc-
tion of sex hormones, these two hormones also play an important role in regulating
aspects of human fertility.!’

28.  As the gonadal cells mature under the influence of LH and FSH, they
begin to secrete androgens (masculinizing sex hormones like testosterone) and es-
trogens (feminizing sex hormones).!® These hormones contribute to the further de-
velopment of the primary sex characteristics (the uterus in girls and the penis and
scrotum in boys) and to the development of secondary sex characteristics (includ-
ing breasts and wider hips in girls, and wider shoulders, breaking voices, and in-

creased muscle mass in boys). The ovaries and testes both secrete androgens as

15 Id. at 453.

16 1d. at 454,

' Id. at 452.

¥ Michael A. Preece, “Prepubertal and Pubertal Endocrinology,” in Human Growth: A Compre-
hensive Treatise, Volume 2, 212.

16
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well as estrogens, however the testes secrete more androgens and the ovaries more
estrogens. !’

29. The gonads and the adrenal glands are involved in two separate but in-
terrelated pathways (or “axes”) of hormone signaling. These are the hypothalamic-
pituitary-gonadal (HPG) axis and the hypothalamic-pituitary-adrenal (HPA) axis.?°
Though both play essential roles in puberty, it is, as just noted, the HPG axis that
results in the development of the basic reproductive capacity and the external sex
characteristics that distinguish the sexes.?!

30.  The third significant process that occurs with puberty, the somatic
growth spurt, is mediated by increased production and secretion of human growth
hormone, which is influenced by sex hormones secreted by the gonads (both tes-
tosterone and estrogen). Similar to the way that the secretion of GnRH by the hy-

pothalamus induces the pituitary gland to secrete FSH and LH, in this case short

19 Rex A. Hess, “Estrogen in the adult male reproductive tract: A review,” Reproductive Biology
and Endocrinology 1, (2003), https://dx.doi.org/10.1186/1477-7827-1-52; Henry G. Burger,
“Androgen production in women,” Fertility and Sterility 77 (2002): 3-5,
http://dx.doi.org/10.1016/S0015-0282(02)02985-0.

20 Russell D. Romeo, “Neuroendocrine and Behavioral Development during Puberty: A Tale of
Two Axes,” Vitamins and Hormones 71 (2005): 1-25, http://dx.doi.org/10.1016/S0083-
6729(05)71001-3.

2! Margaret E. Wierman and William F. Crowley, Jr., “Neuroendocrine Control of the Onset of
Puberty,” in Human Growth, Volume 2, 225.

17
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pulses of a hormone released by the hypothalamus cause the pituitary gland to re-
lease human growth hormone.?> This process is augmented by testosterone and es-
trogen. Growth hormone acts directly to stimulate growth in certain tissues, and
also stimulates the liver to produce a substance called “insulin-like growth factor
1,” which has growth-stimulating effects on muscle.?

31. The neurological and psychological changes occurring in puberty are
less well understood than are the physiological changes. Men and women have
distinct neurological features that may account for some of the psychological dif-
ferences between the sexes, though the extent to which neurological differences ac-
count for psychological differences, and the extent to which neurological differ-
ences are caused by biological factors like hormones and genes (as opposed to en-
vironmental factors like social conditioning), are all matters of debate.

32.  Scientists distinguish between two types of effects hormones can have
on the brain: organizational effects and activational effects. Organizational effects
are the ways in which hormones cause highly stable changes in the basic architec-
ture of different brain regions. Activational effects are the more immediate and

temporary effects of hormones on the brain’s activity. During puberty, androgens

22 Preece, supra, at 218-19.

23 Udo J. Meinhardt and Ken K. Y. Ho, “Modulation of growth hormone action by sex steroids,”
Clinical Endocrinology65, no. 4 (2006): 414, http://dx.doi.org/10.1111/5.1365-
2265.2006.02676.x.
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and estrogens primarily have activating effects, but long before then they have or-
ganizational effects in the brains of developing infants and fetuses.?*

33. In sum: Puberty involves a myriad of complex, related, and overlap-
ping physical processes, occurring at various points and lasting for various dura-
tions. During this period of life, adrenarche and changes in the secretion of growth
hormone contribute to the child’s growth and development. With gonadarche, the
maturation of sex organs begins and with normal maturation will lead to the emer-
gence of reproductive capacity, as well as the development of the other biological

characteristics that distinguish males and females.

Pediatric Endocrine Disorders and Treatments
34.  The field of endocrinology is directed toward the care of hormone re-
lated diseases. Pediatric endocrine diseases include disorders of glucose regulation
(hypoglycemia and diabetes mellitus), disorders of thyroid function (hyper and hy-
pothyroidism), disorders of growth (e.g. short stature, acromegaly, obesity and

poor weight gain), disorders of sexual development and function (e.g. genital am-

24 Herting MM, Sowell ER. Puberty and structural brain development in humans. Front Neuroen-
docrinol. 2017 Jan;44:122-137. doi: 10.1016/j.yfrne.2016.12.003; Hornung J, Lewis CA, Derntl
B. Sex hormones and human brain function. Handb Clin Neurol. 2020;175:195-207. doi:
10.1016/B978-0-444-64123-6.00014-X

19



Case 4:22-cv-00325-RH-MAF Document 136-2 Filed 04/07/23 Page 20 of 113

biguity, precocious and delayed puberty, hypogonadism, polycystic ovarian syn-
drome), disorders of adrenal function (e.g. adrenal insufficiency and Cushing’s
syndrome), disorders of pituitary function, lipid disorders, and disorders of bone
and mineral metabolism. For all of these conditions, there are objective physical
and biochemical criteria for diagnosis and treatment with well-established normal
reference ranges for hormones and metabolites.

35. Hormone interventions to suppress puberty were not developed for the
purpose of treating children with gender dysphoria. Rather, they were first used as
a way to normalize puberty for children who undergo puberty too early, a condi-
tion known as “precocious puberty.”

36. For females, precocious puberty is defined by the onset of puberty be-
fore age 8, while for males it is defined as the onset of puberty before age 9.%
Premature thelarche (the appearance of breast development) is usually the first

clinical sign of precocious puberty in girls. For males, precocious puberty is

25 Karen Oerter Klein, “Precocious Puberty: Who Has It? Who Should Be Treated?,” Journal of
Clinical Endocrinology and Metabolism 84, no. 2 (1999): 411,
http://doi.org/10.1210/jcem.84.2.5533. See also: Frank M. Biro et al., “Onset of Breast Develop-
ment in a Longitudinal Cohort,” Pediatrics 132, no. 6 (2013): 1019-1027,
http://dx.doi.org/10.1542/peds.2012-3773; Carl-Joachim Partsch and Wolfgang G. Sippell,
“Pathogenesis and epidemiology of precocious puberty. Effects of exogenous oestrogens,” Hu-
man Reproduction Update 7, no. 3 (2001): 293, http://dx.doi.org/10.1111/3.1600-
0463.2001.tb05760.x.
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marked by premature testicular enlargement.?® In addition to the psychological
and social consequences that a child might be expected to suffer, precocious pu-
berty can also lead to reduced adult height, since the early onset of puberty inter-
feres with later bone growth.?’

37. Precocious puberty is divided into two types, central precocious pu-
berty (sometimes labeled “true precocious puberty”) and peripheral precocious pu-
berty (sometimes labeled “precocious pseudopuberty”).?® Central precocious pu-
berty is caused by the early activation of the gonadal hormone pathway by GnRH,
and is amenable to treatment by physicians. Peripheral precocious puberty, which
is caused by secretion of sex hormones by the gonads or adrenal glands independ-
ent of signals from the pituitary gland, is less amenable to treatment. Effects of an-
drogen or estrogen hypersecretion can be reduced by administration of drugs that
block the activity of the sex hormone receptors. If a tumor is causing the disorder,
surgical removal may be necessary.

38.  Precocious puberty is rare, especially in boys. A recent Spanish study

of central precocious puberty estimated the overall prevalence to be 19 in 100,000

26 Anne-Simone Parent et al., “The Timing of Normal Puberty and the Age Limits of Sexual Pre-
cocity: Variations around the World, Secular Trends, and Changes after Migration,” Endocrine
Reviews 24, no. 5 (2011): 675, http://dx.doi.org/10.1210/er.2002-0019.

27 Jean-Claude Carel et al., “Precocious puberty and statural growth,” Human Reproduction Up-
date 10, no. 2 (2004): 135, http://dx.doi.org/10.1093/humupd/dmh012.

28 Partsch and Sippell, supra, at 294-95.
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(37 in 100,000 girls affected, and 0.46 in 100,000 boys).?’ A Danish study of pre-
cocious puberty (not limited to central precocious puberty) found the prevalence to
be between 20 to 23 per 10,000 in girls and less than 5 in 10,000 in boys.*°

39. To diagnose central precocious puberty, hormones from the pituitary
gland, LH and FSH, are objectively measured. This can sometime be done by
measurement of baseline levels but often requires assessment after transient stimu-
lation with GnRH. As discussed, these are two hormones that are made in the pitu-
itary gland that signal to the gonads. In males, they lead to production of testos-
terone. In females, they lead to the production of estrogen. LH and FSH signaling
are essential for normal sperm production and ovarian maturation in males and fe-
males, respectively.

40.  Also subject to objective measurement when diagnosing and treating
central precocious puberty are sex steroid hormones, either testosterone or estro-
gen, and bone growth.

41. Treatment for precocious puberty is somewhat counterintuitive. Ra-

ther than stopping the production of GnRH, physicians actually provide patients

2 Leandro Soriano-Guillén et al., “Central Precocious Puberty in Children Living in Spain: Inci-
dence, Prevalence, and Influence of Adoption and Immigration,” Journal of Clinical Endocrinol-
ogy and Metabolism 95, no. 9 (2011): 4307, http://dx.doi.org/10.1210/j¢.2010-1025. In some
cases, peripheral precocious puberty is caused by an underlying condition, such as a tumor, that
can be treated.

30 Grete Teilmann et al., “Prevalence and Incidence of Precocious Pubertal Development in Den-
mark: An Epidemiologic Study Based on National Registries,” Pedriatics 116, no. 6 (2005):
1323, http://dx.doi.org/10.1542/peds.2005-0012.
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more constant levels of synthetic GnRH (called GnRH analogues or GnRH ago-
nists).’! As discussed above, when produced endogenously (that is, by the body
naturally), GnRH stimulates the pituitary gland to release gonad-stimulating hor-
mones (gonadotropins, LH and FSH). When added exogenously, the additional
GnRH “desensitizes” the pituitary, leading to a decrease in the secretion of gonad-
otropins, which in turn leads to the decreased maturation of and secretion of sex
hormones by the gonads (ovaries and testes). The intent and effect of giving pu-
berty blockers is identical when it is given to a male as when it is given to a female
in this context: suppressing the secretion of gonadotropin hormones. Even the dos-
ing is the same for males and females, and depends on the person’s weight.

42.  The first publication describing the use of GnRH analogues in chil-
dren for precocious puberty appeared in 1981.3 In the time since GnRH analogues
were first proposed, they have become fairly well accepted as a treatment of preco-
cious puberty, with one prominent GnRH analogue, Lupron, approved for that use

by the FDA in 1993.% However, there remain some questions concerning the ef-

31 William F. Crowley, Jr. et al., “Therapeutic use of pituitary desensitization with a long-acting
LHRH agonist: a potential new treatment for idiopathic precocious puberty,” Journal of Clinical
Endocrinology and Metabolism 52, no. 2 (1981): 370-372, http://dx.doi.org/10.1210/jcem-52-2-
370. (LHRH refers to “lutenizing hormone releasing hormone,” another term for GnRH.)

32 Crowley et al., supra, at 370-72.

33 “Full Prescribing Information” for Lupron Depot-Ped, FDA.gov (undated), https://www.ac-
cessdata.fda.gov/drugsatfda docs/label/2011/020263s0361bl.pdf.
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fectiveness of treatment with GnRH analogues. A 2009 consensus statement of pe-
diatric endocrinologists concluded that GnRH analogues are an effective way to
improve the height of girls with onset of puberty at less than 6 years of age, and
also recommended the treatment be considered for boys with onset of precocious
puberty who have compromised height potential.** Regarding the negative psy-
chological and social outcomes associated with precocious puberty, the authors
found that the available data were unconvincing, and that additional studies are
needed.’® Puberty blockers have recently been recognized to carry a risk of in-
creased brain pressure that can adversely affect vision and cause severe head-
aches.3®

43.  When used to treat precocious puberty, the process of desensitization
of the pituitary gland by synthetic GnRH is not permanent. After a patient stops
taking the GnRH analogues, the pituitary will resume its normal response to the

pulsatile secretion of GnRH by the hypothalamus, as evidenced by the fact that

34 Jean-Claude Carel et al., “Consensus Statement on the Use of Gonadotropin-Releasing Hor-
mone Analogs in Children,” Pediatrics 123, no. 4 (2009): €753,
http://dx.doi.org/10.1542/peds.2008-1783.

¥ d.

36 Risk of pseudotumor cerebri added to labeling, AAP (July 1, 2022), https://publica-
tions.aap.org/aapnews/news/20636/Risk-of-pseudotumor-cerebri-added-to-labeling-for.
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children treated for precocious puberty using GnRH analogues will resume normal
pubertal development, usually about a year after they withdraw from treatment.>’

44. The goal of this treatment is to allow the child to have pubertal devel-
opment enter the normal quiescence that is present at that age. This treatment
helps to preserve their final adult height, by slowing the rate of bone age advance-
ment. The goal is not to delay puberty beyond other children, as delaying too long
can be adverse effects, including reduced bone marrow density, as discussed be-
low.

45. In addition to being prescribed for children with precocious puberty,
GnRH analogues have also been used in adults for a variety of indications, includ-
ing hormone-sensitive tumors.*®* GnRH analogues have also been given to post-

pubertal adolescents undergoing chemotherapy with drugs that can have toxic ef-

fects on the gonads.*

37 Marisa M. Fisher, Deborah Lemay, and Erica A. Eugster, “Resumption of Puberty in Girls and
Boys Following Removal of the Histrelin Implant,” The Journal of Pediatrics 164, no. 4 (2014):
3, http://dx.doi.org/10.1016/j.jpeds.2013.12.009.

38 See Kumar & Sharma, Gonadotropin-Releasing Hormone Analogs: Understanding Ad-
vantages and Limitations, Journal of Human Reproductive Sciences 7, no. 3 (2014).

39 Meli M, et al. Triptorelin for Fertility Preservation in Adolescents Treated With Chemotherapy
for Cancer. J Pediatr Hematol Oncol. 40(4):269-276 (2018).
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46.  Sex steroids such as testosterone and estrogen are frequently used in
the treatment of disorders of normal gonadal function. This includes hypogonado-
tropic hypogonadism, primary gonadal failure and delayed puberty.*® In each of
these conditions, there are objective laboratory tests that are used to diagnose these
conditions and monitor response to treatment. Deficiency of sex steroids has bod-
ily effects that extend beyond sexual function.*! This includes significant effect on
bone density, lean body mass, metabolism, immunity, and neural function.

47. There are major and highly significant differences between male and
female responses to sex hormones.** Giving estrogen to a biological male is not
equivalent to giving the same hormone to a biological female. Likewise, giving
testosterone to a biological female is not equivalent to giving the same hormone to

a biological male.** Differences are not limited to pharmacokinetic effect (i.e. how

40 Kumar P, Kumar N, Thakur DS, Patidar A. Male hypogonadism: Symptoms and treatment. J
Adv Pharm Technol Res. 2010 Jul;1(3):297-301. doi: 10.4103/0110-5558.72420. PMID:
22247861; PMCID: PMC3255409; Voutsadaki K, Matalliotakis M, Ladomenou F. Hypogonad-
ism in adolescent girls: treatment and long-term effects. Acta Biomed. 2022 Oct
26;93(5):¢2022317. doi: 10.23750/abm.v9315.13719. PMID: 36300209; PMCID: PMC9686158.
4l Alemany M. The Roles of Androgens in Humans: Biology, Metabolic Regulation and Health.
Int J Mol Sci. 2022 Oct 8;23(19):11952. doi: 10.3390/ijms231911952. PMID: 36233256;
PMCID: PMC9569951; Patel S, Homaei A, Raju AB, Meher BR. Estrogen: The necessary evil
for human health, and ways to tame it. Biomed Pharmacother. 2018 Jun;102:403-411. doi:
10.1016/j.biopha.2018.03.078. Epub 2018 Mar 22. PMID: 29573619.

42 See Madla et al., Let's talk about sex: Differences in drug therapy in males and females, Ad-
vanced drug delivery reviews, 113804. Advance online publication.
https://doi.org/10.1016/j.addr.2021.05.014 (2021).

43 See Soldin et al., Sex differences in pharmacokinetics and pharmacodynamics, Clinical phar-
macokinetics, 48(3), 143—157 (2009); Pogun et al., Sex Differences in Drug Effects. In: Stoler-
man LP. (eds) Encyclopedia of Psychopharmacology, Springer, Berlin, Heidelberg (2010).
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drugs are absorbed, distributed throughout the body and metabolized) but are pre-
sent even at the cellular level.** Sex steroids act by altering the expression of the
genetic information present in all nucleated cells of the body. Epigenetic differ-
ences (i.e. chemical changes to DNA structure) result in sex-differential expression
of over 6,500 genes in the body.*> Consequences of a failure to recognize these dif-
ferences can result in drug overdose, lack of treatment response, or serious side ef-
fects.

48.  Several conditions in minors may indicate endocrinologic treatment
with testosterone. For instance, primary hypogonadism from gonadal failure is
caused damage or impaired function of the male testes. Secondary hypogonadism
is caused by abnormalities in pituitary structure or function. Hypogonadism can be
objectively diagnosed by measurement of testosterone (or its derivatives) and gon-
adotropin (LH and FSH) levels. When used for the treatment of affected males

with hypogonadism, testosterone is administered to achieve levels that are normal

4 See, e.g., Walker et al., Matters of the heart: Cellular sex differences, Journal of molecular
and cellular cardiology, S0022-2828(21)00087-0. Advance online publication.
https://doi.org/10.1016/j.yjmcc.2021.04.010 (2021).

45 Gershoni, M., Pietrokovski, S. The landscape of sex-differential transcriptome and its conse-
quent selection in human adults. BMC Biol 15, 7 (2017). https://doi.org/10.1186/s12915-017-
0352-z
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for the individual’s age. This requires careful monitored of serum testosterone lev-
els, as excess levels can have serious adverse effects, including elevations of red
blood cell counts, changes in blood pressure, and brain changes.*®

49. Testosterone may also be used in males to treat delayed puberty. To
treat the condition of constitutional delay (where the person has means to progress
through puberty, but onset was delayed), the male would normally be given low
doses of testosterone for 3-4 months to “prime the pump” for normal puberty. As-
sessment of this condition includes measuring levels of LH, FSH, and testosterone,
as well as observation of testicular size. Once puberty has been initiated and is
progressing, there is no need to administer ongoing testosterone therapy. The nor-
mal signals present within the body with the pituitary gland signaling to the testi-
cles continue with maturation of the gonad leading to reproductive capacity.

50. Continuing to give external testosterone to a male in normal puberty
would suppress the normal function of the testes and can lead to infertility—a re-
sult contrary to the goal of endocrinology, which is to restore health. Thus, for in-

stance, a male adolescent undergoing normal puberty who simply desired increased

46 Ohlander SJ, Varghese B, Pastuszak AW. Erythrocytosis Following Testosterone Therapy.
Sex Med Rev. 2018 Jan;6(1):77-85. doi: 10.1016/j.sxmr.2017.04.001; Kienitz T, Quinkler M.
Testosterone and blood pressure regulation. Kidney Blood Press Res. 2008;31(2):71-9. doi:
10.1159/000119417; Scarth M, Bjernebekk A. Androgen abuse and the brain. Curr Opin Endo-
crinol Diabetes Obes. 2021 Dec 1;28(6):604-614. doi: 10.1097/MED.0000000000000675.
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lean body mass (i.e., higher muscle mass) should not normally be given testos-
terone for that purpose, both because it is considered medically unnecessary and
because of the adverse effects of extra testosterone. Among other reasons, these
effects explain why testosterone is a controlled substance.

51.  Outside the context of gender dysphoria, testosterone is not an indi-
cated treatment for a female child or adolescent. Testosterone, or any androgen,
would lead to virilization, which can come with serious adverse effects. This in-
cludes impaired fertility, alopecia (hair loss), disfiguring acne, and metabolic
changes that increase risk of heart disease and diabetes.*’

52.  Estrogen can be given to young females for the same types of indica-
tions in males of either constitutional delay or hypogonadism, which could be ei-
ther primary or secondary. Primary hypogonadism is caused by a defect in the
presence or function of the ovaries. Secondary hypogonadism is caused by a de-
fect in the structure or function of the pituitary gland. A female can experience
premature ovarian insufficiency where the ovaries become inactive over time, both
genetically and through environmental incidents. To diagnose these conditions,

hormone levels can be objectively measured. This includes LH, FSH, estradiol, and

“TYang R, Yang S, Li R, Liu P, Qiao J, Zhang Y. Effects of hyperandrogenism on metabolic ab-
normalities in patients with polycystic ovary syndrome: a meta-analysis. Reprod Biol Endo-
crinol. 2016 Oct 18;14(1):67. doi: 10.1186/s12958-016-0203-8. PMID: 27756332; PMCID:
PMC5069996
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other levels. (Estradiol is a form of estrogen, and generally the main hormone fol-
lowed and measured in female endocrinologic practice.) The physical response to
the intervention can also be measured.

53.  Estrogen treatments carry risks, including stroke, elevated blood pres-
sure, and changes to bone development. Males are not generally prescribed estro-
gen (again, outside the context of gender dysphoria), and there is concern that the

risks of estrogen are even higher in males.

Gender Dysphoria and Treatments

I. Diagnosis

54. In contrast to the conditions discussed above, gender dysphoria is not
an endocrine disorder. Instead, it is a diagnostic term for “the distress that may ac-
company the incongruence between one’s experienced or expressed gender and
one’s” biological sex.*® Gender dysphoria is associated with high rates of comor-
bidity, including suicidal ideation, depression, anxiety, poverty, homelessness, eat-
ing disorders, and HIV infection.* Gender dysphoria as a psychiatric disorder

should be distinguished from identifying as transgender and transsexual. As noted,

* APA, DSM-5, 451,

4 M. D. Connolly et al., "The Mental Health of Transgender Youth: Advances in Understand-
ing," J Adolesc Health 59, no. 5 (2016); Pinna F, et al. Italian Working Group on LGBTQI Men-
tal Health. Mental health in transgender individuals: a systematic review. Int Rev Psychia-
try.34(3-4):292-359 (2022).
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people who identify as transgender “transiently or persistently identify with a gen-
der different from their natal gender.” Transsexual has an even more specific
meaning; it “denotes an individual who seeks, or has undergone, a social transition
from male to female or female to male, which in many, but not all, cases also in-
volved a somatic transition by cross-sex hormone treatment and genital surgery.”>°

55.  The clinical assessment methodology in sex discordant gender medi-
cine is currently limited to self-reported information from patients without objec-
tive scientific markers or medical tests. There are no reliable radiological, genetic,
physical, hormonal, or biomarker tests that can establish gender identity or reliably
predict treatment outcomes.

56. The diagnosis of “gender dysphoria” encompasses a diverse array of
conditions. While the contributors to sex discordant gender identity remain to be
fully identified and characterized, differences both in kind and degree within indi-
viduals and across varied populations creates challenges in establishing specific
approaches to alleviate associated suffering. For example, data from adults cannot
be assumed to apply equally to children. Nor can data from children who present

with sex discordant gender pre-pubertally be presumed to apply to the growing

number of post-pubertal adolescent females presenting with this condition.

30 APA, DSM-5, 451.
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57.  Assessment of gender dysphoria currently depends almost entirely
upon unverified, self-reported evidence provided by patients. A patient’s spoken
or written reports of alleged “memories” of symptoms and behaviors are the only
source of evidence for the diagnosis in many cases. This is a source of potentially
profound unreliability in patient care as the relevant science documents that physi-
cians are poor “lie detectors”—often no more reliable in discerning false reports
than flipping a coin—and sometimes much worse. The relevant research also doc-
uments that even though humans (including therapists) are poor “lie detectors,”
many health professionals personally—and falsely—believe they are “experts” at
this complex and difficult task.>!

58.  Although gender perceptions, feelings, and “identity”” usually align
with biological sex, some individuals report experiencing discordance in these dis-
tinct traits. Specifically, for example, biological females may report experiencing
that they identify as males and biological males may report experiencing that they
identify as females. As gender by definition is distinct from biological sex, one’s

gender identity does not change a person’s biological sex. There is currently no

3! See, e.g., Vrij, Aldert, Granhag, P. and Porter, S. (2010) Pitfalls and opportunities in nonverbal
and verbal lie detection. Psychological Science In The Public Interest, 11 (3). pp. 89-121. ISSN
1529-1006 10.1177/1529100610390861.
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known reliable and valid methodology for assessing the accuracy or nature of un-
verified, verbal reports of discordant “identity.” There is thus no known “error

rate” for relying upon such reports to engage in hormonal and surgical treatments.

I1. Treatments

59. Moving from diagnosis to treatment, three approaches have been pro-
posed for treating children with gender dysphoria.>?

A. Reparative Therapy

60. The first approach, sometimes called “reparative therapy,” is directed
toward actively supporting and encouraging children to identify with their biologi-
cal sex. Reparative therapy views sex/gender identity discordance as a pathologic
condition. Accordingly, understanding and addressing factors that lead to this con-
dition form the primary focus of reparative therapy, with an explicit goal of rea-
ligning one’s gender identity with one’s biological sex. Components of this ap-
proach have included play therapy for children and adolescents, counseling for pa-

tients and their families to help them understand and address underlying psycho-

52 See Zucker, On the “natural history” of gender identity disorder in children, J. Am. Acad.
Child Adolesc. Psychiatry 47, 1361-1363, doi:10.1097/CHIL.0b013e31818960cf (2008).
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logical dysfunction, and instruction on setting specific boundaries for behavior ac-
cording to stereotypical gender norms.> Some have used the term conversion ther-
apy to label efforts to realign gender identity with biological sex, but this ideologi-
cally loaded label has been used extensively in reference to same-sex attraction.>*

B. Watchful Waiting

61. The second “neutral” or “watchful waiting” approach, motivated by
understanding of the natural history of transgender identification in children, is to
neither encourage nor discourage transgender identification, recognizing existing
evidence (discussed next) showing that the vast majority of affected children if left
alone are likely to eventually realign their reports of gender identification with
their sex. This realignment of expressed gender identity to be concordant with sex
is sometimes called “desistance.”

62. The “watchful waiting” approach does not advocate doing nothing.
Rather, it focuses on affirming the inherent dignity of affected people and support-
ing them in other aspects of their lives, including the diagnosis and treatment of
any comorbidities, as individuals proceed through the various stages of physical

and psychological development. For instance, the approach may include the use of

53 Kenneth J. Zucker et al., "A Developmental, Biopsychosocial Model for the Treatment of
Children with Gender Identity Disorder," Journal of Homosexuality 59, no. 3 (2012).

4 D. C. Haldeman, "The Practice and Ethics of Sexual Orientation Conversion Therapy," J Con-
sult Clin Psychol 62, no. 2 (1994)Kenneth J. Zucker, "Editorial: The Politics and Science of “Re-
parative Therapy”," Archives of Sexual Behavior 32, no. 5 (2003).
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scientifically validated treatments (e.g., cognitive behavioral therapy) for the pa-
tient’s anxiety, depression, social skills deficits, or other issues.>

63. Despite differences in country, culture, decade, follow-up length and
method, multiple studies have come to a remarkably similar conclusion: Very few
gender dysphoric children still want to transition by the time they reach adulthood.
Many turn out to have been struggling with sexual orientation issues rather than
gender discordant “transgender” identity. The exact number of children who expe-
rience realignment of gender identity with biological sex by early adult life varies
by study. Estimates within the peer reviewed published literature range from 50-
98%, with most reporting desistance in approximately 85% of children before the
widespread adoption of the “affirming” model discussed below.>® In 2018, for in-
stance, studies found that 67% of children meeting the diagnostic criteria for gen-
der dysphoria no longer had the diagnosis as adults, with an even higher rate (93%)

of natural resolution of gender-related distress for the less significantly impacted

>3 See van Bentum et al., Cognitive therapy and interpersonal psychotherapy reduce suicidal ide-
ation independent from their effect on depression, 38 Depression & Anxiety 940 (2021).

6 T. D. Steensma et al., "Factors Associated with Desistence and Persistence of Childhood Gen-
der Dysphoria: A Quantitative Follow-up Study," J Am Acad Child Adolesc Psychiatry 52, no. 6
(2013); K. D. Drummond et al., "A Follow-up Study of Girls with Gender Identity Disorder,"
Dev Psychol 44, no. 1 (2008); M. S. Wallien and P. T. Cohen-Kettenis, "Psychosexual Outcome
of Gender-Dysphoric Children," J Am Acad Child Adolesc Psychiatry 47, no. 12 (2008); K. J.
Zucker and S. J. Bradley, Gender Identity Disorder and Psychosexual Problem

in Children and Adolescents (New York: Guilford Press., 1995).
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cases.”’ A March 2021 study, with one of the largest samples in the relevant litera-
ture, suggests that most young gender dysphoric children grow out of the condition
without medical interventions.>® Thus, desistance (i.e., the child accepting their
natal, biological sex identity and declining “transitioning” treatments) is the out-
come for the vast majority of affected children who are not actively encouraged to
proceed with sex-discordant gender affirmation.

64. Decades of peer-reviewed, published scientific research, including the
pioneering work of Dr. Kenneth Zucker, have supported the efficacy of the psy-
chological approaches for the majority of patients experiencing gender dysphoria.>

Cognitive therapy and interpersonal psychotherapy have been found to reduce sui-

cidal ideation independent of their effect on depression.®® Within the “watchful

37 See, e.g., Zucker, K. J. (2018). The myth of persistence: Response to “A critical commentary
on follow-up studies and ‘desistance’ theories about transgender and gender non-conforming
children” by Temple Newhook et al. (2018). International Journal of Transgenderism, 19(2),
231-245.

58 See Devita Singhl, Susan J. Bradley 2 and Kenneth J. Zucker, Frontiers in Psychiatry, March
2021, Volume 12, Article 632784, www.frontiersin.org.

59 See Zucker, K. J. On the “natural history” of gender identity disorder in children. ] Am Acad
Child Adolesc Psychiatry 47, 1361-1363, doi:10.1097/CHIL.0b013e31818960cf (2008); Bradley,
S.J. & Zucker, K. J. Gender Identity Disorder: A Review of the Past 10 YearsG. Journal of the
American Academy of Child & Adolescent Psychiatry 36, 872-880, doi:10.1097/00004583-
199707000-00008.).

60 van Bentum JS et al. Cognitive therapy and interpersonal psychotherapy reduce suicidal idea-
tion independent from their effect on depression. Depress Anxiety. 9:940-949 (2021). doi:
10.1002/da.23151.; Gallagher, M. W., Phillips, C. A., D'Souza, J., Richardson, A., Long, L. J.,
Boswell, J. F., Farchione, T. J., & Barlow, D. H. (2020). Trajectories of change in well-being
during cognitive behavioral therapies for anxiety disorders: Quantifying the impact and covaria-
tion with improvements in anxiety. Psychotherapy (Chicago, 1ll.), 57(3), 379-390.
https://doi.org/10.1037/pst0000283.
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waiting” model, these data support the investigative use of modern psychothera-
peutic approaches to address suicidal ideation in children with gender dysphoria.

C. Gender Affirming

65. The third, so-called “gender affirming,” approach is to affirm the
child’s present gender identity. This affirmation may have social, medical, legal,
and behavioral dimensions. Typically, the “affirming” approach encourages chil-
dren to embrace transgender identity with social transitioning followed by puberty
blockage and hormonal therapy (cross-sex hormones), and potential surgical inter-
ventions.%! This approach is considered below.

66. Before analyzing this course of treatment, it 1s important to under-
stand that underlying biology is not changed by altering bodily features to appear
as the opposite sex, and such alterations do not change disease vulnerabilities asso-
ciated with genetically defined sex. Despite the increasing ability of hormones and
various surgical procedures to reconfigure some male bodies to visually pass as fe-
male, or vice versa, the biology of the person remains as defined by genetic
makeup, normatively by his (XY) or her (XX) chromosomes, including cellular,

anatomic, and physiologic characteristics and the particular disease vulnerabilities

61 See Walch et al., Proper Care of Transgender and Gender Diverse Persons in the Setting of
Proposed Discrimination: A Policy Perspective, J. Clin. Endocrinol Metab. 106(2):305-308.
doi:10.1210/clinem/dgaa816 (2021).
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associated with that chromosomally-defined sex.®* For instance, the XX (genet-
ically female) individual who takes testosterone to stimulate certain male second-
ary sex characteristics will nevertheless remain unable to produce sperm and father
children. It is possible for some adolescents and adults to pass unnoticed as the op-
posite gender that they aspire to be—but with limitations, costs, and risks.®®> And
their underlying biology does not change.

Puberty Blockers

67. Only in the 1990s did GnRH analogues begin being used to suppress
puberty in children who identify as the opposite sex. In 1998, Peggy Cohen-Ket-
tenis and Stephanie van Goozen, psychologists at a Dutch gender clinic, described
the case of a 13-year-old female gender-dysphoria patient, on whom a GnRH ana-
logue was used to suppress puberty before the patient received a definitive diagno-
sis of gender identity disorder at age 16. At age 18, the patient underwent sex-re-

assignment surgery.®*

62 See “Institute of Medicine (US) Committee on Understanding the Biology of Sex and Gender
Differences. Exploring the Biological Contributions to Human Health: Does Sex Matter?”
Wizemann TM, Pardue ML, editors. Washington (DC): National Academies Press (US); 2001.
PMID: 25057540.

83 See S. Levine (2018), Informed Consent for Transgendered Patients, J. of Sex & Marital
Therapy, at 6, DOI: 10.1080/0092623X.2018.1518885 (“Informed Consent”); S. Levine (2016),
Reflections on the Legal Battles Over Prisoners with Gender Dysphoria, J. Am. Acad Psychiatry
Law 44, 236 at 238 (“Reflections”).

64 Cohen-Kettenis and van Goozen, “Pubertal delay as an aid in diagnosis and treatment of a
transsexual adolescent,” 246. See also Peggy T. Cohen-Kettenis, Thomas D. Steensma, and An-
nelou L.C. de Vries, “Treatment of Adolescents With Gender Dysphoria in the Netherlands,”
Child Adolescent Psychiatric Clinics of North America 20, (2011): 689-700,
http://dx.doi.org/10.1016/j.chc.2011.08.001.
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68.  The clinic’s scientists developed an influential protocol, often referred
to as the “Dutch protocol,” which involved puberty suppression followed by cross-
sex hormones and potential surgical interventions. In many clinics that adhere to
the gender affirmation model, the ages for initiating sex-discordant gender affirm-
ing sex steroid hormones has deviated substantially from the original Dutch proto-
col. The typical protocol is to initiate puberty blockers (GnRH analogs) as soon as
puberty begins (Tanner stage 2) which can occur as early as 8 years in females and
9 years in males. While in the Dutch protocol, cross-sex hormones are started at
16 years, many programs in the United States offer these hormones earlier to coin-
cide with the start of normal pubertal development in males (13-14 years) and fe-
males (12-13 years). Gender-affirming surgery in the Dutch model was reserved to
patients 18 years or older. Again, programs in the United States have advocated
for individualization of decisions on ages for surgery in minors. GnRH analogs
are discontinued after gonadectomy is performed as this medication is no longer
needed to suppress gonads that are no longer present. Due to the suppressive effect
of exogenous sex-steroids on gonadal function, GnRH analogs are often stopped
after gender affirming hormone administration has been titrated to maximal doses
required to achieve the desired change in secondary sex characteristics.

69. This gender “affirming” model would make gender dysphoria unique:

it would be ““the only psychiatric condition to be treated by surgery, even though
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no endocrine or surgical intervention package corrects any identified biological ab-
normality.”%

70.  These scientists, along with others, have claimed that puberty suppres-
sion is “fully reversible.”®® On this view, puberty suppression “give[s] adoles-
cents, together with the attending health professional, more time to explore their
gender identity, without the distress of the developing secondary sex characteris-
tics. The precision of the diagnosis may thus be improved.”®’

71.  This claim appears to presume that natural sex characteristics interfere
with the “exploration” of gender identity, when one would expect that the develop-
ment of natural sex characteristics might contribute to the natural consolidation of
one’s gender identity. It is based upon an untested scientific premise that interfer-
ing with the development of natural sex characteristics can allow for a more accu-

rate diagnosis of the gender identity of the child. It seems equally plausible that the

interference with normal pubertal development will influence the gender identity

658, Levine (2016), Reflections on the Legal Battles Over Prisoners with Gender Dysphoria, J.
American Academy of Psychiatry and Law, 44, 236 at 238 (“Reflections™), at 240.

% Henriette A. Delemarre-van de Waal and Peggy T. Cohen-Kettenis, “Clinical management of
gender identity disorder in adolescents: a protocol on psychological and paediatric endocrinology
aspects,” European Journal of Endocrinology 155 (2006): S133,
http://dx.doi.org/10.1530/eje.1.02231.

87 Peggy T. Cohen-Kettenis, Henriette A. Delemarre-van de Waal, and Louis J.G. Gooren, “The
Treatment of Adolescent Transsexuals: Changing Insights,” Journal of Sexual Medicine 5, no. 8
(2008): 1894, http://dx.doi.org/10.1111/j.1743-6109.2008.00870.x.
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of the child by reducing the prospects for developing a gender identity correspond-
ing to his or her biological sex.

72.  Given their potential importance in the lives of the affected children,
claims about reversibility are worth careful examination. In developmental biol-
ogy, it makes little sense to describe anything as “reversible.” If a child does not
develop certain characteristics at age 12 because of a medical intervention, then his
or her developing those characteristics at age 18 is not a “reversal,” since the se-
quence of development has already been disrupted. This is especially important
since there is a complex relationship between physiological and psychosocial de-
velopment during adolescence. Gender identity is shaped during puberty and ado-
lescence as young people’s bodies become more sexually differentiated and ma-
ture. Given how little we understand about gender identity and how it is formed
and consolidated, we should be cautious about interfering with the normal process
of sexual maturation.

73. A more relevant question is whether the physiological and psychoso-
cial development that occurs during puberty can resume in something resembling a
normal way after puberty-suppressing treatments are withdrawn. In children with
precocious puberty, this does appear to be the case. Puberty-suppressing hormones
are typically withdrawn around the average age for the normal onset of

gonadarche, at about age 12, and normal hormone levels and pubertal development
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gradually resume. For one common method of treating precocious puberty, girls
reached menarche approximately a year after their hormone treatments ended, at an
average age of approximately 13, essentially the same average age as the general
population.®® The evidence for the safety and efficacy of puberty suppression in
boys is less robust, chiefly since precocious puberty is much rarer in boys. Alt-
hough the risks are speculative and based on limited evidence, boys who undergo
puberty suppression may be at greater risk for the development of testicular micro-
calcifications, which may be associated with an increased risk of testicular cancer,
and puberty suppression in boys may also be associated with obesity.®’

74.  Unlike children affected by precocious puberty, adolescents with gen-
der dysphoria do not have any physiological disorders of puberty that are being
corrected by the puberty-suppressing drugs. The fact that children with suppressed
precocious puberty between ages 8 and 12 resume puberty at age 13 does not mean
that adolescents suffering from gender dysphoria whose puberty is suppressed be-
ginning at age 12 will simply resume normal pubertal development down the road

if they choose to withdraw from the puberty-suppressing treatment and choose not

8 Marisa M. Fisher, Deborah Lemay, and Erica A. Eugster, “Resumption of Puberty in Girls and
Boys Following Removal of the Histrelin Implant,” The Journal of Pediatrics 164, no. 4 (2014):
3, http://dx.doi.org/10.1016/j.jpeds.2013.12.009.

8 Silvano Bertelloni and Dick Mul, “Treatment of central precocious puberty by GnRH analogs:
long-term outcome in men,” Asian Journal of Andrology 10, no. 4 (2008): 531,
http://dx.doi.org/10.1111/5.1745-7262.2008.00409.x.
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to undergo other sex-reassignment procedures. Interrupting puberty in this manner
may have significant effects on final stature and bone density.”®

75.  After an extended period of pubertal suppression one cannot “turn
back the clock™ and reverse changes in the normal coordinated pattern of adoles-
cent psychological development and puberty.’! Once puberty is blocked, even if
eventually unblocked (and assuming signaling from the pituitary gland resumes),
the person cannot “buy back” the time when the physical process of puberty has
been disrupted at the time when it would normally occur with complementary psy-
chological processes in that stage in the person’s life.

76. A possible effect of blocking normally timed puberty is alteration of

normal adolescent brain maturation.’?

7 Joseph T, Ting J, Butler G. The effect of GnRH analogue treatment on bone mineral density in
young adolescents with gender dysphoria: findings from a large national cohort. J Pediatr Endo-
crinol Metab. 32(10):1077-1081 (2019); Klink, D., Caris, M., Heijboer, A., van Trotsenburg, M.
& Rotteveel, J. Bone Mass in Young Adulthood Following Gonadotropin-Releasing Hormone
Analog Treatment and Cross-Sex Hormone Treatment in Adolescents With Gender Dysphoria.
The Journal of Clinical Endocrinology & Metabolism 100, E270-E275, doi:10.1210/jc.2014-
2439 (2015).

"I See Hruz, Mayer, and McHugh, “Growing Pains, The New Atlantis: A Journal of Technology
and Society, Spring 2017, pg 3-36; see also Vijayakumar N, Op de Macks Z, Shirtcliff EA,
Pfeifer JH. Puberty and the human brain: Insights into adolescent development. Neurosci Biobe-
hav Rev. 2018 Sep;92:417-436. doi: 10.1016/j.neubiorev.2018.06.004. Epub 2018 Jul 1. PMID:
29972766, PMCID: PMC6234123; see also Choudhury S, Culturing the adolescent brain: what
can neuroscience learn from anthropology?, Social Cognitive and Affective Neuroscience, Vol-
ume 5, Issue 2-3, June/September 2010, Pages 159—167, https://doi.org/10.1093/scan/nsp030.

2 See Arain, M., Haque, M., Johal, L., Mathur, P., Nel, W., Rais, A., Sandhu, R., & Sharma, S.
(2013). Maturation of the adolescent brain. Neuropsychiatric disease and treatment, 9, 449—-461.
https://doi.org/10.2147/NDT.S39776.
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77.  Another troubling question that has been largely uninvestigated is
what psychological consequences there might be for children with gender dyspho-
ria whose puberty has been suppressed and who later come to identify as their bio-
logical sex.

78.  In addition to the reasons to suspect that puberty suppression may
have side effects on physiological, psychological, and brain development, the evi-
dence that something like normal puberty will resume for these patients after pu-
berty-suppressing drugs are removed is very weak.

Cross-Sex Hormones

79.  Rather than resuming biologically normal puberty, adolescents treated
on the “affirming” model overwhelmingly go from suppressed puberty to medi-
cally conditioned cross-sex puberty, when they are administered cross-sex hor-
mones. Specifically, exogenous estrogen is administered to biological men to in-
duce gynecomastia (i.e., the enlargement of breast tissues), and testosterone is ad-
ministered to biological women to induce virilization (i.e., the development of fa-
cial hair and other desired male features) and to interfere with normal ovarian func-
tion. Nearly all of the children that have been studied that have received puberty

blockers go on to cross-sex hormones.”

73 https://www.thelancet.com/journals/lanchi/article/P11S2352-4642(22)00254-1/fulltext
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80. Along with (and often before) estrogen is administered to biological
males in this treatment, spironolactone may be used as an androgen blocker. Spi-
ronolactone is primarily used for the treatment of blood pressure and heart failure.
It is a mineralocorticoid antagonist. But it also has effects in blocking the action of
androgens. As discussed, androgens are masculinizing hormones that lead to virili-
zation. Testosterone is a prime androgen, but other androgens are also made in the
gonads and adrenal gland. Spironolactone is sometimes used in the treatment of
polycystic ovarian syndrome, in which females will undergo virilization due to ex-
cess androgen production in the ovaries. This syndrome can have adverse effects
on fertility, metabolic health, and cardiovascular health.” The diagnosis of poly-
cystic ovarian syndrome is a clinical diagnosis based upon the physical evidence of
virilization or androgen effects, insulin resistance, and irregular periods. There are
objective biological measures to assess those androgen levels, most notably ele-
vated free testosterone levels. And there are objective measures of dysregulation of
relevant signals from the pituitary gland, the LH and the FSH, to complement the
clinical diagnosis by looking at the degree of virilization that is present in the pa-

tient.

74 Hunter MH, Sterrett JJ. Polycystic ovary syndrome: it's not just infertility. Am Fam Physician.
2000 Sep 1;62(5):1079-88, 1090
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81.  Spironolactone would not be prescribed to male patients for an endo-
crinologic purpose related to androgen production. Once again, this reflects a fun-
damental biological difference between males and females. Though spironolac-
tone can be used to regulate the levels of potassium and sodium in the body, such
treatment would be based on objective markers of those levels.

82. Likewise, the administration of the sex steroid hormones differ by the
sex of the individual. It is not identical to give testosterone to a male as it is to
give it to a female, nor is it the same treatment to give estrogen to a male versus fe-
male. This difference has an established scientific basis. The differences between
males and females occurs in every nucleated cell of the body, for males and fe-
males have different genetic programming. This is a process known as epigenet-
ics, meaning that there are modifications of the DNA itself that alter the expression
of genes when exposed to the same stimulus. There are over 6,000 sex-differen-
tially expressed genes. So, if one gives testosterone to a male, the physiologic ef-
fects of that treatment, even in the measurement at which genes are turned on and
turned off, will be different than if one gives testosterone to a female.”

83.  When a patient with gender dysphoria is placed on cross-sex hor-

mones, per the Dutch protocol, puberty-suppressing GnRH analogues continue to

7> Gershoni M, Pietrokovski S. The landscape of sex-differential transcriptome and its conse-
quent selection in human adults. BMC Biol. 2017 Feb 7;15(1):7
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be administered until exogenous administration of cross-sex hormones (i.e. sex
hormones normally produced the gonads of the opposite sex) leads to sufficient
suppression of endogenous sex hormone production or the gonads are surgically
removed. Sex hormones that are normally secreted by the maturing gonads are
not produced. This means that adolescents undergoing cross-sex hormone treat-
ment circumvent the most fundamental form of sexual maturation—the maturation
of their reproductive organs.

84. Patients undergoing gender affirming surgery discontinue GnRH
treatment after having their gonads removed, since the secretion of sex hormones
that the treatment is ultimately intended to prevent will no longer be possible.
These patients are then sterile, as loss or alteration of primary sexual organs leads
directly to impairment of reproductive potential.

85.  Although the long-term effect of exposing immature gonads to cross-
sex hormones is currently unknown, it is generally accepted, even by advocates of
transgender hormone therapy, that hormonal treatment impairs fertility, which may
be irreversible.”® Specifically, estrogen administration to males who identify as

women results in impaired spermatogenesis and an absence of Leydig cells in the

76 See Nahata, L., Tishelman, A. C., Caltabellotta, N. M. & Quinn, G. P. Low Fertility Preserva-
tion Utilization Among Transgender Youth. Journal of Adolescent Health 61, 40-44,
doi:https://doi.org/10.1016/j.jadohealth.2016.12.012 (2017).
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testis.”” Exogenous testosterone administration to females who identify as men
causes ovarian stromal hyperplasia and follicular atresia.”® Recognition of these
consequences is the basis for the development of new arenas of medical practice
where there is an attempt to restore fertility that has been intentionally destroyed.”
86. Gametes (sperm and ova) require natural puberty to mature to the
point that they are viable for reproduction.®® While it is expected that the exposure
of immature gonads to cross-sex hormones will lead to infertility, whether affected
individuals have permanent sterility has not been established. Much of the uncer-
tainty arises from the novelty of this intervention and the lack of long term follow
up. There are limited reports of successful pregnancies after cross-sex hormones,

but all of the subjects started gender affirming hormones as adults after completing

"7 Schulze C. Response of the human testis to long-term estrogen treatment: Morphology of Ser-
toli cells, Leydig cells and spermatogonial stem cells. Cell Tissue Res 251:31e43 (1988)..

7812] Pache TD, Chadha S, Gooren LJ, et al. Ovarian morphology in long-term androgen-
treated female to male transsexuals. A human model for the study of polycystic ovarian syn-
drome? Histopathology 19: 445e52 (1991); Ikeda K, Baba T, Noguchi H, et al. Excessive andro-
gen exposure in female-to-male transsexual persons of reproductive age induces hyperplasia of
the ovarian cortex and stroma but not polycystic ovary morphology. Hum Reprod 28:453e61
(2013).

7 See, e.g., Ainsworth AJ, Allyse M, Khan Z. Fertility Preservation for Transgender Individuals:
A Review. Mayo Clin Proc. 2020 Apr; 95(4):784-792. doi: 10.1016/j.mayocp.2019.10.040. Epub
2020 Feb 27. PMID: 32115195.

80 Howard E. Kulin, et al., “The Onset of Sperm Production in Pubertal Boys. Relationship to
Gonadotropin Excretion,” American Journal of Diseases in Children 143(2), 190-193 (1989).
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puberty.®! T am not aware of any reports that show this for children who were ex-
posed to puberty blockers before completing puberty followed by cross-sex hor-
mones.

87.  There are many other known risks to puberty suppression followed by
cross-sex hormones beyond fertility concerns. As noted, emerging data show that
treated patients have lower bone density, which may lead to increased fracture risk
later in life.®? Other potential adverse effects include disfiguring acne, high blood
pressure, weight gain, abnormal glucose tolerance, breast cancer, liver disease,

thrombosis, and cardiovascular disease.®® In addition, non-physiological levels of

81 de Nie I, van Mello NM, Vlahakis E, Cooper C, Peri A, den Heijer M, MeiBner A, Huirne J,
Pang KC. Successful restoration of spermatogenesis following gender-affirming hormone ther-
apy in transgender women. Cell Rep Med. 2023 Jan 17;4(1):100858. doi:
10.1016/j.xcrm.2022.100858.

82 See Klink, D., Caris, M., Heijboer, A., van Trotsenburg, M. & Rotteveel, J. Bone Mass in
Young Adulthood Following Gonadotropin-Releasing Hormone Analog Treatment and Cross-
Sex Hormone Treatment in Adolescents With Gender Dysphoria. The Journal of Clinical Endo-
crinology & Metabolism 100, E270-E275, doi:10.1210/jc.2014-2439 (2015).

8 See Seal, L. J. A review of the physical and metabolic effects of cross-sex hormonal therapy in
the treatment of gender dysphoria. Annals of Clinical Biochemistry 53, 10-20,
doi:10.1177/0004563215587763 (2016); Banks, K., Kyinn, M., Leemaqz, S. Y., Sarkodie, E.,
Goldstein, D., & Irwig, M. S. (2021). See also, Blood Pressure Effects of Gender-Affirming
Hormone Therapy in Transgender and Gender-Diverse Adults. Hypertension (Dallas, Tex.:
1979), HYPERTENSIONAHA12016839. Advance online publication.
https://doi.org/10.1161/HYPERTENSIONAHA.120.16839; Getahun, D., Nash, R., Flanders, W.
D., Baird, T. C., Becerra-Culqui, T. A., Cromwell, L., Hunkeler, E., Lash, T. L., Millman, A.,
Quinn, V. P., Robinson, B., Roblin, D., Silverberg, M. J., Safer, J., Slovis, J., Tangpricha, V., &
Goodman, M. (2018). Cross-sex Hormones and Acute Cardiovascular Events in Transgender
Persons: A Cohort Study. Annals of internal medicine, 169(4), 205-213.
https://doi.org/10.7326/M17-2785; Spyridoula Maraka, Naykky Singh Ospina, Rene Rodriguez-
Gutierrez, Caroline J Davidge-Pitts, Todd B Nippoldt, Larry J Prokop, M Hassan Murad, Sex
Steroids and Cardiovascular Outcomes in Transgender Individuals: A Systematic Review and
Meta-Analysis, The Journal of Clinical Endocrinology & Metabolism, Volume 102, Issue 11, 1
November 2017, Pages 3914-3923, https://doi.org/10.1210/jc.2017-01643.
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estrogen in males has been shown to increase the risk of thromboembolic stroke

above the incidence observed in females.®

Endocrine Society and WPATH Guidelines

88. A reasonable understanding of relative risk versus benefit for medical
products or procedures is a fundamental obligation in providing appropriate clini-
cal care. This is the bedrock standard of “evidence based medical practice.” When
considering clinical practice guidelines, it is essential that physicians recognize the
relative risks and benefits of such documents. If done properly, they can distill
large data sets into actionable clinical recommendations. However, there is a long
history of clinical practice guidelines that have later been found to be deficient, re-
sulting in wasted medical resources, have failed to achieve desired benefits, or
have caused substantial harm to patients.®

89.  As detailed throughout this report, this foundational standard of “evi-
dence based medical practice” has never been met as to so-called gender affirming

care. The field of “affirming care” is characterized by a poor quality of evidence

8 E.g. Getahun, D., Nash, R., Flanders, W. D., Baird, T. C., Becerra-Culqui, T. A., Cromwell,
L., Hunkeler, E., Lash, T. L., Millman, A., Quinn, V. P., Robinson, B., Roblin, D., Silverberg,
M. J., Safer, J., Slovis, J., Tangpricha, V., & Goodman, M. (2018). Cross-sex Hormones and
Acute Cardiovascular Events in Transgender Persons: A Cohort Study. Annals of internal medi-
cine, 169(4), 205-213. https://doi.org/10.7326/M17-2785.

85 See Woolf et al., Clinical guidelines: potential benefits, limitations, and harms of clinical
guidelines. BMJ (Clinical research ed.), 318(7182), 527-530,
https://doi.org/10.1136/bm;j.318.7182.527 (1999).
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regarding safety and efficacy, as well as attempts to silence standard scientific dis-
cussion and consideration of alternative hypotheses, failures to acknowledge exist-
ing data showing persistence of suicidality after intervening, the intentional impair-
ment and destruction of normally formed and functioning male and female sexual
organs to address psychological-psychiatric distress, the manipulation of language
from standard medical definitions, and widespread failures to properly report re-
search data related to gender transitioning.

90. Because of ideological and political pressure, health providers in
many fields are now not permitted to openly asks questions, properly investigate
alternative diagnoses, or explore alternative hypotheses for the symptoms of gen-
der dysphoric patients.®® Providers are instead compelled (sometimes under fear of
employment termination or legal attacks) to adopt a patient’s self-diagnosis and
only support “affirming” medical interventions. These providers are thus being
pressured and/or compelled to commit the scientific and medical malpractice of
confirmation bias—one of the most serious of all methodological diagnostic fail-

ures. As one paper explained, “physicians’ desire to confirm a preliminary diagno-

8 See https://store.samhsa.gov/sites/default/files/d7/priv/smal5-4928.pdf and https://williamsin-
stitute.law.ucla.edu/publications/conversion-therapy-and-1gbt-youth/
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sis while failing to seek contradictory evidence” appears to be “an important rea-
son for wrong diagnoses.”®” Such “[d]iagnostic errors can have tremendous conse-
quences because they can result in a fatal chain of wrong decisions.”%®

91. Despite the dangers of confirmation basis, existing guidelines base
recommendations for “affirming” medical interventions on uncorroborated patient
self-reports, assessed by mental health professionals with no methodology for dis-
cerning true from false patient reports, with no ability to decipher accurate from
contaminated “memories,” with no alternative treatments offered, and no alterna-
tive explanations (e.g., social contagion) explored. Clinicians tasked with provid-
ing GnRH analogs to suppress normally timed puberty and gender affirming cross-
sex hormones to induce secondary sexual characteristics coinciding with a sex-dis-

cordant gender identity rely upon subjective criteria to establish a diagnosis of sex-

gender incongruence. There is no biological test to verify the diagnosis.

87 Mendel et. al., Confirmation bias: why psychiatrists stick to wrong preliminary diagnoses,
Psychological Medicine, Oxford University Press (2011).

88 Id.; see also Doherty et al., Believing in Overcoming Cognitive Biases, American Medical As-
sociation Journal of Ethics 22(9):E773-778 (2020) (“Confirmation bias is the selective gathering
and interpretation of evidence consistent with current beliefs and the neglect of evidence that
contradicts them.”); Hershberger et al., Teaching awareness of cognitive bias in medical decision
making. Acad Med. 70(8):661 (1995).
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L. Endocrine Society

92. In 2009, the Endocrine Society published clinical guidelines for the
treatment of patients with persistent gender dysphoria.®® The recommendations in-
clude temporary suppression of pubertal development of children with GnRH ago-
nists followed by hormonal treatments to induce the development of secondary
sexual traits consistent with one’s gender identity. In developing these guidelines,
the authors assessed the quality of evidence supporting the recommendations made
with use of the GRADE (Grading of Recommendations, Assessment, Develop-
ment, and Evaluation) system for rating clinical guidelines. As stated in the Endo-
crine Society publication, “the strength of recommendations and the quality of evi-
dence was low or very low.” According to the GRADE system, low recommenda-
tions indicate that “[f]urther research is very likely to have an important impact on
our confidence in the estimate of effect and is likely to change the estimate.” Very

low recommendations mean that “any estimate of effect is very uncertain.”°

% See Hembree et al., Endocrine treatment of transsexual persons: an Endocrine Society clinical
practice guideline, The Journal of clinical endocrinology and metabolism, 94(9), 3132-3154,
https://doi.org/10.1210/jc.2009-0345 (2009).

%0 Guyatt et al., GRADE: an emerging consensus on rating quality of evidence and strength of
recommendations, BMJ; 336:924 doi:10.1136/bm;j.39489.470347 (2008).
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93. The Endocrine Society published an updated set of guidelines in Sep-
tember 2017.°! Those guidelines show that all recommendations as to “affirming”
treatment of adolescents are supported by low or very low quality evidence.

94. Itis highly misleading to imply that the current Endocrine Society
guidelines represent the opinions of the Society’s 18,000 members. The committee
that drafted these guidelines was composed of less than a dozen members. The
guidelines were never submitted to the entire Endocrine Society membership for
comment and approval prior to publication. They also did not undergo external re-
view. Such methodologies are common in association “statements” and “endorse-
ment”; they are not scientific or generally reliable.

95.  The panel that drafted the Endocrine Society guidelines was heavily
composed of individuals who have significant associations with WPATH. Specifi-
cally, all but one of the committee members were leaders in WPATH. Two of the
authors served as WPATH’s president (Walter J. Meyer and Vin Tangpricha); at
least four have served, or are serving, on WPATH’s Board of Directors (Peggy Co-
hen-Kettenis, Louis Gorren, Stephen Rosenthal, Guy T’Sjoen); and at least four

(Stephen Rosenthal, Joshua Safer, Vin Tangpricha, and Guy T’Sjoen) were authors

! See Hembree et al., Endocrine Treatment of Gender-Dysphoric/Gender-Incongruent Persons:
An Endocrine Society Clinical Practice Guideline, The Journal of clinical endocrinology and
metabolism, 102(11), 3869-3903, https://doi.org/10.1210/jc.2017-01658 (2017).
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of WPATH SOC 8. Three (Peggy Cohen-Kettenis, Walter Meyer, and Vin Tang-
pricha) were authors of WPATH SOC 7.

II. WPATH

96. The World Professional Association for Transgender Health
(WPATH) has also issued several iterations of guidelines. The first set of clinical
practice guidelines was published in 1979. WPATH published its latest version of
their “Standards of Care for the Health of Transgender and Gender Diverse Peo-
ple” (SOC 8) in September of 2022. %> While this document has been presented as
“authoritative” and “evidenced based”, numerous concerns have been raised about
the updated recommendations. This includes removal of age limits for initiation of
cross sex hormones and gender affirming surgery, recommendations for excluding
parents in the decision making process if they question or challenge medical inter-
ventions, elimination of safeguards for addressing underlying mental health illness
before the start of gender affirming medical interventions, and the addition of a
section on “eunuch-identified” people. > Many of the recommendations made re-
flect WPATH’s acknowledged agenda as an advocacy group. In SOCS they specif-

ically state “Health is promoted through public policies and legal reforms that ad-

92 ibid

93 Coleman et al, Standards of Care for the Health of Transgender and Gender Diverse People,
Version 8. Int J Transgend Health. 2022 Sep 6;23(Suppl 1):S1-S259. doi:
10.1080/26895269.2022.2100644..
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vance tolerance and equity for gender diversity and that eliminate prejudice, dis-
crimination, and stigma. WPATH is committed to advocacy for these policy.” De-
spite the claim that the SOCS8 guidelines are based upon solid scientific evidence,
such recommendations represent ideological positions devoid of rigorous scientific
evidence. Scientific data on long-term outcomes in adolescents who are exposed
to the U.S. affirmation model simply do not exist.

97.  In sum, clinical guidelines or standards of care should provide practi-
tioners with evidence-based standards by which they may reliably inform the pa-
tient of projected outcomes, and do so with a known error rate. Such data is the
starting point for obtaining informed consent. This information is not provided by
either WPATH or Endocrine Society’s guidelines.

Informed Consent

98.  The fundamental purpose of the practice of medicine is to treat dis-
ease and alleviate suffering. An essential tenet of medical practice is to avoid do-
ing harm in the process. As discussed above, relying on clear, valid, reliable, and
definitive evidence on how to best accomplish treatment goals is the essential ethi-

cal, professional, scientific, and clinical goals of physicians. Using “affirming”
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treatments on minors violates this essential principle by using experimental treat-
ments on vulnerable populations without properly informing them of the actual
risks and limitations of the treatments.”*

99. Itis now universally agreed that medical and psychotherapy patients
have a right to proper informed consent. Professional ethics codes, licensing rules
and regulations, hospital rules and regulations, state and federal laws, and biomedi-
cal conventions and declarations all protect patients’ right to informed consent dis-
cussions of the risks and benefits of proposed treatments and alternative treatments
including no treatment.”

100. Essential requirements for informed consent include the ability of the
patient or study subject to understand the proposed procedure, full disclosure of
known and potential risks and benefits, discussion of alternative treatments, and
freedom to act voluntarily. This information is presented verbally and in written

form with allowance of sufficient time for the patient to ask questions and for the

provider to assess adequate comprehension by the patient. It is well recognized that

4 See Jonson et al., Clinical Ethics, New York: McGraw Hill (1998).

%5 See Jonson AR, Siegler M, Winslade, WJ: Clinical Ethics, New York: McGraw Hill, 1998,
(“Informed consent is defined as the willing acceptance of a medical intervention by a patient af-
ter adequate disclosure by the physician of the nature of the intervention, its risks, and benefits,
as well as of alternatives with their risks and benefits.”) See also Katz, A., Webb, S., and Com-
mittee on Bioethics, Informed Consent in Decision-Making in Pediatric Practice, Pediatrics, Au-
gust 2016, 138 (2) €20161485; DOI: https://doi.org/10.1542/peds.2016-1485 at https://pediat-
rics.aappublications.org/content/138/2/e20161485.
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the signing of a formal consent form does not guarantee that informed consent has
been obtained.

101. Several aspects of the care of individuals with gender dysphoria may
substantially interfere with proper application of these foundational principles.®®
For adolescent children seeking medical gender affirmation medical, well estab-
lished limitations in decision making ability raise serious concerns about their abil-
ity to consent to hormonals and surgical interventions. Adolescents have a known
tendency to engage in risky behaviors, exercise poor impulse control, and show
frequent failure to appreciate long-term consequences of current choices.”’

102. For example, the ability of a child to understand implications for fu-
ture fertility while still developmentally immature can pose a significant barrier to
meeting the criterion of appreciating decision consequence. Children are often un-
likely to be capable of giving truly informed consent, particularly when it comes to
hormonal or surgical treatments that will result in lifelong sterility.”® Adolescents’

inability to adequately weigh potential short-term benefits against long-term risks

% Paul S. Appelbaum and Thomas Grisso, "Assessing Patients' Capacities to Consent to Treat-
ment," New England Journal of Medicine 319, no. 25 (1988).

97 Sarah-Jayne Blakemore and Trevor W. Robbins, "Decision-Making in the Adolescent Brain,"
Nature Neuroscience 15 (2012); Neuroscientists have found that the adolescent brain is too im-
mature to make reliably rational decisions. B.J. Casey, Rebecca M. Jones, and Todd A. Hare,
“The Adolescent Brain,” Annals of the New York Academy of Sciences 1124 (2008):

111, http://dx.doi.org/10.1196/annals.1440.010.

%8 See Geier, Adolescent cognitive control and reward processing: Implications for risk taking
and substance use, Hormones and Behavior 64, 333-342,
doi:https://doi.org/10.1016/j.yhbeh.2013.02.008 (2013).
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seems supported by the observation that few adolescents express concern over loss
of fertility even when directly told of the potential sterilizing effect of medical in-
tervention.”

103. Similarly, individuals with transgender identity who also have clinical
depression or other serious psychiatric comorbidity may have limited capacity to
objectively weight proposed clinical interventions with potentially irreversible con-
sequences and would therefore fail to meet psychological abilities criteria.'®

104. In addition, a study subject’s underlying belief that he or she was born
in the wrong body is the primary reason for seeking medical intervention. Thus
any challenge to this underlying premise is seen as a threat to the affected individ-
ual. Under such conditions, an individual will find it difficult, if not impossible, to
give truly informed consent.

105. A model relying on parental consent with child assenting to affirma-
tive medical interventions does not remove concerns about the difficulty in obtain-
ing truly informed consent. Since many of the long-term outcomes of gender af-

firming interventions are unknown, prospective patients are being asked to consent

% Leena Nahata et al., "Low Fertility Preservation Utilization among Transgender Youth," Jour-
nal of Adolescent Health 61, no. 1 (2017).

190 H. Helmchen, "Ethics of Clinical Research with Mentally 11l Persons," Eur Arch Psychiatry
Clin Neurosci 262, no. 5 (2012).
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without sufficient knowledge of inherent risk versus benefit. Without understand-
ing that nearly all adolescents who are put on puberty blockers will proceed to gen-
der affirming hormones, with many subsequently opting for gender affirming sur-
geries, focus on gaining consent for this first stage of the affirmative model is diffi-
cult if not impossible.

106. Parents are often told by gender affirmation activists or providers that
the failure to allow a gender dysphoric child to medically transition will result in
suicide. These “threats” ignore data that challenge this biased assumption.'%!

107. While any cases of suicide are of utmost concern, suicide rates in chil-
dren with sex-discordant gender identity must be put in context of overall suicidal-
ity in the pediatric population independent of gender dysphoria. When considered
in this context, the rates of suicidal ideation and attempt in transgender adolescents
are similar to those found in adolescents without gender dysphoria who present for
psychological care (ref). Furthermore, it is necessary to critically assess, with rig-
orous scientific data, whether gender affirming medical interventions succeed in

preventing suicides. While long-term data are not available for pediatric patients,

191 See D’ Angelo et al., One Size Does Not Fit All: In Support of Psychotherapy for Gender
Dysphoria, Arch Sex Behav 50, 7-16, https://doi.org/10.1007/s10508-020-01844-2 (2021).
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the adult literature consistently reports continued elevated suicidality after under-
going gender affirming medical interventions.'??

108. Researchers have noted that in the “affirming” context, “the informed
consent process rarely adequately discloses™ either “the uncertain permanence of a
child’s or an adolescent’s gender identity” or “the uncertain long-term physical and
psychological health outcomes of gender transition.”!%® Levine et al. recently
noted the following major deficiencies in the informed consent process under exist-
ing “affirming” guidelines and approaches:

e “High rate of desistance/natural resolution of gender dysphoria in
children is not disclosed”;
e “Implications of very low-quality evidence that underlies the practice
of pediatric gender transition are not explained”; and,
e “The question of suicide is inappropriately handled”.!*
As discussed above, the informed consent process for “affirming” treatments is
further “limited by” “erroneous professional assumptions” and “poor quality of the

initial evaluations.”!%

102 Adams N, Hitomi M, Moody C. Varied Reports of Adult Transgender Suicidality: Synthesiz-
ing and Describing the Peer-Reviewed and Gray Literature. Transgend Health. 2017 Apr
1;2(1):60-75. doi: 10.1089/trgh.2016.0036; Dhejne, C. et al. Long-term follow-up of transsexual
persons undergoing sex reassignment surgery: cohort study in Sweden. PLoS One 6, ¢16885,
doi:10.1371/journal.pone.0016885 (2011).

103 1 evine et al., Reconsidering Informed Consent for Trans-Identified Children, Adolescents,
and Young Adults, Journal of sex & marital therapy, 1-22,
https://doi.org/10.1080/0092623X.2022.2046221 (2022).

104 17

105 Id.
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109. Using experimental procedures on uninformed, vulnerable patients is
unethical and improper. Some of the most tragic chapters in the history of medi-
cine include violations of informed consent and improper experimentation on pa-
tients using methods and procedures that have not been tested and validated by
methodologically sound science—such is the case with the gender transition indus-
try. The infamous Tuskegee studies, Nazi and Imperial Japanese wartime experi-
ments, lobotomies (e.g., Dr. Egas Moniz received the 1949 Nobel Prize in Medi-
cine for inventing lobotomies as a “treatment” for schizophrenia'%®), recovered
memory therapy-multiple personality disorders, rebirthing therapy,'?” coercive

holding therapy, %

and other tragic examples should serve as a stark warning to
medical providers to properly protect the rights of patients and their families to a
proper informed consent process and to not be subjected to experimental, unproven
interventions.
Existing Literature and Its Limitations
110. Before turning to the existing literature on gender dysphoria and its

treatments, it is important to understand the varying types of studies conducted in

this and other medical fields, as well as the general approach to scientific testing.

196 See https://www.nobelprize.org/prizes/medicine/1949/moniz/article.

107 See, e.g., Janofsky, M. Girl's Death Brings Ban on Kind of ‘Therapy’. New York Times.
April 18, 2001; see also Peggy Lowe, Rebirthing team convicted: Two therapists face mandatory
terms of 16 to 48 years in jail, Rocky Mountain News, April 21, 2001.

108 See, Hyde, J. “Holding therapy appears finished, State orders the last practitioner of holding
therapy to end controversial method” Deseret News, Feb 13, 2005.
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Appropriate testing of medical and other scientific hypothesis requires proper
study design. First, the research formulates a hypothesis as to whether there is a
difference—a cause and effect relationship—from the studied intervention. The
study starts by assuming the “null hypothesis”—there is no difference—and then
one looks for evidence sufficient to disprove the null hypothesis. When conduct-
ing the study, statistical significance is of central importance, for it states the likeli-
hood that the observation would exist if the null hypothesis were true. Only if
there is a very small likelihood that the null hypothesis is true is it generally appro-
priate to treat a study as providing evidence that the null hypothesis is, in fact,
false. Accordingly, if a study finding does not reach statistical significance, it
would be improper to use the finding as a rejection of the null hypothesis.

111. Case reports or experts’ opinions are recognized as the lowest level of
evidence. Those are based upon general experiences, not scientific testing. They
can be useful for generating a novel hypotheses, which can then be tested through
experimental testing to establish if there are cause/effect relationships. Next up on
the pyramid of quality of evidence would be, for example, cross-sectional studies
that are done where one looks at a condition at one point in time. One can merely
infer associations from these types of studies. Randomized longitudinal studies can
permit, to some extent, the elimination of unrecognized variables that may distort

the results. The highest part of the evidence-based pyramid (for individual studies)
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is randomized controlled trials, in which the investigator attempts to control all as-

pects of the study with the exception of the independent variable that is being

tested. When done properly, this type of study can provide strong evidence of cau-

sation. The following illustrates this pyramid:'%

Systematic reviews and
meta-analyses of RCTs*

N

Quality of
evidence

Lower

Randomized
controlled trials
. Lower
Cohort studies
Case-control studies ‘

Risk of bias
Cross-sectional studies, surveys l
Case reports, case studies Higher

Mechanistic studies

Editorials, expert opinion

112. Since the “affirming” model of treating transgender children, as sum-

marized by the World Professional Association for Transgender Health (WPATH)

and Endocrine Society guidelines discussed below, are relatively new, long-term

outcomes are unknown. Evidence presented as support for short-term reductions

199 https://www.researchgate.net/figure/Hierarchy-of-evidence-pyramid-The-pyramidal-shape-
qualitatively-integrates-the-amount-of figl 311504831
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in psychological distress following social transition in a “gender affirming” envi-
ronment remains inconclusive. Multiple potential confounders are evident. The
most notable deficiencies of existing research are the absence of proper control
subjects and lack of randomization in study design.!'® No randomized control tri-
als have been performed, and the existing longitudinal studies have serious limita-
tions—most significantly, that they follow cohorts of patients in a non-controlled,
unrandomized manner. This design severely limits any conclusions that can be
drawn.

113. Moreover, many studies find no improvement—or negative effects—
from “affirming” care. For instance, a 2020 British study (Carmichael et al.!!")
found “no evidence of change (no improvement) in psychological function with
GnRHa treatment as indicated by parent report (CBCL) or self-report (YSR) of
overall problems, internalizing or externalizing problems or self-harm.” Puberty
blockers used to treat children aged 12 to 15 who had severe and persistent gender
dysphoria had no significant effect on their psychological function, thoughts of
self-harm, or body image. However, as expected, the children experienced reduced

growth in height and bone strength by the time they finished their treatment at age

110 See Hruz, P. W. Deficiencies in Scientific Evidence for Medical Management of Gender
Dysphoria. Linacre Q 87, 34-42, doi:10.1177/0024363919873762 (2020).

"1 Carmichael P, Butler G, Masic U, et al. Short-term outcomes of pubertal suppression in a
selected cohort of 12 to 15 year old young people with persistent gender dysphoria in the UK.
medRxiv 2020.12.01.20241653; doi:https://doi.org/10.1101/2020.12.01.20241653.
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16. As Oxford’s Professor Michael Biggs summarized the study’s findings, “After
a year on GnRHa [puberty blockers] children reported greater self-harm, and girls
experienced more behavioral and emotional problems and expressed greater dissat-
isfaction with their body—so puberty blockers actually exacerbated gender dys-
phoria.”!!?

114. The widely respected Cochrane Review examined hormonal treatment
outcomes for male-to-female transitioners over 16 years.'"* They found “insuffi-
cient evidence to determine the efficacy or safety of hormonal treatment ap-
proaches for transgender women in transition.” Thus, decades after the first transi-
tioned male-to-female patient, quality evidence for the benefit of transitioning re-
mains lacking.

115. Although appropriate caution is warranted in extrapolating the out-

comes observed from prior studies with current treatments, adults who have under-

gone social transition with or without surgical modification of external genitalia

12 https://www.transgendertrend.com/tavistock-experiment-puberty-blockers/; Dyer, C. Puberty
blockers: children under 16 should not be referred without court order, says NHS Eng-

land. BMJ2020;371:m4717.doi:10.1136/bmj.m4717 pmid:33268453. See, Dyer, C., Puberty
blockers do not alleviate negative thoughts in children with gender dysphoria, finds study,

BMJ 2021;372:n356 doi: https://doi.org/10.1136/bmj.n356 (Published 08 February 2021); see
also Dyer, C. Puberty blockers do not alleviate [suicidal] negative thoughts in children with gen-
der dysphoria, finds study. BMJ 372, n356, doi:10.1136/bmj.n356 (2021).
https://www.medrxiv.org/content/10.1101/2020.12.01.20241653v1; BBC sum-

mary: https://www.bbc.com/news/uk-55282113

113 See Haupt, C., Henke, M. et. al., Cochrane Database of Systematic Reviews Review - Inter-
vention, Antiandrogen or estradiol treatment or both during hormone therapy in transitioning
transgender women, 28 November 2020 and https://www.cochraneli-
brary.com/cdsr/doi/10.1002/14651858.CD013138.pub2/full.
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continue to have rates of depression, anxiety, substance abuse and suicide far
above the background population.'

A.  Change in Patient Population

116. One important (and contentious) issue requiring more study is the re-
cent trend of adolescent female to male gender discordant patients. In the United
Kingdom, where centralized medical care provides data to track health care phe-
nomenon, the number of adolescent girls seeking sex transitioning exploded over
4,000% in the last decade. Similarly, in the United States, where we lack the same
kinds of centralized health care data, it has been reported that in 2018, 2% of high
school students identified on surveys as “transgender”—this is 200 times greater
response, a 20,000% increase—over reports during past decades which showed a
rate of only .01 percent.!!
117. Along with this increase in transgender patients and identifiers has

come a radical and recent transformation of the patient population from early onset

males to rapid onset adolescent girls. Currently the majority of new patients with

114 See Adams, N., Hitomi, M. & Moody, C. Varied Reports of Adult Transgender Suicidality:
Synthesizing and Describing the Peer-Reviewed and Gray Literature. Transgend Health 2, 60-75,
doi:10.1089/trgh.2016.0036 (2017); see also Dhejne, C. et al. Long-term follow-up of transsex-
ual persons undergoing sex reassignment surgery: cohort study in Sweden. PLoS One 6, ¢16885,
doi:10.1371/journal.pone.0016885 (2011).

115 See Johns MM, Lowry R, Andrzejewski J, et al. Transgender Identity and Experiences of Vi-
olence Victimization, Substance Use, Suicide Risk, and Sexual Risk Behaviors Among High
School Students—19 States and Large Urban School Districts, 2017. MMWR Morb Mortal
Wkly Rep 2019; 68:67-71.
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sex-gender discordance are not males with a long, stable history of gender dyspho-
ria since early childhood—as they were for decades, and under the Dutch proto-
cols—but instead adolescent females with no documented long-term history of
gender dysphoria. One might say, as Dr. Lisa Littman has theorized, !'® that these
females experienced “rapid onset” transgender identification.

118. This recent change in the typical patient raises questions about our un-
derstanding of the origins of transgender identity. For instance, a genetics or “im-
mutable” theory of transgender identity cannot explain the rapid expansion of new
GD cases (a 4,000% to 20,000% increase), given that our genome is simply not
changing that fast. Nor can that theory explain the explosion of adolescent females
presented with GD. A “brain structures” theory has only weak medical evidence,
and it also cannot explain the rapid expansion of new gender dysphoria cases. As
for the theory that increased social acceptance of the transgender lifestyle is lead-
ing many people who were transgender all along to come out. Yet this theory fails
to explain why males and older women are not also coming out in the same large
numbers and not coming out in “social peer group clusters,” as adolescent females

are reportedly doing.

116 See Littman L. Parent reports of adolescents and young adults perceived to show signs of a
rapid onset of gender dysphoria. PLoS One. 2018 Aug 16;13(8):0202330. doi: 10.1371/jour-
nal.pone.0202330. Erratum in: PLoS One. 2019 Mar 19;14(3):¢0214157. PMID: 30114286;
PMCID: PMC6095578.
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B.

119.

Methodological Problems with “Affirming” Literature

The published literature relied on to advocate for the use of puberty

blockers, cross-sex hormones and gender affirming surgeries in minors consists al-

most entirely of studies with major methodological limitations.!!” As detailed

next, these include:

Significant recruitment biases, including internet-based convenience
sampling;

Relatively small sample sizes for addressing a condition that is likely
to be multifactorial;

Short term follow-up;

Lack of randomization to different treatment arms;

Failure to consider alternate hypotheses;

Failure to include proper control groups;

Reliance on cross sectional sampling that may identify associations,
but cannot establish causal relationships between intervention and out-
come;

A high rate of patients lost to follow up in longitudinal analyses,
which is relevant to questions of regret, desistance and completed sui-
cide;

Biased interpretation of study findings with a goal of validating a pri-
ori conclusions rather than seeking evidence to disprove the null hy-
pothesis; and

Ignoring starkly contradictory research documenting the lack of effec-
tiveness of “transitioning” procedures, the low quality of research in
this area, and the ongoing contentions and disagreements over this
highly controversial, experimental medical field.

7 See generally Hruz, Deficiencies in Scientific Evidence for Medical Management of Gender
Dysphoria, Linacre Q 87(1), 34-42, doi:10.1177/0024363919873762 (2020).

69



Case 4:22-cv-00325-RH-MAF Document 136-2 Filed 04/07/23 Page 70 of 113

120. Some or all of these methodological and statistical flaws are present in
the following studies, which are commonly relied on by advocates of “affirming”
treatments.

The Branstrom Long-Term Treatment QOutcome Study: The historic
Branstrom study is a long-term treatment (10+ years) outcome research investiga-
tion testing the effects of hormonal and surgical “transitioning” treatments on pa-
tients. This historic research found no reliable benefits from these treatments, as
well as evidence suggesting increased suicide attempts and anxiety disorders fol-
lowing the “gender transitioning” treatments. In addition, detailed methodological
critiques discovered significant research errors by the authors that appear to sup-
port the investigative theory that the authors had initially attempted to manipulate
and misreport the findings of the study. The authors ultimately recanted their ini-
tial misreporting and agreed that their study produced no reliable evidence of bene-
fits for gender reassignment hormone and surgical treatments. This historic inves-
tigation has helped to generate a profound collapse of support for these experi-

mental procedures across Europe.!'!®

118 See SEGM, Correction of a Key Study: No Evidence of ““Gender-Affirming” Surgeries Im-
proving Mental Health, https://segm.org/ajp correction_ 2020 (Aug. 30, 2020); Van Mol et al.,
Gender-Affirmation Surgery Conclusion Lacks Evidence. Am. J. Of Psych., 177(8), 765-766
(2020).
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A 2011 Dutch study by de Vries et al.'"? is often cited to support longitudi-
nal evidence of benefit from pubertal blockade. Although the study found slight
improvements in mood improved and the risk of behavioral disorders with pubertal
blockade over baseline, the study included no control group, and all 70 participants
received ongoing psychological support. Thus, the authors were unable to deter-
mine the basis of the limited observed improvement. The authors acknowledge
that psychological support or other reasons may have contributed to (or wholly
caused) this observation. By the very nature of the trial, at best the study can pro-
vide a rationale for doing further studies that could show whether “affirming” in-
terventions provide a benefit. The study does not (and cannot) answer the central
question: whether the administration of puberty blockers is the solution to the
problem and whether alternative approaches that do not carry the same risks rela-
tive to purported benefits (i.e., psychological interventions) may have the same or
superior benefits.

Moreover, there remain questions about the extent to which the protocol
used in these early Dutch studies may be relevant to the patient population present-
ing today. For decades transgender patients were mostly older adults or very

young boys. As noted, over the last few years, a tsunami of teenaged girls has

19 de Vries AL, Steensma TD, Doreleijers TA, Cohen-Kettenis PT. Puberty suppression in ado-
lescents with gender identity disorder: a prospective follow-up study. J Sex Med. 8(8):2276-2283
(2011).
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flipped the demographics of transgender patients—now up to 7 to 1 teen girls. The
newly presenting cases are vastly overrepresented by adolescent females, the ma-
jority of whom also have significant mental health problems and neurocognitive
comorbidities such as autism-spectrum disorder or ADHD.'?° Furthermore, esti-
mates of gender dysphoria-transgenderism are rocketing upwards from 1 in 10,000
to “the number of U.S. transgender-identified youth may be as high as

9%.”12! This unexplained, radical transformation of patient demographics raises
questions about the applicability even of the limited existing literature on this is-
sue, particularly as to the Dutch protocol. Dr. Thomas Steensma, a prominent in-
vestigator of the Dutch protocol—the original model for transitioning treatments—
has recently noted that “[w]e don’t know whether studies we have done in the past
can still be applied to this time,” specifically because of the unexplained surge in
female adolescents reporting gender dysphoria. “Many more children are register-
ing, but also of a different type... Suddenly there are many more girls applying

who feel like a boy.” He concluded with the warning that “[w]e conduct structural

120 See de Graaf, Nastasja M., and Polly Carmichael. “Reflections on Emerging Trends in Clini-
cal Work with Gender Diverse Children and Adolescents.” Clinical Child Psychology and Psy-
chiatry, vol. 24, no. 2, Apr. 2019, pp. 353—64.

121 See Kidd, Kacie M., et al. “Prevalence of Gender-Diverse Youth in an Urban School Dis-
trict.” Pediatrics, vol. 147, no. 6, June 2021, p. €2020049823.
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research in the Netherlands. But the rest of the world is blindly adopting our re-
search.”!??

A 2014 follow-up study by de Vries et al.'>* encompassed 55 of the origi-
nal 70 patients; 15 were lost to follow-up or not included. It has the same limita-
tions that was present in assessing the original 2011 study, including a carefully se-
lected patient population that is not representative of the broader population, espe-
cially now. Having a longer study does not obviate the limitations of the study de-
sign in making a conclusion that can be applied to the gender clinics that are oper-
ating in the United States.

In addition to the concerns of the Dutch studies already exposed, “[t]he
linchpin result of the Dutch studies is the reported resolution of gender dysphoria,
as measured by the Utrecht Gender Dysphoria Scale (UGDS).” Yet, as several re-
searchers recently explained, the observed “drop was an artifact of switching the

scale from ‘female’ to ‘male’ versions (and vice versa) before and after treatment,

prompting a problematic reversal in the scoring.”'** “The same gender dysphoric

122 See https://www.voorzij.nl/more-research-is-urgently-needed-into-transgender-care-for-
young-people-where-does-the-large-increase-of-children-come-from/.

123 de Vries AL, McGuire JK, Steensma TD, Wagenaar EC, Doreleijers TA, Cohen-Kettenis PT.
Young adult psychological outcome after puberty suppression and gender reassignment. Pediat-
rics. 2014 Oct;134(4):696-704. doi: 10.1542/peds.2013-2958

124 Abbruzzese E, Levine SB, Mason JW. The Myth of "Reliable Research" in Pediatric Gender
Medicine: A critical evaluation of the Dutch Studies-and research that has followed. J Sex Mari-
tal Ther. 2023 Jan 2:1-27. doi: 10.1080/0092623X.2022.2150346.
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individual, effectively answering the same question (albeit linguistically in-
verted)”—e.g., “Every time someone treats me like a girl [or boy] I feel hurt”—
“results in either the maximum or the minimum ‘gender dysphoria’ score—de-
pending on which sexed version of the scale was used.” Thus, because researches
used different scales of the UGDS before and after treatment, “it is impossible to
determine if [the result shows] a real difference in gender dysphoria between
groups or if this is an artifact of measurement error.” Indeed, if anything, “[t]he
fact that after gender reassignment, the UGDS scores were low on the opposite-sex
scale indicates that the subjects would have scored high on the natal sex scale,
which corresponds to a persistence in transgender identity.” This, of course, is the
opposite result purportedly reached by the study.

The 2018 paper by Wiepjies, et al.'?®

is a retrospective review of records
from all patients of the Center of Expertise on Gender Dysphoria gender clinic in
Amsterdam from 1972-2015. While the study appears to report on the regret rates
among a large cohort of adolescents (812) and children (548), regret is only re-
ported for children and adolescents who had undergone gonadectomy once over 18

years of age. Of the adolescents, 41% started puberty suppression. Of those who

started GnRH agonists, only 2% stopped this intervention (meaning that 98% of

125 Wiepijes et al., The Amsterdam Cohort of Gender Dysphoria Study (1972-2015): Trends in
Prevalence, Treatment, and Regrets, The Journal of Sexual Medicine, 15(4), 582—-590 (2018).
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those who started puberty suppression progressed to cross-sex hormone therapy).
An additional 32%, having already completed puberty, started cross-sex hormone
therapy without use of a GnRH agonist. Classification of regret was very stringent,
requiring physician documentation of patient verbalized regret after gonadectomy
and start of sex-concordant hormones to treat the iatrogenic hypogonadism. This
means there are significant limitations to the conclusions that can be drawn from
this paper. There is no discussion in the paper regarding adolescent regret of use
of puberty blockers, cross-sex hormones or mastectomies. Importantly, 36% of pa-
tients were lost to follow up. This is notable given that gonadectomy iatrogeni-
cally induces the pathologic state of primary hypogonadism. Affected patients
have a lifelong dependency for exogenously administered sex-steroid hormones,
and thus an acute need for ongoing follow-up. Their failure to return to the physi-
cians who provided gender affirming interventions raises serious questions about
their outcome. It is reasonable to hypothesize that some may have experienced re-
gret or completed suicide. Yet due to missing data, their fate remains unknown. It
is also significant that the average time to regret was 130 months. The authors
themselves acknowledge that it may be too early to predict regret in patients who

started hormone therapy in the past 10 years.
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The 2018 Olson-Kennedy et al. paper!?® presents the results of a survey of
biologically female patients with male gender identity at the lead author’s institu-
tion using a novel rating system for “chest dysphoria” created by the study authors.
There were an equal number (68) of nonsurgical and post-surgical subjects sur-
veyed. Those who had undergone bilateral mastectomies were reported to have
less chest dysphoria than those who did not receive this intervention. Limitations
of this study include convenience sampling of nonsurgical study subjects with high
potential for selection bias, cross-sectional design, lack of validation of the primary
outcome measure, and short follow-up time (about 2 years). Test validation is par-
ticularly relevant in assessing adolescent questionnaires due to a variety of cogni-
tive and situational factors in this population.'?” Rigorous validation methods have
been previously used in several other established questionnaires addressing adoles-
cent self-perception.'?® As previously noted, this study cannot provide information

about a causal relationship between the intervention and outcomes observed.

126 Olson-Kennedy et al., Chest Reconstruction and Chest Dysphoria in Transmasculine Minors
and Young Adults: Comparisons of Nonsurgical and Postsurgical Cohorts, JAMA Pediatr.
172(5):431-436 (2018).

127 See Brener et al., Assessment of Factors Affecting the Validity of Self-Reported Health-Risk
Behavior among Adolescents: Evidence from the Scientific Literature, Journal of Adolescent
Health 33 (6): 436-57 (2003).

128 See Palenzuela-Luis et al., Questionnaires Assessing Adolescents' Self-Concept, Self-Percep-
tion, Physical Activity and Lifestyle: A Systematic Review, Children (Basel, Switzerland), 9(1),
91 (2022).
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A 2019 study by Allen et al.'* considered suicidality after cross-sex hor-
mones. It was limited by a very small patient population (47), had no control
group, had a short follow-up period (mean < 1 year), and again ignored that pa-
tients receiving the interventions also received psychological support.

A 2020 study by Turban et al.!*° is often cited as proof that pubertal
blockade prevents suicide in transgender youth. However, this study used an unre-
liable, biased sampling methodology. As stated in the paper, the authors consid-
ered “a cross-sectional online survey of 20,619 transgender adults aged 18 to 36
years” from the 2015 U.S. Transgender Survey. This was an online survey of
transgender and “genderqueer” adults recruited from trans-friendly websites.
Among the many problems with this sampling methodology, there is no evidence
of study subject identities, no way to assess for potential false subjects, and no
medical diagnosis for entry. No causation can be determined from this retrospec-
tive, cross-sectional design. Furthermore, the study failed to even assess individu-
als who may have desisted or regretted transitions. Turban claimed that desisters

and regretters would “not be likely” in this study group, which also only included

129 Allen, L. R., Watson, L. B., Egan, A. M., & Moser, C. N. (2019). Well-being and suicidality
among transgender youth after gender-affirming hormones. Clinical Practice in Pediatric Psy-
chology, 7(3), 302—311. https://doi.org/10.1037/cpp0000288

130 Turban et al., Pubertal Suppression for Transgender Youth and Risk of Suicidal Ideation. Pe-
diatrics, 145(2), 20191725 (2020).
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adults. Thus, the study “does not include outcomes for people who may have initi-
ated pubertal suppression and subsequently no longer identify as transgender.”
Turban’s misleading claim of lower suicidal ideation for treated patients is
based upon “lifetime suicidality”. It fails to recognize or acknowledge that the de-
cision to grant the wish to provide puberty blockers was likely influenced by the
mental health of the subjects at the time of presentation. Specifically, the most se-
riously mentally ill patients would have been denied affirmation treatment. Those
who received treatment with pubertal suppression, when compared with those who
wanted pubertal suppression but did not receive it, had lower odds of lifetime sui-
cidal ideation (adjusted odds ratio = 0.3; 95% confidence interval = 0.2—0.6). In
Table 3 of the paper, under “Suicidality (past 12 months)” reductions for sup-
pressed group versus non-suppressed were seen for ideation (50.6% v 64.8%) and
“ideation with plan” (55.6% v 58.2%). However, it is important to note that differ-
ences in suicidal “ideation with plan and suicide attempt” and “attempt resulting
for inpatient care” did not reach statistical significance. This was ignored by the
authors. It would be reasonable to be concerned from an observation of over 40%
attempted suicide in the treated group that the intervention was unsuccessful in im-

proving health.!3!

131 See generally Biggs, Puberty Blockers and Suicidality in Adolescents Suffering from Gender
Dysphoria. Archives of Sexual Behavior, DOI: 10.1007/s10508-020-01743-6 (2020) and the
multiple Letters to the Editor that criticized the multiple methodological errors in this study,
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A 2020 study by van der Miesen, et al.'*? was a cross-sectional Dutch
study that measured some patients who received puberty blockers and some who
did not. The study had three populations of subjects: One was patients presenting
to the gender clinic who had not received any intervention. The second was pa-
tients who had received puberty blockers. The third was adolescents from the gen-
eral population. Because of this study’s cross-sectional nature, it cannot establish a
causal relationship between intervention and effect. It also represents a non-proba-
bility sample with potential for significant biases in subject recruitment. In addi-
tion, the subjects assessed before and after treatment are difference populations.
Among the differences between these groups is patient age (mean of 14.5 and 16.8
years before and after treatment, respectively). This two year age difference is im-
portant as developmental progress during adolescence is known to influence psy-
chological well-being.'** There was also the same limitation noted in the 2011 de

Vries study, that the treated population also received psychological support.

https://pediatrics.aappublications.org/content/145/2/e20191725/tab-e-letters#re-pubertal-suppres-
sion-for-transgender-youth-and-risk-of-suicidal-ideation.

132 yan der Miesen AIR, Steensma TD, de Vries ALC, Bos H, Popma A. Psychological Function-
ing in Transgender Adolescents Before and After Gender-Affirmative Care Compared With Cis-
gender General Population Peers. J Adolesc Health. 2020 Jun;66(6):699-704. doi:
10.1016/j.jadohealth.2019.12.018

133 He J, Sun S, Zickgraf HF, Lin Z, Fan X. Meta-analysis of gender differences in body appreci-
ation. Body Image. 2020 Jun;33:90-100. doi: 10.1016/j.bodyim.2020.02.011.
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A 2021 study by Bustos, et al.!** attempts to provide a systematic review of
27 observational or interventional studies that report on regret or detransition fol-
lowing gender-transition surgeries. A total of 7,928 subjects were included in their
meta analysis. The authors concluded that only 1% or less of those who had gen-
der-transition surgeries expressed regret. It is important to understand the serious
methodological limitations and high risk of bias contained within this study’s anal-
ysis.!**> This includes failure to include major relevant studies addressing this
question, '*® inaccurate analysis within one of the studies considered,*” and the
general lack of controlled studies, incomplete and generally short-term follow-up,
large numbers of lost subjects, and lack of valid assessment measures in the pub-
lished literature addressing this question. As noted by Exposito-Campos and
D’Angelo (2021), moderate to high risk of bias was present in 23 of the 27 studies

included in the analysis. Furthermore, 97% of subjects analyzed were found

134 Bustos et al., Regret after Gender-affirmation Surgery: A Systematic Review and Meta-analy-
sis of Prevalence. Plastic and reconstructive surgery. Global open, 9(3), €3477 (2021).

135 See Exposito-Campos, P., & D’Angelo, R. (2021). Letter to the Editor: Regret after Gender-
affirmation Surgery: A Systematic Review and Meta-analysis of Prevalence. Plastic and recon-
structive surgery. Global open, 9(11), e3951.

136 E.g. Dhejne, C., Oberg, K., Arver, S., & Landén, M. (2014). An analysis of all applications
for sex reassignment surgery in Sweden, 1960-2010: prevalence, incidence, and regrets. Archives
of sexual behavior, 43(8), 1535—-1545.

137 Wiepjes CM, Nota NM, de Blok CJM, et al. The Amsterdam Cohort of Gender Dysphoria
Study (1972-2015): Trends in Prevalence, Treatment, and Regrets. J Sex Med 2018; 15: 582—
590.
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within studies deemed to be of fair to poor scientific quality. Thus, this study can-
not be used as strong support for the contention that regret is rare.

The 2021 study by Narayan et al.!3® examines anonymous survey results
from 154 surgeons affiliated with WPATH. The response rate for this survey was
30%. Of the respondents, 57% had encountered patients with surgical regret. It is
important to recognize that this study was specifically directed toward patients who
had undergone surgical transition. Acknowledged biases of this study include se-
lection bias, recall bias, and response bias. This type of study cannot accurately
identify the prevalence in the transgender population as a whole, and is particularly
limited in the ability to assess potential for regret in the pediatric population.

The 2021 Almazan study'*® attempts to address mental health outcomes in
relation to gender-transition surgery. This study relies upon data from the 2015 US
Transgender Survey. Limitations and weaknesses of this survey tool includes con-
venience sampling, recruitment of patients through transgender advocacy organiza-

tions, demand bias (i.e., the good subject effect'*?), a high number of respondents

138 Narayan et al., Guiding the conversation-types of regret after gender-affirming surgery and
their associated etiologies, Annals of translational medicine, 9(7), 605 (2021).

139 Almazan et al., Association Between Gender-Affirming Surgeries and Mental Health Out-
comes. JAMA Surgery, 156(7): 611-618 (2021).

140 Nichols AL, Maner JK. The good-subject effect: investigating participant demand characteris-
tics. J Gen Psychol. 2008 Apr;135(2):151-65. doi: 10.3200/GENP.135.2.151-166. PMID:
18507315.
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who reported having not transitioned medically or surgically (and reported no de-
sire to do so in the future), and several data irregularities. One notable data irregu-
larity was that a high number of respondents reported that their age was exactly 18
years. As noted by D’Angelo and colleagues, these irregularities raise serious
questions about the reliability of the USTS data and therefore the reliability of con-
clusions based on that data.'*!

The 2022 van der Loos study!** is a Dutch cohort study that investigates the
continuation rate of gender affirming interventions in people who began puberty
blockers and gender affirming hormones during adolescence. The authors claim
that the study provides evidence against desistance after receiving gender affirming
hormones. While the paper gives the impression that subjects represent a period of
study extending from 1972 to 2018, the majority of subjects recently started hor-
mone interventions. The length of time for follow-up (mean of 3.5 years for males
and 2.3 years for females) and the average age at follow-up (20.2 years for males

and 19.3 years for females) are inadequate to support the authors’ claim. Notably,

41D’ Angelo et al., One Size Does Not Fit All: In Support of Psychotherapy for Gender Dyspho-
ria, Archives of sexual behavior, 50(1): 7-16. https://doi.org/10.1007/s10508-020-01844-2
(2021).

142 yan der Loos MATC, Hannema SE, Klink DT, den Heijer M, Wiepjes CM. Continuation of
gender-affirming hormones in transgender people starting puberty suppression in adolescence: a
cohort study in the Netherlands. Lancet Child Adolesc Health. 2022 Dec;6(12):869-875. doi:
10.1016/S2352-4642(22)00254-1.
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research from these same investigators has suggested that the average time to de-
transition is over 10 years.'** Thus, it would be necessary for the study to assess
patients at least a decade after starting gender affirming hormones to make any
meaningful conclusions on desistance. Furthermore, as a retrospective cohort study
without a control group, the study design cannot determine the effect of gender af-
firming therapy on whether or not the intervention influences the rate of desistance
that would have occurred without the provision of gender affirming hormones.

The 2022 Nos study'#* is a retrospective cohort study that reports on the
likelihood of starting on gender affirming hormones (GAH) based upon whether or
not subjects were treated with puberty blockers. While the title and abstract give
the impression that puberty blocker use is not linked to subsequent GAH, the data
fail to support this conclusion. Since nearly all of the patients in this study who did
not receive GnRHa were given GAH, it is not possible to determine whether
GnRHa could increase this outcome. The comparison groups differed by age at
time of initial presentation (age 10-13 years versus 14-17 years). GnRHa use was

higher among the younger patients owing to the fact that they had not completed

143 Wiepjes CM, Nota NM, de Blok CIM, Klaver M, de Vries ALC, Wensing-Kruger SA, de
Jongh RT, Bouman MB, Steensma TD, Cohen-Kettenis P, Gooren LJG, Kreukels BPC, den Hei-
jer M. The Amsterdam Cohort of Gender Dysphoria Study (1972-2015): Trends in Prevalence,
Treatment, and Regrets. J Sex Med. 2018 Apr;15(4):582-590. doi: 10.1016/j.jsxm.2018.01.016.
1% Nos AL, Klein DA, Adirim TA, Schvey NA, Hisle-Gorman E, Susi A, Roberts CM. Associa-
tion of Gonadotropin-Releasing Hormone Analogue Use With Subsequent Use of Gender-Af-
firming Hormones Among Transgender Adolescents. JAMA Netw Open. 2022 Nov
1;5(11):e2239758. doi: 10.1001/jamanetworkopen.2022.39758.
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puberty at the time of first visit. A lag in progression to GAH use in this group is
heavily influenced by the difference in age at time of initial presentation. The older
group was eligible to start GAH at the time of study entry while those in the
younger group were not. When adjusted for age, the rates of progression to GAH
use 1s nearly identical. Importantly, among the patients who received GnRHa,
94% (64 out of 70) went on to take gender affirming hormones. Thus, the study
further confirms that rather than serving as a “pause button” for gender dysphoric
adolescents, it is an intervention that will lead to progression to gender affirming
hormones.

The 2022 Green at al. study'*’ purported to measure suicide attempts and
access to cross-sex hormones. Though this study had a large cohort of patients, it
suffered many biases in patient recruitment—which was done over the Internet and
provided a cross-sectional analysis which can, at best, demonstrate correlation but
not causation. Similar to other studies, it not assess the effect of psychiatric medi-
cations or psychotherapy on outcomes. It also failed to include variables to assess
at what age youth began puberty blockers or the duration which they had received

gender affirming hormones.

145 Green AE, DeChants JP, Price MN, Davis CK. Association of Gender-Affirming Hormone
Therapy With Depression, Thoughts of Suicide, and Attempted Suicide Among Transgender and
Nonbinary Youth. J Adolesc Health. 2022 Apr;70(4):643-649.
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The 2022 Turban et al. study'*® is retrospective cross-sectional investiga-
tion to assess whether there is an association between adolescent access to gender
affirming hormones and mental health. The authors claim that there is an associa-
tion between getting gender affirming hormones and favorable mental health out-
comes compared to those who desired but did not receive this intervention. The
methodology used is similar to the author’s 2020 study on the effects of access to
puberty blockers on lifetime suicidality already discussed above. Specifically, it
used the same 2015 U.S. Transgender Survey (USTS), with all of the associated
limitations and biases.!'*” Participants in the USTS were recruited through
transgender advocacy organizations and subjects were asked to ‘pledge’ to pro-
mote the survey among friends and family. Thus, there are serious concerns of se-
lection bias.'® It also suffers from recall bias'#* and an inability to verify the ve-

racity of the claims of treatments given to the study respondents. Even if one dis-

146 Tordoff DM, Wanta JW, Collin A, Stepney C, Inwards-Breland DJ, Ahrens K. Mental Health
Outcomes in Transgender and Nonbinary Youths Receiving Gender-Affirming Care. JAMA
Netw Open. 2022 Feb 1;5(2):€220978. doi: 10.1001/jamanetworkopen.2022.0978. Erratum in:
JAMA Netw Open. 2022 Jul 1;5(7):¢2229031.

147D’ Angelo, R., Syrulnik, E., Ayad, S. ef al. One Size Does Not Fit All: In Support of Psycho-
therapy for Gender Dysphoria. Arch Sex Behav 50, 7-16 (2021). https://doi.org/10.1007/s10508-
020-01844-2

148 Tyrer S, Heyman B. Sampling in epidemiological research: issues, hazards and pitfalls.
BJPsych Bull. 2016 Apr;40(2):57-60. doi: 10.1192/pb.bp.114.050203. PMID: 27087985;
PMCID: PMC4817645.

149 Coughlin SS. Recall bias in epidemiologic studies. J Clin Epidemiol. 1990;43(1):87-91. doi:
10.1016/0895-4356(90)90060-3. PMID: 2319285.
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misses these concerns, by design, the study is not able to make any conclusions re-
garding a causal relationship between GAH access and mental health. Review of
the data contained within the paper leads to conclusions that are far different than
those stated by the study authors regarding mental health of the study participants.
While the odds ratio for past year suicidal ideation was statistically different be-
tween those who did and those who did not get GAH, there was no difference in
those who had a suicide plan, actually attempted suicide, or were hospitalized for a
suicide attempt. This is important since the rationale for accepting the attendant
risks of gender affirming hormones is to prevent suicide. Those with a suicide plan
or attempt are far more likely to succumb to suicide than those who merely con-
templated suicide. As pointed out by Michael Biggs in a commentary of this arti-
cle,'*" the data presented in this study negate the purported significance of effects
of puberty blocker access on mental health as reported in Turban’s 2020 Pediatric
article.

The 2022 Tordoff study is a prospective observational cohort study that as-
sessed the mental health of patients presenting to the Seattle Children’s gender
clinic over a one year period of follow up. The authors claimed that access to gen-

der affirming care had significantly improved mental health with lower odds ratios

150 https://journals.plos.org/plosone/article/comment?id=10.1371/annotation/dcc6a58e-592a-
49d4-9b65-165df2aa8f6
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of depression and suicidality. This purported finding was widely publicized by the
University of Washington and was featured on several news media sites. A de-
tailed critique of the paper’s data and flawed conclusions have been posted
online.’®! Contrary to the claims, data contained in the paper did not show im-
provement in mental health over the one year study period. At entry into the study,
59% of the subjects had moderate to severe depression. At the end of the study,
56% had moderate to severe depression. Self-harm or suicidal thoughts were 45%
and 37% at baseline and 12 months, respectively. These are alarmingly high num-
bers for an intervention that is touted to be lifesaving. The reported statistical dif-
ference in odds ratios were comparisons between those who started on puberty
blockers and cross-sex hormones and those who did not receive hormones. Im-
portantly, there was a marked difference in the number of dropout subjects in the
treated and non-treated groups (17.5% versus 80%, respectively). It is reasonable
to speculate that the small number of subjects who remained in the study but did
not receive hormones had significant co-morbidities that prevented them from ac-
cessing this intervention. In any event, the actual data from this study demon-
strates that access to puberty blockers and gender affirming hormones did not im-
prove mental health over the first year of treatment. This is drastically different

from what the authors and the media claimed.

151 See https://jessesingal.substack.com/p/researchers-found-puberty-blockers?s=r
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The 2022 Chen study'*? is a longitudinal observational study of patients re-
ceiving care at four gender centers in the United States. The primary conclusion
made by the authors is that “GAH improved appearance congruence and psychoso-
cial functioning.” However, there are major limitations and weaknesses in the data
that limit the conclusions that can be made. A revealing critique of the paper by de
Vries and Hannema that was published alongside this article exposes some of these
concerns. !> The most glaring problem is that the study was observational and did
not include a control group. Thus, there is no ability to draw causal conclusions.
At best, the authors can find associations. Akin to many of the other papers in this
field, there is no way to determine whether any of the changes were contributed by
or due solely to psychiatric interventions. It is also notable that even though the
study was designed to recruit only subjects in with good mental health at baseline,
48 of the 307 study subjects (15.6%) were described as having severe depression at
this time point. At the end of the two year follow up, 30 of the 219 remaining sub-
jects (13.7%) were reported to have major depression. Furthermore, two patients

committed suicide during the time of observation. This is an outcome that in most

152 Chen D, Berona J, Chan YM, Ehrensaft D, Garofalo R, Hidalgo MA, Rosenthal SM, Tishel-
man AC, Olson-Kennedy J. Psychosocial Functioning in Transgender Youth after 2 Years of
Hormones. N Engl J Med. 2023 Jan 19;388(3):240-250. doi: 10.1056/NEJM0a2206297.

153 de Vries ALC, Hannema SE. Growing Evidence and Remaining Questions in Adolescent
Transgender Care. N Engl J Med. 2023 Jan 19;388(3):275-277. doi: 10.1056/NEJMe2216191
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other situations would lead to a halt in study and detailed inquiry by an institu-
tional review board.'>* The paper claims to present two year follow up data in this
cohort. However, only half of the study participants were assessed at each study
time point and 30% did not have 24 month data collected. Even if one accepted
the follow up period, this is likely not long enough to make firm conclusions about
long-term efficacy. Most of the measures are based upon subjective experience.
There is no inclusion of more robust measures of psychological well-being such as
the number on antidepressants and other psychotropic medications. The study ef-
fects for many of the measured parameters was very modest at best and, while sta-
tistically significant, do not have any meaningful clinical significance. For exam-
ple, the depression scores, showed little change over two years in the highest sever-
ity group. There is also significant heterogeneity in responses with some subjects
showing improvement, some no change, and others worsening. Despite the spin
provided by the authors and media, these data do not alleviate the serious concerns
raised regarding the safety and efficacy of gender affirming medical interventions.
121. Many conclusions in the above studies are drawn or characterized in
fundamentally unscientific ways without apparent regard to the scientific process
of disproving a null hypothesis. Instead, these studies suggest that the authors be-

gan with a conclusion and then looked for data to support that conclusion. That is

154 https://grants.nih.gov/grants/guide/notice-files/NOT99-107.html
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a vastly unsound way of doing science, and patients will not be aware of these
methodological limitations and distortions when informed of these purported con-
clusions.

122. There remains a significant and unmet need to improve our under-
stand of the biological, psychological, and environmental basis for the manifesta-
tion of patient reports of discordance of gender identity and biological sex in af-
fected individuals, as well as the long-term effects of “affirming” interventions.'*
In particular, there is a concerning lack of randomized controlled trials or ade-
quately controlled longitudinal studies comparing outcomes of youth with gender
dysphoria who received psychological support, were encouraged to socially transi-
tion, or were put on medical interventions, and how these differential treatments
affect the usual and natural progression to resolution of gender dysphoria and other
variables. Such studies can be ethically designed and executed with provisions for
other dignity affirming measures to all treatment groups.'*® But they have not been
performed in the existing literature, leaving that literature in a state insufficient to

enable sound conclusions about the efficacy of “affirming” treatments.

155 Olson-Kennedy, J. et al. Research priorities for gender nonconforming/transgender youth:
gender identity development and biopsychosocial outcomes. Current Opinion in Endocrinology,
Diabetes and Obesity 23, 172-179, (2016).

156 See Sugarman J. Ethics in the design and conduct of clinical trials. Epidemiol Rev.
2002;24(1):54-8. doi: 10.1093/epirev/24.1.54. PMID: 12119856; And https://clini-
calcenter.nih.gov/recruit/ethics.html.
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International Responses

123. Recognizing the paucity of evidence supporting “affirming” treat-
ments, along with the proven risks of those treatments, other countries are increas-
ingly limiting use of those treatments.

124. Finland: The National Science Review in Finland carefully examined
all relevant science and suspended transition treatments for minors under age
16.157 The review determined that “[t]he first-line treatment for gender dysphoria
is psychosocial support and, as necessary, psychotherapy and treatment of possible
comorbid psychiatric disorders.” According to the review, “[c]ross-sex identifica-
tion in childhood, even in extreme cases, generally disappears during puberty.”
The review also found: “Potential risks of GnRH therapy include disruption in
bone mineralization and the as yet unknown effects on the central nervous sys-
tem”; “there are no medical treatments (for transitioning) that can be considered
evidence-based”; and, “[t]he reliability of the existing studies with no control
groups is highly uncertain.” Thus, “because of this uncertainty, no decisions

should be made that can permanently alter a still-maturing minor’s mental and

physical development,” and “[n]o gender confirmation surgeries are performed on

157 See 2020 Recommendation of the Council for Choices in Health Care in Finland (PALKO /
COHERE Finland) Medical Treatment Methods for Dysphoria Related to Gender Variance In

Minors.
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minors.” “Since reduction of psychiatric symptoms cannot be achieved with hor-
monal and surgical interventions, it is not a valid justification for gender reassign-
ment. A young person’s identity and personality development must be stable so
that they can genuinely face and discuss their gender dysphoria, the significance of
their own feelings, and the need for various treatment options. For children and
adolescents, these factors are key reasons for postponing any interventions until
adulthood.... In light of available evidence, gender reassignment of minors is an
experimental practice.”

125. Sweden: The world-renowned Karolinska Hospital reviewed the cur-
rent research and suspended pediatric gender transitions for patients under 16 out-
side of experimental, monitored clinical trials settings as of May 2021. Treatment
will focus on psychotherapy and assessment!>®. The “Dutch protocol” for treating
gender dysphoric minors has been discontinued over concerns of medical harm and
uncertain benefits.

Moreover, in a national policy review, a report commissioned by the Swe-
dish government concluded that:

e We have not found any scientific studies which explains the increase in

incidence in children and adolescents who seek the heath care because of
gender dysphoria.

158 See Sweden’s Karolinska Ends All Use of Puberty Blockers and Cross-Sex Hormones for Mi-
nors Outside of Clinical Studies. https://segm.org/Sweden ends use of Dutch protocol. See
also, Karolinska Policy Change K2021-3343 March 2021 (in English).pdf; Karolinska Hospital
Ends the Use of Puberty Blockers for patients under 16: New policy statement from the Karolin-
ska Hospital.
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e We have not found any studies on changes in prevalence of gender dys-
phoria over calendar time, nor any studies on factors that can affect the
societal acceptance of seeking for gender dysphoria. There are few stud-
ies on gender affirming surgery in general in children and adolescents
and only single studies on gender affirming genital surgery.

e Studies on long-term effects of gender affirming treatment in children
and adolescents are few, especially for the groups that have appeared dur-
ing the recent decennium...

e No relevant randomized controlled trials in children and adolescents were
found.'%

From these findings, the Swedish National Board of Heath in December of
2022 1ssued updated guidelines for the care of adolescents and children with gen-
der dysphoria.'®® This medical board concluded that “the risks of puberty blockers
and gender-affirming treatment are likely to outweigh the expected benefits of
these treatment”. Noting that there is uncertainty about the cause for the rapid rise
in number of people being diagnosed with gender dysphoria, documented evidence
of detransitioning young adults with uncertainty regarding the prevalence of this
outcome, and lack of uniformity in experience-based knowledge among providers,

GnRH analogues, gender affirming hormones and mastectomy should be provided

only in exceptional cases and ideally as part of an experimental trial.

159 See Sweden Policy Review, Gender dysphoria in children and adolescents: an inventory of
the literature, SBU Policy Support no 307, 2019 (https://www.sbu.se/307¢).

160 https://www.socialstyrelsen.se/globalassets/sharepoint-dokument/artikelkatalog/kun-
skapsstod/2023-1-8330.pdf
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126. United Kingdom: The British official medical review office (Na-
tional Institute of Health and Care Excellence, NICE) published reports on the use
of both puberty blockers and hormones for transitioning purposes. The assessment
of the evidence into the drugs was commissioned by NHS England. The review
found that the evidence for using puberty blocking drugs to treat young people
struggling with their gender identity is “very low certainty.”'®! The review found
that “all small, uncontrolled observational studies, which are subject to bias and
confounding, and all the results are of very low certainty using modified GRADE.
They all reported physical and mental health comorbidities and concomitant treat-
ments very poorly.”

NICE also reviewed the evidence base for cross-sex hormones.!'®* The re-
view found the evidence of clinical effectiveness and safety of cross-sex hormones
was also of “very low” quality. The review concluded: “Any potential benefits of
gender-affirming hormones must be weighed against the largely unknown long-
term safety profile of these treatments in children and adolescents with gender dys-

phoria.”

161 https://cass.independent-review.uk/wp-content/uploads/2022/09/20220726 Evidence-re-
view_GnRH-analogues For-upload Final.pdf

162 https://cass.independent-review.uk/wp-content/uploads/2022/09/20220726 Evidence-re-
view_Gender-affirming-hormones For-upload Final.pdf

94


https://www.evidence.nhs.uk/document?id=2334888&returnUrl=search%3ffrom%3d2020-01-01%26q%3dgender%2bdysphoria%26sp%3don%26to%3d2021-03-31
https://www.evidence.nhs.uk/document?id=2334888&returnUrl=search%3ffrom%3d2020-01-01%26q%3dgender%2bdysphoria%26sp%3don%26to%3d2021-03-31
https://www.evidence.nhs.uk/document?id=2334658&returnUrl=search%3ffrom%3d2020-01-01%26q%3dgender%2bdysphoria%26sp%3don%26to%3d2021-03-31

Case 4:22-cv-00325-RH-MAF Document 136-2 Filed 04/07/23 Page 95 of 113

A recent independent review of gender identity services in the United
Kingdom, by Dr. Hillary Case, concluded that “Evidence on the appropriate man-
agement of children and young people with gender incongruence and dysphoria is
inconclusive both nationally and internationally.”!%* Dr. Cass notes that “[t]here is
lack of consensus and open discussion about the nature of gender dysphoria and
therefore about the appropriate clinical response.”

Citing concerns from the Cass report that the Tavistok model of care placed
affected youth at considerable risk of poor mental health, and is therefore “not a
safe or viable long-term option,” this clinic is being shut down. It will be replaced
by a new regional hospital-based service where related services for mental health
and autism can be provided by clinicians who have expertise in safeguarding, sup-
porting looked-after children and children who have experienced trauma. Thus,
gender-related distress will be addressed “within a broader child and adolescent
health context.”

This new model is in sharp contrast to recommendations made by WPATH
in their “standards of care” (SOCS). Differences in approach include the prioritiza-

tion of parent versus child expectations for care, recommendations against social

163 https://cass.independent-review.uk/wp-content/uploads/2022/03/Cass-Review-Interim-Re-
port-Final-Web-Accessible.pdf

95



Case 4:22-cv-00325-RH-MAF Document 136-2 Filed 04/07/23 Page 96 of 113

affirmation of pre-pubertal youth, the provision of puberty blockers within the ex-
perimental setting, initial focus on exploration and treatment of mental health prob-

lems, and use of psychological support as a primary intervention.

Conclusions

127. There are no long-term, peer-reviewed published, reliable and valid
research studies documenting the reliability and validity of assessing gender iden-
tity by relying solely upon the expressed desires of a patient.

128. There are no long-term, peer-reviewed published, reliable, and valid
research studies documenting any valid and reliable biological, medical, surgical,
radiological, psychological or other objective assessment of gender identity or gen-
der dysphoria.

129. A large percentage of children (over 80% in some studies) who ques-
tioned their gender identity will, if left alone, develop an acceptance of their natal
(biological) sex.

130. A currently unknown percentage and number of patients reporting
gender dysphoria suffer from mental illness(es) that complicate and may distort
their judgments and perceptions of gender identity.

131. A currently unknown percentage and number of patients reporting

gender dysphoria may be manipulated by a social contagion and social pressure
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processes, including peer group, social media, YouTube role modeling, and paren-
tal pressures.

132. There are no long-term, peer-reviewed published, reliable and valid
research studies documenting the number or percentage of patients receiving gen-
der affirming medical interventions who are helped by such procedures.

133. There are no long-term, peer-reviewed published, reliable and valid
research studies documenting the number or percentage of patients receiving gen-
der affirming medical interventions who are injured or harmed by such procedures.

134. “Affirming” treatments have no known, peer reviewed and published
error rates.

135. The gender affirming approach has limited, very weak scientific sup-
port for short-term alleviation of dysphoria and no long-term outcomes data
demonstrating superiority over the other approaches.

136. Because of the major methodological limitations and weaknesses of
the extent published literature in the field of gender dysphoria, one cannot make a
conclusion that “affirming” treatments are justified as a safe and effective long-
term solution to gender dysphoria in consideration of the significant risks and un-
substantiated long-term benefits.

137. With the limited and poor-quality data currently available about the

purported efficacy of blocking normally timed puberty, administering cross-sex
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hormones, and gender affirming surgeries in alleviating psychological morbidity
for youth who experience sex-discordant gender identity and the associated serious
medical risks associated with these interventions, it cannot be concluded that this
approach is “medically necessary.” Use of such medical interventions remains a
largely experimental approach.

138. Experimentation on gender discordant youths is especially likely to
cause harm to patients from historically marginalized communities. That is because
children in such communities are disproportionally affected by gender discordance.
These include:

e children with a history of psychiatric illness;'**
e children of color;!%
6

e children with mental developmental disabilities; '

e children on the autistic spectrum;'®” and,

164 See, e.g., Kaltiala-Heino, R., Sumia, M., Tydldjirvi, M., & Lindberg, N. (2015). Two years
of gender identity service for minors: overrepresentation of natal girls with severe problems in
adolescent development. Child and adolescent psychiatry and mental health, 9, 9.
https://doi.org/10.1186/s13034-015-0042-y.

165 See, e.g., G. Rider et al. (2018), Health and Care Utilization of Transgender/Gender Non-
Conforming Youth: A Population Based Study, Pediatrics at 4, DOI: 10.1542/peds.2017-1683.
166 See, e.g., Bedard, C., Zhang, H.L. & Zucker, K.J. Gender Identity and Sexual Orientation in
People with Developmental Disabilities. Sex Disabil 28, 165-175 (2010).
https://doi.org/10.1007/s11195-010-9155-7.

167 See, e.g., de Vries, A. L., Noens, 1. L., Cohen-Kettenis, P. T., van Berckelaer-Onnes, I. A. &
Doreleijers, T. A. Autism spectrum disorders in gender dysphoric children and adolescents. J
Autism Dev Disord 40, 930-936, doi:10.1007/s10803-010-0935-9 (2010).
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e children residing in foster care homes and adopted children.!¢®

139. Patients suffering from gender dysphoria or related issues have a right
to be protected from experimental, potentially harmful treatments lacking reliable,
valid, peer reviewed, published, long-term scientific evidence of safety and effec-
tiveness.

140. The treatment protocols and recommendations of politically influ-
enced, non-science associations like WPATH and the American Academy of Pedi-
atrics that engage in consensus-seeking methodologies by vote rather than science
are not based on competent, credible, methodologically sound science, and have no
known or published error rate.

141. Administering hormones to a child whose gender dysphoria is highly
likely to resolve is risky, unscientific, and unethical. Iatrogenic damages from
these interventions, including infertility, stunted growth, increased heart attack
risk, and many more, are often irreversible.

142. Because of these concerns about the safety, efficacy, and scientific va-
lidity of controversial, unproven, and experimental treatment paradigms, I have not
personally engaged in the delivery of gender affirming medical interventions to

children with gender dysphoria. Given the unproven long-term benefits and the

168 See, e.g., See e.g., D. Shumer et al. (2017), Overrepresentation of Adopted Adolescents at a
Hospital-Based Gender Dysphoria Clinic, Transgender Health Vol. 2(1).
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well-documented risks and harms of “transitioning” children, I decline to partici-
pate in such experimental treatments until the science has proven that the relative
risks and benefits of this approach warrant such procedures.

143. My decision is strengthened by the knowledge that the vast majority
of children who report gender dysphoria will, if left untreated, grow out of the
problem — a natural coping-developmental process — and willingly accept their
biological sex. Since there are no reliable assessment methods for identifying the
small percentage of children with persisting sex-gender identity discordance from
the vast majority who will accept their biological sex, and since puberty blocking
treatments, hormone transition treatments, and surgical transition treatments are all
known to have potentially life-long devastating, negative effects on patients, I and
many colleagues view it as unethical to treat children with an unknown future by
using experimental, aggressive, and intrusive gender affirming medical interven-

tions.

I declare under penalty of perjury that the foregoing is true and correct.

Executed on February 15, 2023.

P@_Q ) 117

Paul W. Hruz, M.D./Ph.D.
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Pursuant to 28 U.S.C. § 1746, I declare:

1. I have been retained by counsel for the Defendants as an expert witness
in the above captioned litigation. On February 15, 2023, I submitted an expert report
detailing my serious concerns about the safety, efficacy, and scientific validity of the
controversial, unproven, and experimental treatment paradigm for the medical
management of sex-gender identity discordance. My qualifications, publications,
prior expert testimony, and compensation are discussed in that prior report.

2. I have read the declarations of Dr. Antommaria and Dr. Shumer, who
are serving as witnesses for Plaintiffs. In these reports, Drs. Antommaria and
Shumer make several assertions that are erroneous or highly misleading. This
includes inaccurate or incomplete discussion of cited references, omission of key
data, and demonstration of bias in the interpretation of published scientific literature
in this controversial field of medicine. For several of the references cited in their
reports, a summary of major study limitations and weaknesses was contained in my
previously filed expert report. I provide here additional scientific evidence and
discussion of key assertions made by the Plaintiffs’ witnesses. This response is not
exhaustive of all of my opinions. I reserve the right to supplement or amend this
report based on any new future information that is provided to me.

3. The bases for my opinions expressed in this report are my review of the

Antommaria and Shumer reports, my professional experience as a psychiatrist, and
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my knowledge of the pertinent scientific literature, including those publications cited
in this report.
Declaration of Dr. Shumer

4. Dr. Shumer’s discussion of “conversion therapy” efforts in paragraph
28 of his declaration is heavily biased by inaccurate and unsupported claims
regarding efforts to address gender dysphoria by means that do not include medical
affirmation. Nearly all scientists and clinicians who participate in the care of
individuals with gender dysphoria or who seek improved means to alleviate
suffering in this patient population agree that coercive means to force an individual
to accept their natal sex are unethical. However, a false dichotomy is made in
equating medical practices or other efforts to address underlying psychological
morbidity as conversion therapy if this results in reintegration of gender identity with
biological sex. The major methodological flaws of the 2020 paper Turban et al. cited
by Dr. Shumer as support for his claim have been discussed at length in a paper by
D’Angelo and colleagues.! This includes “the use of a biased data sample, reliance
on survey questions with poor validity, and the omission of a key control variable,

29

namely subjects’ baseline mental health status.” The other report by Campbell et

' D'Angelo R, Syrulnik E, Ayad S, Marchiano L, Kenny DT, Clarke P. One Size Does Not Fit
All: In Support of Psychotherapy for Gender Dysphoria. Arch Sex Behav. 2021 Jan;50(1):7-16.
doi: 10.1007/s10508-020-01844-2.
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al.? used the same biased data set as the Turban paper and has the same
methodological flaws.

5. Dr. Shumer’s attempt to establish a biological basis for sex-discordant
gender identity by citing literature on brain anatomy, exposure to sex hormones
during development, and twin studies fails to acknowledge the limitations of this
type of evidence. Each of the studies he cites to support his opinion are insufficient
to establish his conclusions, and many lead to questions about alternate hypotheses.
In considering this evidence, as with all of the published data in this field, it is
essential to distinguish between influencing factors and determining factors. Indeed,
the very argument that gender identity can be fluid points strongly against a
conclusion of biological determinism.

6. There have been a number of published reports examining brain
anatomy and function that have attempted to demonstrate the “born in the wrong
body” hypothesis for sex-discordant identity. In my first declaration, I discussed in
general the limitations of small sample sizes, wide overlap in measured parameters,
and the known phenomenon of neuronal plasticity in objectively assessing these
data. Given Dr. Shumer’s assertions, it is necessary to consider in greater depth the

studies he cites to support his conclusions.

2 Campbell, Travis and Rodgers, Yana van der Meulen, Conversion Therapy, Suicidality, and
Running Away: An Analysis of Transgender Youth in the U.S. (November 15, 2022). Available
at SSRN: https://ssrn.com/abstract=4180724 or http://dx.doi.org/10.2139/ssrn.4180724.

4
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7. The 2009 study by Luders® compares brain MRI findings among 24
males who 1dentify as women compared to 30 males who identify as men and 30
females who identity as women. The authors’ main study result is an observation of
“a significantly larger volume of regional gray matter in the right putamen [in males
who identify as women] compared to men.” Importantly, the authors themselves
acknowledge that these data merely show an association, not a causal relationship
between this finding and gender identity. They also acknowledge that there are
multiple factors including psychosocial and environmental influences that could
account for the differences observed.

8. The 2011 study by Rametti et al.* similarly compared structural brain
differences in 18 females who identified as men compared to 24 males who
identified as men and 19 females who identified as women. In general, control males
had higher connectivity in specific brain regions than control females. Their primary
study finding was that white matter brain connectivity in several of the measured
brain regions of female transgender subjects was higher than control females (i.e.

closer to the values seen in males). A strength of this study is that it investigated

3 Luders E, Sanchez FJ, Gaser C, Toga AW, Narr KL, Hamilton LS, Vilain E. Regional gray
matter variation in male-to-female transsexualism. Neuroimage. 2009 Jul 15;46(4):904-7. doi:
10.1016/j.neuroimage.2009.03.048

4 Rametti G, Carrillo B, Gémez-Gil E, Junque C, Segovia S, Gomez A, Guillamon A. White
matter microstructure in female to male transsexuals before cross-sex hormonal treatment. A
diffusion tensor imaging study. J Psychiatr Res. 2011 Feb;45(2):199-204. doi:
10.1016/j.jpsychires.2010.05.006.
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subjects before exposure to cross-sex hormones. However, the study was cross-
sectional and was unable to determine the extent to which neuronal plasticity from
effects of social conditioning influenced the results. The study is also is limited by
small samples size, preventing generalizability to the current demographic of
individuals presenting to gender clinics for affirmative medical interventions.

0. The 2008 study by Berglund et al.’> reported on measures of brain
activation in response to smelling pheromone compounds in 12 males identifying as
women. Observed activation of specific brain regions in response to these stimuli
were compared to responses in control “heterosexual men” and ‘“heterosexual
women”. The main study conclusion was that sex-discordant gender identity may be
associated with differences in physiological responses to smells that are intermediate
between those observed in males versus females. At best, this study provides
preliminary data for hypothesis generation. It is an example of the highly speculative
experimental status of research on potential causes of sex-discordant gender identity.
It does not provide the level of evidence required to establish the biological basis for

this condition that Dr. Shumer claims.

3 Berglund H, Lindstrém P, Dhejne-Helmy C, Savic I. Male-to-female transsexuals show sex-
atypical hypothalamus activation when smelling odorous steroids. Cereb Cortex. 2008
Aug;18(8):1900-8. doi: 10.1093/cercor/bhm216.

6
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10. The 2011 study by Savic et al.® used magnetic resonance imaging
(MRI) to compare the brain structures of 24 males identifying as female to 48
“heterosexual males and females”. The investigators confirmed previously reported
structural differences in the brains of males versus females. Yet they observed that
the structures of the transgender subjects aligned with sex not gender identity. While
this study is also limited by its small sample size similar to other brain studies, the
observed results contradict the hypothesis of Dr. Shumer regarding an established
biological basis for sex-discordant gender identity. The authors specifically state
that “contrary to the primary hypothesis, no sex-atypical features with signs of
‘feminization’ were detected in the transsexual group.” They conclude: “The present
study does not support the dogma that MtF-TR [male to female transsexuals] have
atypical sex dimorphism in the brain but confirms the previously reported sex
differences in structural volumes, gray, and WM [white matter] fractions.”

11.  The 2002 study by Chung et al.” compares the size differences in an
area of the brain previously shown to differ between males and females. Prior
reports had shown that the size of this BST (bed nucleus of the stria terminalis)

region in autopsy specimens from transgender subjects correlated with the lived

6 Savic I, Arver S. Sex dimorphism of the brain in male-to-female transsexuals. Cereb Cortex.
2011 Nov;21(11):2525-33. doi: 10.1093/cercor/bhr032.

7 Chung WC, De Vries GJ, Swaab DF. Sexual differentiation of the bed nucleus of the stria
terminalis in humans may extend into adulthood. J Neurosci. 2002 Feb 1;22(3):1027-33. doi:
10.1523/JNEUROSCI.22-03-01027.2002.
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gender of the individuals.® In addition to the problem of small sample size, there is
lack of correlation between those subjects and the current demographic of people
with gender dysphoria. The measured study parameter also has wide and
overlapping distribution between males and females. In the 2002 Chung study, the
authors report that the size of the BST increased with age and only became
significantly different in adulthood. While the biological basis for this late
developmental change remains speculative, the data suggest that environmental
influences may be operative. Dr. Shumer fails to even consider that there exists
fluidity in brain development throughout childhood and into early adult life.

12.  To illustrate the problems with the above data, it is helpful to consider
a more commonly understood physical difference between males and females. It is
well established that on average, males are 5 inches taller than females. However,
given the variability in heights among males and females with wide overlap in this
measured parameter, it is impossible to determine the sex of an individual by
measuring their height. Furthermore, the existence of mean differences in stature
does not prove that height determines sex. Yet Dr. Shumer’s argument about the

biological basis of gender identity rests upon a similar logic.

8 Zhou JN, Hofman MA, Gooren LJ, Swaab DF. A sex difference in the human brain and its
relation to transsexuality. Nature. 1995 Nov 2;378(6552):68-70. doi: 10.1038/378068a0.

8
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13. The 2012 study by Hyelens is a review of care reports of concordance
or discordance of gender identity disorder among 29 identical (monozygotic) and
non-identical (dizygotic) twin pairs. The concordance rate among identical twins
was 39%. This means this trait was discordant in nearly two-thirds (61%) of
monozygotic twin pairs. While this supports a potential genetic influence of gender
dysphoria, it clearly demonstrates that this condition is not genetically determined.
If it were, one would have seen 100% concordance among identical twins. The
authors of this study acknowledge that the “etiology of GID is a complex process of
biopsychosocial components with unexplained interaction.” To put this data in
proper perspective, there is a 50% concordance of alcoholism among identical
twins.’

14.  The 2005 study by Henningsson et al.!° reports on DNA sequence
variations in sex-steroid related genes among 29 males who identify as women and
29 males who identify as men. The main study conclusion was that differences
(polymorphisms) could be found at a higher rate in one of the estrogen receptor

genes between the two groups. Setting aside major concerns related to the rigor of

? Verhulst B, Neale MC, Kendler KS. The heritability of alcohol use disorders: a meta-analysis
of twin and adoption studies. Psychol Med. 2015 Apr;45(5):1061-72. doi:
10.1017/S0033291714002165.

19 Henningsson S, Westberg L, Nilsson S, Lundstrdm B, Ekselius L, Bodlund O, Lindstrom E,
Hellstrand M, Rosmond R, Eriksson E, Landén M. Sex steroid-related genes and male-to-female
transsexualism. Psychoneuroendocrinology. 2005 Aug;30(7):657-64. doi:
10.1016/j.psyneuen.2005.02.006.
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their statistical analyses, the authors themselves acknowledge that none of the
studied variants can be considered the cause of sex-discordant gender identity. A
basis for this limitation is that the genetic variations studies are common in the
general population. Small sample size was another major limitation. Furthermore,
there are no data on the functional consequences of the observed genetic differences.
Thus, to cite this paper as evidence that sex-discordant gender identity is biologically
determined is highly misleading and reflects Dr. Shumer’s underlying bias in
advocating for gender affirming medical interventions.

15.  The 2005 study by Dessens et al.!! reports on the observed frequency
of male gender identity in females with congenital adrenal hyperplasia (CAH). In
this study, 94.8% of the females were raised as girls and did not experience gender
dysphoria. While it is possible that androgen exposure is a contributor to the small
increase in the incidence of gender dysphoria in females with CAH compared to the
background populations, there are a myriad other psychosocial factors that could be
responsible for this effect. This includes differences in sex-stereotyped behavior that
is misinterpreted as reflecting gender identity, resulting in gender exploration that

might not otherwise be undertaken.

"1 Dessens AB, Slijper FM, Drop SL. Gender dysphoria and gender change in chromosomal
females with congenital adrenal hyperplasia. Arch Sex Behav. 2005 Aug;34(4):389-97. doi:
10.1007/s10508-005-4338-5. PMID: 16010462.

10
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16. Taken together, the evidence that Dr. Shumer provides in an attempt to
support his assertion for a biological basis for sex-discordant gender identity
reinforces the concerns that I raised in my declaration. Specifically, research in this
area remains inconclusive with serious methodological limitations. Many
alternative hypotheses for the development of this condition remain untested and are
not even considered by Dr. Shumer in his declaration. Most glaring is the failure to
address prior physical or psychological abuse, autism, and effect of social
networking. At best, the existing data suggest that gender dysphoria is contributed
to by several different influences that differ in both type and degree among affected
individuals. Contributing factors for the current wave of adolescent females
presenting with male gender identification without any antecedent gender dysphoria
during childhood likely differ substantially from prior cohorts of predominately
males presenting with sex-discordant gender identity prior to the onset of puberty.

17.  To support Dr. Shumer’s assertion that untreated gender dysphoria “can
result in severe anxiety and depression, eating disorders, substance abuse, self-harm,
and suicidality,” he cites a 2015 study by Reisner et al.'> In doing so, he further

perpetuates the error of incorrectly making a causal conclusion where only

12 Reisner SL, Vetters R, Leclerc M, Zaslow S, Wolfrum S, Shumer D, Mimiaga MJ. Mental
health of transgender youth in care at an adolescent urban community health center: a matched
retrospective cohort study. J Adolesc Health. 2015 Mar;56(3):274-9. doi:
10.1016/j.jadohealth.2014.10.264.

11
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associations are possible. The Reisner study was a retrospective chart review that
compared mental health diagnoses in patients listed in the charts as “transgender” in
comparison to a sample of patients without sex-gender identity discordance at a
Boston community health clinic. From this study, there is no basis to determine
whether or not access to gender affirming medical interventions has any influence
on adverse mental health.

18. Dr. Shumer attempts to minimize primary fertility concerns of
affirmative hormonal interventions that include puberty blockers followed by cross-
sex hormones by citing two studies of successful reproduction after receiving gender
affirming hormones as adults. The study by Light et al.!? is a retrospective survey
that assessed pregnancy in females who had received testosterone starting at an
average age of 25 years. While not directly discussed in the paper, at this age the
initiation of testosterone almost certainly occurred after full ovarian maturation. The
second reference cited by Dr. Shumer, the 2017 paper by Knudson and De Sutter, is
an opinion piece devoid of actual study data. Within the discussion of the paper, the
authors acknowledge that “should an adolescent pursue cross-gender hormones after

pubertal suppression, it is unlikely that eggs or sperm can be retrieved, and therefore

13 Light AD, Obedin-Maliver J, Sevelius JM, Kerns JL. Transgender men who experienced
pregnancy after female-to-male gender transitioning. Obstet Gynecol. 2014 Dec;124(6):1120-
1127. doi: 10.1097/A0G.0000000000000540.

12
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conversations about fertility are being held with families of adolescents who are
younger and younger.”

19. In paragraph 84 of Dr. Shumer’s report, he attempts to equate the
relative risk versus benefit of sex-steroid hormones for adolescents with sex-
discordant gender identity to that of giving these hormones to adolescents with
hypogonadism, Turner Syndrome, Klinefelter Syndrome, premature ovarian failure,
and disorders of sex development. The falsehoods of this claim include differences
in sex-concordant versus sex-discordant hormonal effects and baseline differences
in fertility. As discussed in my original declaration (947), due to systemic epigenetic
differences between males and females, there are major sex-related differences in
cellular responses to estrogen and testosterone. In contrast to individuals with sex-
discordant gender identity who have normally formed and functioning sexual organs
prior to the initiation of gender affirming medical interventions, for each of the above
conditions, baseline fertility is absent or significantly reduced.

Declaration by Dr. Antommaria

20. Dr. Antommaria asserts that reliance on low quality evidence to
recommend gender affirming medical interventions for adolescents who experience
gender dysphoria is justified by comparison to other clinical practice guidelines
issued by the Endocrine Society (Obesity and Congenital Adrenal Hyperplasia). In

doing so, he fails to address fundamental differences in potential risk versus

13



Case 4:22-cv-00325-RH-MAF Document 136-3 Filed 04/07/23 Page 14 of 20

purported benefit in these different conditions. The three recommendations in the
Gender Dysphoria guidelines supported by moderate level evidence refer to the need
to make an accurate diagnosis, the need to address medical conditions that could be
exacerbated by hormonal treatment, and the need for fertility preservation efforts.
In the Obesity Guidelines listed in Exhibit C, Table 1 of Dr. Antommaria’s report,
strong recommendations made with weak evidence is generally in reference to
interventions such as reducing screen time, getting more exercise, or changing diet.
The potential risks of these interventions are vastly different than recommendations
for initiation of pubertal blockade with a GnRH analog or referral for gender
affirming surgery, where interventions may permanently alter fertility, or increase
the risk of serious morbidities (e.g. osteopenia, obesity, stroke, heart disease). All
treatment recommendations in clinical practice guidelines require consideration of
relative risk versus relative benefit. The greater the risk, the greater the need for
higher quality evidence of proportionate benefit.

21.  Contrary to the assertion of Dr. Antommaria, clinical equipoise does
indeed exist in the field of transgender medicine. As summarized in my detailed
critique of several published papers frequently used to justify gender affirming
medical interventions in my first declaration for this case, there is a failure to assess
whether any perceived benefit was due to psychological interventions independent

of hormones, surgery, or other interventions. Given the low quality of scientific

14
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evidence currently available regarding the relative risk versus benefit of gender
affirming medical interventions, existing evidence that suicidality remains markedly
elevated after engaging in this therapeutic approach, and a general failure to directly
test the benefits of psychological intervention to alleviate suffering in people who
experience sex-discordant gender identity, there is an ethical imperative to conduct
clinical trials to assess the validity of alternate hypotheses for effective treatment.
22.  Dr. Antommaria’s dismissal of randomized controlled trials rests upon
an erroneous portrayal of clinical trial design. While it may be true that potential
research subjects would reject enrollment in a trial comparing affirmative care with
no care, proper discussion of the inherent risk of gender affirming interventions, the
lack of data showing long term resolution of suicidal ideation, and the goal of
alleviating dysphoria through alternate means can provide reasonable expectation of
enrolling a sufficient number of study subjects. There is no need to require such a
study to be blinded. Both treatment arms would be identical except for the
independent variable being tested. As in all clinical trials, close safety monitoring
can and should occur. It is important to note that among the type of research that
Dr. Antommaria asserts is ethical, adverse events can and do occur. For example,

in the recently published study by Chen reporting on 2-year follow-up data from a

15
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longitudinal study of adolescents with sex-discordant gender identity, two of the 315
study subjects committed suicide while enrolled in the study.!'

23.  Inparagraphs 32 and 33 of his declaration, Dr. Antommaria asserts that
the affirmative model for treating gender dysphoria is not experimental in nature.
This claim is at odds with the official statement of the National Board of Health and
Welfare in Sweden. In their “Updated recommendations for hormone therapy for
gender dysphoria in young people” published on 02-22-2022, '° the board concluded
that “the risks of anti-pubertal and sex reassuring hormone therapy for those under
18 years of age currently outweigh the potential benefits for the group as a whole,”
and that hormone treatment should continue only in the context of research. Board
spokesman Thomas Lindén stated “more knowledge is needed about the impact of
treatments on gender dysphoria and the mental health and quality of life of minors,
both in the short and long term.”

24.  Contrary to the apparent claim of Dr. Antommaria in paragraph 30 of
his declaration that there is professional consensus on the best approach to managing
gender dysphoria, growing concerns about the medical affirmation model for

treating gender dysphoria have arisen among several international organizations and

14 Chen D, Berona J, Chan YM, Ehrensaft D, Garofalo R, Hidalgo MA, Rosenthal SM,
Tishelman AC, Olson-Kennedy J. Psychosocial Functioning in Transgender Youth after 2 Years
of Hormones. N Engl J Med. 2023 Jan 19;388(3):240-250. doi: 10.1056/NEJM0a2206297.

15 https://www.socialstyrelsen.se/om-socialstyrelsen/pressrum/press/uppdaterade-
rekommendationer-for-hormonbehandling-vid-konsdysfori-hos-unga/.

16
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healthcare professionals. 1 discussed many of these concerns in paragraphs 123
through 126 of my first declaration. Recently, these concerns were summarized in
an article published in the highly respected BMJ, titled “Gender dysphoria in young
people is rising-and so is professional disagreement.”!¢ In this article, Gordon
Guyatt, distinguished professor in the Department of Health Research Methods,
Evidence, and Impact at McMaster University, Ontario and co-founder of the
GRADE system is quoted on his concern about making strong recommendations
with low or very low quality evidence.

25. Dr. Antommaria’s discussion of the ability of adolescents to provide
informed consent fails to acknowledge the complexity of developmental processes
that significantly impact decision making ability in gender dysphoric youth.!’
Contrary to his portrayal, there remains a lack of consensus among healthcare
professionals as to whether and to what degree adolescents are capable of providing
informed consent. Concerns are magnified by the co-occurrence of psychological
distress, peer influences, and motivations of the affected adolescent.

26. In summary, contrary to the biased and inaccurate conclusions of

Drs. Shumer and Antommaria as conveyed in their reports, serious questions

16 Block J. Gender dysphoria in young people is rising-and so is professional disagreement. BM1J.
2023 Feb 23;380:p382. doi: 10.1136/bm;j.p382.
17 See Grootens-Wiegers P, Hein IM, van den Broek JM, de Vries MC. Medical decision-making
in children and adolescents: developmental and neuroscientific aspects. BMC Pediatr. 2017 May
8;17(1):120. doi: 10.1186/s12887-017-0869-x.
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remain regarding the best approach to care for individuals who express an
understanding of their gender identity that is discordant with their biological
sex to alleviate dysphoria and associated psychological morbidity.

I declare, pursuant to 28 U.S.C. § 1746, under penalty of perjury that the
foregoing is true and correct.

Executed on March 10, 2023.

/s/ Paul W. Hruz
Paul W. Hruz, M.D., Ph.D.
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Q Okay. What is a wet |ab?

A. A wet lab is really designating sonebody
t hat does hands-on research usually with either
in-vitro or in-vivo studies, as opposed to a dry lab
whi ch nostly does literature searches or conputer
progranm ng or things that do not involve
experinmentation with -- the reason the term cones,
fromwet reagents |like buffers and sol utions and

bodily fluids.

Q I's your research primarily conducted in a
wet | ab?

A. My -- until recently the vast mpjority of
my research has been conducted in a wet |ab. | have

partici pated on a few occasions in clinical trials
and have served as an advi ser and consultant for
col l eagues in those types of studies.

Q On how many occasi ons have you
participated in clinical trials?

A. | never direct -- well, there was one
trial at Washington University where | was nore
directly involved. But all of -- as far as
principal investigator, all of nmy NIH funded
research and service as a principal investigator has
been done with nmy basic science research.

Q Woul d you agree that clinical trials is

Veritext Lega Solutions
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not your area of expertise?
MR. KNEPPER: Obj ection, form

A. | would not agree with that statenent. |
woul d say that | -- in the course of the | ast decade
that -- as |'ve been required to investigate the
literature surrounding this particular issue of
treatnment of gender dysphoria, | have devel oped
consi derabl e expertise in clinical trials. And I
al so have previously served on institutional review
boar ds. | did that while | was a nedi cal student,
where | reviewed the ethics of clinical trials
and -- and in other ways as well. So | would say
that covers ny -- is included in ny expertise as a
physi ci an scienti st.

Q (By M. Gonzal ez-Pagan) Earlier you stated
that the testinony you provided in the Bruce
deposition was truthful; is that right?

A. To the best of ny know edge.

Q In the Bruce deposition, you were asked:
So clinical trials is in your area of expertise?

And you answered: That is correct.
MR. KNEPPER: (bjection, form

A. Can you pl ease read that statenent again?

And it mght even be helpful if we went to the area

of that deposition so | can see the entire context.
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But for now nmaybe you can just reread that just so |
under st and what that statenent said.

Q (By M. CGonzal ez-Pagan) Well, let's -- ny
conputer is not going to survive today. |
apol ogize. It's on Page 39 of Exhibit 3.

A. Is there an easy way to navigate directly

to a page without just scrolling down?

Q Unfortunately | don't believe so. It's
limtation of the medium | apol ogize for that.
MR. KNEPPER: | will confirmthat. Yeah.

| haven't found one either.

A. Okay. So which line are you -- |'m on
Page 39 right now.

Q (By M. Gonzal ez-Pagan) All right. So on

| ine -- beginning on Line 23.
A. Ckay.
Q It says, Question: | see. So clinical

trials isn't your area of expertise?
Answer: That is correct.
Did | read that correctly?
A. Well, if you read the preceding lines, it
I mmedi ately foll owed a question about ny direct
participation in clinical trials where | clearly
stated that there was only one clinical trial. That

was the one | just nentioned to you at Washi ngton
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Page 34

University. And simlar to what | had in this
deposition, ny role in that project was relatively
m nor .

So in that sense, that does not nean
that | do not have know edge and experience in the
context of clinical trials. It only nmeans | have
not directly participated in those clinical trials.

Context is inportant.

Q What is primary research?

A. |"msorry. Primary research?

Q Yeah.

A. Oh, so you're -- you're tal king about the

di fference between conducting experinental --
directly conducting experinments versus systematic
reviews and literature reviews of that nature. |Is
that the distinction you're trying to get at?

Q s that what you understand the
di stinction between primary and secondary research
to be?

MR. KNEPPER: Cbj ection, form

A. That woul d be one definition that I would
agree with, yes.

Q (By M. CGonzal ez-Pagan) Okay. Wuld it be
okay if |I were to adopt that definition, that

primary research refers to conducting experinents --
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experinments, etc. and not literature review or
met anal ysi s of existing data?

A. For the purposes of this deposition, yes,
that is fine.

Q Wth that understandi ng, have you
conducted any primary research relating to gender
dysphori a?

MR. KNEPPER: Obj ection, form

A. So if you' re asking whether | have
directly participated in clinical trials on gender
dysphoria, the answer is no.

Q (By M. CGonzal ez- Pagan) Have you
participated in cross-sectional studies related to
gender dysphori a?

A Agai n, | have not -- cross-sectional

studi es, you're neaning retrospective reviews?

Q It could be |ongitudinal observational.
It could be cohort studies. | guess nmy question
Is -- let nme back up. Have you conducted any direct

research relating to gender dysphoria that is not
based on a literature review?
MR. KNEPPER: (bjection, form
A. It would depend on what your definition of
conduct. | have not physically nyself done those

chart reviews or participated in the clinical
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setting. M experience to what you had descri bed as
primary research is |limted to nmy role as associate
or assistant fellowship programdirector in
supervising nmy fellows, two of whom are doi ng what
we woul d -- what you would define as primry
resear ch.

|"mnot the primary investigator, but
| do have a role in directing ny fellows in doing
that research to make sure it's of the highest
gqual ity and standards that we expect of all of our
fell ows.

Q (By M. Gonzal ez-Pagan) Wen did you
resunme supervision of the fellowship progranf
A. The official designation has happened

since the time | filed nmy initial curriculumvitae.
However, | have continually throughout ny career
been involved in the fell owship program

One of the reasons | was reappointed
as the assistant programdirector was that it was
recogni zed that the area of scholarly research
needed sonebody with my background to be able to
help the fellows to be able to select projects,
sel ect mentors and conduct research in the nost
ri gorous nmanner. And that was a shortcom ng that

had devel oped since | had formally stepped away from
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A. Okay.
Q Well, actually, let me -- let ne check.
We' ve been goi ng about an hour. Wuld you like to
take a break right now or I can do this |line of
guestioni ng? And we can --
A. | " mactually doing quite well. 1'd be
fine to keep pressing on.
MR. GONZALEZ- PAGAN: Sheryl, is that okay?
THE COURT REPORTER: That's fi ne.
Q (By M. Gonzal ez-Pagan) Okay. So if we go

to the list of publications in your CV. Are you

with me?
A. | am
Q In the category of journal articles,

No. 48 is titled Deficiencies in Scientific Evidence
for Medi cal Managenent of Gender Dysphoria. Did |
read that correctly?

A Yes. And | do see it here.

Q I's that one of your publications relating
to gender dysphoria?

A. Yes, it is. And it's probably one of the
nost highly cited of the papers that | provided.

Q Sure. |Is that a publication based on any
primary research that you conducted?

MR. KNEPPER: Obj ection, form
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A As which have defined it, no. It's a
review of the literature and critical appraisal of
t he evi dence.

Q (By M. Gonzal ez-Pagan) And t hat
publication is -- that -- sorry. That -- that
article was published in the Linacre Quarterly; is
that right?

A. That is correct.

Q Is the Linacre Quarterly a scientific

publ i cation?
A. It is an ethics journal. In fact, it's

the | ongest standing continuously published ethics

journal in the United States.

Q Who publishes the Linacre Quarterly?

A The NCBC.

Q What does the NCBC stand for?

A. The National Catholic Bioethics Center.

Q Turn to 50. |Is this one of the other
publications you have relating to gender dysphoria?

A. It's a letter to the editor.

Q So it's not -- this is not a publication

based on any primary research or scientific study
you have conducted?
MR. KNEPPER: Obj ection, form

A. As we have defined primary research, it is
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Page 44

nerely a presentation of -- of concerns about the
literature that has al ready been published.

Q (By M. Gonzal ez-Pagan) And as |
understand this letter to the editor is a conmentary
on anot her publication, on another article; is that
right?

MR. KNEPPER: Cbj ection, form

A. It includes nore information than just the
article itself. But, yes.

Q (By M. Gonzal ez-Pagan) And just pure
curiosity, | don't know the answer to this, but are
|l etters to the editor peer reviewed?

A. This particular one was. | recall when we

were submtting this, that we were asked to nake

changes. And | interpret that as being peer
revi ewed.
Q Well, | just want to clarify. There's

peer review and then there's editorial review, is
that right?
MR. KNEPPER: Cbj ection, form
A. There are nunbers of different types of
review, that's correct.
Q (By M. CGonzal ez-Pagan) Okay. As |
under stand peer review to nean, it is a process of

obj ecting and circulating an author's work to the
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scrutiny of others who are experts in the sane
field; is that right?
MR. KNEPPER: (Obj ecti on.
A. That's how it's generally defined yes.
Q Are you saying that the letter to the
editor was circulated to experts in the field before

It was published?

A. | don't know the details of how the letter
was handled. | only can say that when we submtted
it, we were asked to nmke revisions. It was

revi ewed by individuals with understandi ng of the
area that was covered. | don't know any nore
details. And that's the way generally peer review
occurs. One is not usually told who actually
reviews the subm ssion.

Q The next publication, it's -- it's No. 2
under book chapter. It's titled Medical Approaches
to Alleviating Gender Dysphoria. And it's a chapter
I n the book Transgender |Issues in Catholic
Heal t hcare; is that right?

A. That is correct.

Q Who publishes the book, Transgender |ssues
I n Catholic Healthcare?

A. That was al so t he NCBC.

Q Is the book a peer-reviewed publication?
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Page 46

A. No.

Q Going to the next page, there's a |list of
I nvited publications; is that right?

A. Yes.

Q No. 6 is your article titled G ow ng
Pai ns, Problems Wth Pubertal Supression in Treating
Gender Dysphori a.

Did | read that correctly?

A. Yes, you did read it correctly.

Q Is this a peer-reviewed publication?

A It is not peer reviewed. It was
editorially revi ewed.

Q The growi ng pains article was published in
the New Atlantis; is that right?

A. That is correct.

Q Is the New Atlantis a scientific journal?

A. It is not considered a scientific journal
in the definition that we normally designate it. It
was -- it's a journal that provides nore broad
readership to be able to distill topics of relevance

at an understandable level to the lay public.

Q At the tinme of the publication of the
article, who published the New Atl antis?

A. Well, the New Atlantis.

Q Was the new Atlantis a publication of the
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ethics and public policy center?
MR. KNEPPER: Obj ection, form
A. | believe that may be true. | didn't pay

much attention to that.

Q (By M. Gonzal ez-Pagan) Let's turn to
Exhi bit No. 3, Page 44 -- sorry -- Page 46.

A | went too far.

Q You know what, it could probably be ne.

It's a fewlater. It's Page 49. | do apol ogi ze.
Page 49.

A. ["mstill scrolling, so. Okay. I|I'm
t here.

Q Okay. Beginning on Line 13, it reads;
Question: Okay. And the New Atlantis was founded
by the Ethics and Public Policy Center; is that
right?

Answer: | believe that that is
correct.

Question: OCkay. And that's a center
dedi cated to applying the Judeo-Christian noral
tradition to critical issues of public policy; is
t hat your understandi ng?

Answer: | believe that question cane
up at the last deposition. And |I believe that

that's an accurate statenent.
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Did | read that correctly?
A. You did read it correctly, yes.
Q And you stand by that testinony?
A. Yes. | have no reason -- it's not

don't usually retain that. 1've got so many ot her
pi eces of information for nme to retain. But, yes.

Q Goi ng back to your CV, under invited
publ i cati ons.

A. "' mthere.

Q Ckay. The next publication is an article
titled The Use of Cross-Sex Steroids in Treating
Gender Dysphoria; is that right?

A. That is correct.

Q It was published in the National Catholic
Bi oethics Quarterly; is that right?

A. That is correct.

Q Is this article, The Use of Cross-Sex
Steroids, a peer-reviewed publication?

A. No, it is not.

Q Is the National Catholic Bioethics
Quarterly a peer-reviewed journal?

A. No.

Q I's the National Catholic Bioethics

Quarterly a scientific journal?

sonething that | consider all that inportant. And |
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A. No. It is an ethics journal.

Q Al right. And the next publication, 8,
under publications in your CV is Experinental
Approaches to Alleviating Gender Dysphoria in
Children; is that right?

A. Yes.

Q And this is another one of your
publications that relates to gender dysphoria?

A Yes.

Q Is this a peer-reviewed article?

A It is published in the sane journal as

No. 7. And it is not a peer-reviewed journal.
Q Okay. Do you have any other publications
besi des the ones that we just went through that
relate to gender dysphoria?
MR. KNEPPER: Cbj ection, form

A. So there are -- | have no publications

t hat have been added since the time | submtted this

CV and it reflects ny publications to date.
Q (By M. Gonzal ez-Pagan) Do you have any
ot her publications besides the ones that we've
di scussed today relating to transgender people?
A Not that | recall
MR. GONZALEZ- PAGAN: All right. I

actually do need to break. So if we can go off
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scientific understanding of this condition. To ny
understanding, the transition fromthis definition
as gender identity disorder to gender dysphoria was
not based upon new scientific informtion.

It was nore of a desire to alleviate
the disconfort that one has in that |abel. So how
we classify that really rests on the prem ses that
one has about the underlying etiology. And | think
that there are -- are nore than one valid hypothesis
or I should say prem ses that can be put forward,
not necessarily all of equal weight.

Q (By M. Gonzal ez-Pagan) Okay. But what is
your understanding of the condition of gender
i ncongruent ?

MR. KNEPPER: Obj ection, form scope.

A. It's a very broad question. Could you
narrow it down a little bit?

MR. GONZALEZ- PAGAN: John, what's the
objection of the scope? | thought Dr. Huz is
here to testify about gender-affirm ng
treatnment for the condition of gender dysphoria
and gender incongruent.

MR. KNEPPER: Hol d on, Onmar. You're free
to ask the questions. | think the question |'m

trying to understand is: Are you trying to ask
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himto testify about -- as a psychiatrist or a
psychol ogist? And it's not clear to ne, you
know, what the definition of gender

I ncongruence -- are you -- it's not clear to ne

when you use that term are you trying to say

it's the 1CD-11 definition or are you using
sonet hi ng el se?

' m happy -- happy to let you continue to
pursue this. |I'mjust as interested as you
are. But | want to nake sure that as you go
t hrough this, we don't end up -- we don't end
up down a path where you're trying to say, now,
ah-ha, he's com ng here pretending to be a
psychol ogi st which is outside the scope of what
he said he's going to testify to.

MR. GONZALEZ- PAGAN: Well, | nmean, we have
a 90-page report that |I'm happy to go through.

MR. KNEPPER: Pl ease do.

Q (By M. CGonzal ez-Pagan) Dr. Hruz, in your
report, you state a nunber of opinions about the
validity of the diagnosis of gender dysphoria
contained within the DSM is that right?

MR. KNEPPER: Obj ection, form
A. I would be nmuch nore confortabl e | ooking

at the specific areas that you're referring to.
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Because | present many things in ny report as
hypot heses. And w thout making definitive
statenents. So it would be nost helpful if we can
| ook at specific areas that you're referring to.

Q (By M. Gonzal ez-Pagan) Okay. So | guess
what |'m curious about is, do you have a particul ar

as a physician scientist, do you have a particul ar

belief as to whether gender dysphoria is a disorder?

A. | have multiple scientific prem ses that
have and continue to consider. Again not of equal
wei ght or validity. One of those prem ses is that
this condition arises froma di sconnect between
neuronal biology and the bodily from-- sex --
bodily form of the body.

Anot her scientific prem se is that
this condition is due to the nunber of
envi ronnental, social, hornonal and neuronal
conponents. So how we understand this condition is
mar kedly i nfluenced by the prem se that we cone to
address the hypotheses that we're going to need to
consider to develop clinical trials to establish
safety and efficacy of treatnment that provides the
greatest benefit to the affected patients.

Q Whul d you agree there are transgender

people in this worl d?
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A. Agai n, we have to be very careful about
the term nol ogy that we're using, to acknow edge
that the condition of sex discordant gender
i dentity, and there are individuals that -- that
express an identity that is not in agreenment with
their biology is a true statenent. That's
undeni abl e that these -- there are individuals that
have this experience of discordance between their
gender identity and their sex.

Q Do you believe that the experience of
di scordance between their identity and what you term
their biology, is a disorder?

MR. KNEPPER: (Objection, form

A. So, again, it depends on what prem se
you're operating under. As far as whether this is a
normal experience of -- of a human condition or
whether it falls outside of -- of the normfor us as
sexed beings. And, again, as a physician scientist
|'"mobligated to be able to consider all
possibilities to be able to do the proper science to
get at the ultimte question here as to what we can
do to alleviate the suffering.

Q (By M. CGonzal ez-Pagan) Dr. Hruz, | guess
I"'ma little confused as to what it is that is your

opi nion here. Can you briefly summrize for nme what
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nore cautious approach by the recognition that the
studi es that have been done up to this point in tine
do not give us an answer as to whether this is the
best or the only course of intervention to alleviate
that suffering. |Is that -- is that what you're

| ooki ng for?

Q Thank you. | appreciate that. |In your --
as part of your opinions, do you provide -- let ne
back up.

Do you express an opinion as to which
nodal ity of care should be provided to people
di agnosed wi th gender dysphoria?

A. | believe that it's an ongoing scientific
guestion about what the npost efficacious approach is
to provide the greatest benefit with the | east
amount of risk. And that is why |I'm participating
as an expert witness in this case, to bring to |ight
for the benefit of the court that this is sonething
t hat needs to be very nuch investigated to be able
to get an answer to that question.

Q Do you express an opinion as to which
nodal ity of care should be provided to people
experienci ng gender dysphoria?

MR. KNEPPER: Obj ection, form

A. | woul d say because it's an unsettled
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scientific question, that | don't have a firm
opinion as to which is the best approach. Yet as
time has gone on, nore and nore information is being
generated that calls into question the
affirmati on-only approach.

Q (By M. Gonzal ez-Pagan) And | don't
want -- what I'mtrying to do is get clarity here.
So would it be fair to say that you do not provide
an opinion as to which nodality of care should be
provi ded for people experiencing gender dysphoria?

MR. KNEPPER: Cbj ection, form

A. My opinion is that based upon the | ack of
evi dence for the gender -- gender-affirmation
approach, that if we are going to provide
I nterventions for this population that it is best
done under a carefully controlled clinical
experi nental setting.

Q (By M. Gonzal ez-Pagan) You express that
t here are ongoing questions as to the efficacy of

the gender-affirmati on approach; is that right?

A. That is correct.
Q Again for clarity's sake, are you --
you' re not expressing an opinion with -- wth

medi cal certainty as to whether the

gender-affirmati on approach is effective or not; is
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anxi ety?
A. I would say that the answer is yes.
Q So for people who experience gender

dysphoria and do not have any other co-norbidity,
what woul d you do to address their gender dysphoria
while the clinical trials are being conducted?

MR. KNEPPER: Cbj ection, form

A. That's a broad question. And it depends
upon the individual characteristics of the patient,
i ncluding their age and including all of the other
factors that are associated with that gender
dysphoria. Was it a child who is prepubertal? 1Is
it a child who is an adol escent? 1Is it an adult?
Is it a child or an adult that, you know, all of the
soci al situations or circunstances that they're
I nvol ved in?

Again, w thout having a formal
di agnosi s of depression or anxiety or these other
co-norbidities, all of that is going to inpact how
one approaches that particul ar patient.

Q (By M. Gonzal ez-Pagan) | guess here we're
tal ki ng about this case, you said it's a provision
of coverage for treatnent for gender dysphoria; is
that right?

A. That is the nature of this case, correct.
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had a new chairman that came on board fromthe one
that recruited nme to that position. W disagreed in
nore than one area.

There was al so ny research program
had been rapidly expandi ng and was getting into the
area of drug developnent. | would say that the role
of chief of any division is a thankless job. It
requires a trenendous anount of tine and effort.

And so, you know, the decision to -- to step down
fromthat position was actually very advantageous to
my further career devel opnent. But, you know, it
was one of the -- the gender center was one anopng
many di sagreenents that | had at that tine.

Q Does the WAashington University Transgender
Center offer pediatric and adol escent
gender-affirm ng care?

A Yes. In the definition that we're talking
about here nmeaning the GnRH agoni st or puberty
bl ockers, cross-sex hornones.

Q Does the Wash - -

A. In addition to --

Q Does the WAshington University Transgender
Center offer hornone therapy as treatnent for gender
dysphoria in adults?

A. Does the pediatric center -- your question
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Is does the pediatric center provide care for
adul ts?

Q Well, ny -- the transgender center offers
both care to pediatric and adult patients; is that
right?

A. So in general, the care that's delivered
at St. Louis Children's Hospital spans birth to the
|l ow -- early 20s. There are individuals that are
adults that are cared for by the adult endocrine
division. And there's a separate team of doctors

that participate in that care.

Q Are you a nenber of the Endocrine Society?
A. Yes.
Q The Endocrine Society publishes clinical

practice guidelines regarding the treatnent of
gender dysphoria; is that right?

A That's correct. Their initial docunent
came out in 2009 with | ead author Henbree and then
they had a revision that was done in 2017.

Q Showi ng you what's been marked as
Exhi bit 5.

(Wher eupon Exhibit 5 was

I ntroduced for identification.)
A. Ckay. | see it.
Q (By M. Gonzal ez-Pagan) Do you recognize
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THE COURT REPORTER: Thank you.
MR. GONZALEZ- PAGAN: Borrowing a word from
you, John.
Q (By M. Gonzal ez-Pagan) What is WPATH?
A. It's an organi zati on known as the World
Associ ati on of Professional Transgender Health. It
Is -- again, this is the organization that cane out

with their version seven of the guidelines quite a
|l ong time ago to provide their perspective on what
shoul d be done for people that experience sex

di scordant gender identity.

Q Does the WAashington University Transgender

Center follow the WPATH gui del i nes?
A. Again, | will say that I'mnot directly
I nvol ved in the gender center. M understanding

based on conversations with the director of that
center, he clains that they do.

Q Do you, yourself, provide treatnment for
gender dysphori a?

A. I will state that |'ma pediatric
endocri nol ogi st charged with treating hornonal
di seases. And because | have not seen the evidence
t hat supports the proper risk/benefit to that
I ntervention, | do not provide that care, as | don't

i n any other area where |I have not determ ned
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appropriate benefit versus ri sk.
Q Have you ever di agnosed a person with
gender dysphori a?
MR. KNEPPER: Objection, form
A. ' ma pediatric endocrinol ogist and ny

charge is to treat hornone rel ated di seases. And
therefore, I've not been called upon to nmake that
di agnosi s.

Q (By M. Gonzal ez-Pagan) Wuld you agree
you do not have any clinical experience providing

care for people for gender dysphoria?

A. | would not agree with that.
Q Do you provide treatnment for people?
A. | provide -- | provide treatnent for

hornone-rel ated conditions that includes people with
gender dysphori a.

Q But specifically in treating gender
dysphoria, do you have any clinical experience wth
regards to the treatnent of that condition?

A. Since I'ma pediatric endocrinol ogist, ny
experience is limted to the treating of

hor none-rel ated di seases.

Q Is that a no?
A. | have not treated with hornones for the
pur pose of alleviating gender dysphoria. | have
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however treated patients that have experienced side
effects related to that hornonal treatnent including
obesity, diabetes, dyslipidema. So in that respect
| have treated them but not to address dysphori a.

But, rather, the conplications that have occurred in

association with that treatnent.

Q Clarify, you said association, yes?
A. That's correct.
Q Do you have proof -- do you have proof

that it was caused by the treatnent for gender
dysphori a?

A. If | thought | had enough evidence to say
cause, | would have said caused. | said
associ ati on.

Q Thank you. You've given a nunber --
Strike that.

Have you given presentations

regar di ng gender dysphori a?

A. Yes.

Q Have any of these presentations been at
medi cal conference -- conferences or settings?

A. Yes. 1've -- well, I've delivered many

| ectures to maj or academ c centers during nedical
grand rounds. And |I'm happy to detail those for

you. It includes University of Tennessee, Texas

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




© 00 N oo o b~ wWw N P

(SR SR SR R O N T o o e e e i o
a A W N BB O © 00 N OO 0o~ W N ., O

Case 4:22-cv-00325-RH-MAF Document 136-4 Filed 04/07/23 Page 32 of 111

Page 91

Tech, Notre Dane, the University of Montevideo. And
there are probably others. | can't renenber. So --
and so as being a grand rounds presentation in mjor
medi cal centers, yes.

Q Asi de from grand rounds, have you provided
any presentations regardi ng gender dysphoria at any
medi cal conferences or sites?

A. Well, | would consider grand rounds a
conf erence.

Q Grand rounds is when there's an invited
| ecturer at a particular hospital and everybody is
invited to attend; is that right?

A. So you're asking about national neetings,
| i ke the Endocrine Society neetings or such?

Q Well, let me just clarify what grand
rounds are for the record. So what are grand
rounds?

A. Grand rounds are usually a recurring
series of talks given by experts in various fields
to the relevant scientific comunity about topics of
I nterest to those physicians. And generally, it
i nvol ves the presentation of high quality scientific
evidence for the conditions that those physicians in
t he audi ence woul d encounter.

Q Okay. So you have not conducted any
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studi es for any gender dysphoria, right?
A. | believe we answered that question
earlier when we went through my CV.
Q Well, |I'mjust wondering what your

presentation of the grand rounds are since you have
not conducted any such study?

A. It was providing the sane types of
evidence that | presented in ny expert declaration
about the scientific studies that have been done or
need to be done in this field. Presenting the
vari ous hypotheses for etiology and potenti al
treatnment. The various side effects that are known
or potentially could occur. So it includes all
of -- or very simlar information regarding the
scientific studies that | presented in ny expert
decl arati on.

Q And now, to continue aside from grand
rounds, have you provided any presentations
regardi ng gender dysphoria in any other nedica
conferences or settings?

A | would have to -- I'd have to think
through nmy list. It's actually nost of the major
presentations that |I've made are listed within ny
CV. So I'd have to |l ook back as to what | listed

there. But if you're asking about the Endocrine
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Society or the pediatric Endocrine Society or those
types of organi zations, | have not presented at
t hose conferences.

Q Are you famliar with the gender and sex
conference?

A. Yes. And are you referring to the one in
Madri d.

Q That was going to be ny question. D d you
participate in the gender and sex conference in

Madrid in 20187

A. | don't recall the exact date. But if it
was 2018, yes, | did present there.
Q Did you know that the conference was

billed as, quote: A rebellion against the gender
| deol ogy and its freedom destroyi ng damagi ng | aw,
cl osed quote?

A. | -- I don't recall that |anguage being
presented to me when | agreed to present at that
conf erence.

Q Did you know that the conference was

focused on opposing what it ternmed "gender

i deol ogy" ?
A. You know, again, | was asked -- and this
Is true for -- if you're going to go through the

list of all of the places that |'ve spoken at. When
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|"ve been invited to present at any of these
conferences, ny desire is to provide the nost
accurate and up-to-date scientific information
related to the condition of gender dysphoria.

| amw lling to present to any
audi ence that is willing to hear that information.
| don't make judgnment about what the notives are of
t he i ndividual s organizing the conference. But
nmerely serve with ny area of expertise and ny
know edge to be able to further that discussion in a
productive manner. And that applies to that sex and
gender conference in Mudrid.

Q Who organi zed the gender and sex
conference in Madrid?

A. | do not recall the entity. |'msure
you'll tell nme. But again that wasn't who invited
me was not as inportant as whether | was going to be
given the opportunity to present the infornmation
objectively on this particular condition within ny
area of expertise.

MR. GONZALEZ- PAGAN: Oh, shoot. John, |
just published an exhibit without a |label. Do
you have any objection to me calling it
Exhi bit 67?

MR. KNEPPER: Havi ng done that very sane
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thing, Omr, let nme take a look at it. But,

no, I -- 1 cannot imagine | wll have an

objection. Actually it labeled it as Exhibit 6

automatically, but there's no stanp.

MR. GONZALEZ- PAGAN: There's no stanp,
yes.

MR. KNEPPER: Sheryl, you'll have to put
the stanp on it. But |I'mconpletely okay with
calling that Exhibit 6.

MR. GONZALEZ- PAGAN. Thank you.

(Wher eupon Exhibit 6 was
I ntroduced for identification.)

Q (By M. Gonzal ez-Pagan) Dr. Hruz, I'm
show ng you what's been nmarked as Exhibit 6.

A | can see it.

Q And | apol ogi ze for the formatting. Sone
pages don't print as well as others. This appears
to be a press release follow ng the concl usion of
t he gender and sex conference which you were talKking
about; is that right?

A ' ve never seen this docunent before.

Q Okay. If you go to the second page.

A. Ckay. | think I'"mthere.

Q It tal ks about the gender and sex -- in

t he paragraph begi nning ei ght speakers, sort of --
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A. Okay. I'mthere. |[|'ve got it now.
Q Ckay. It speaks of the gender and sex

conference as being organi zed by HazteG r.org and
its international platform CitizenGo; is that
right?

A. That's what it says here, yes.

Q And does that -- is that in keeping with
your recoll ection about who organi zed the gender and
sex conference?

A. Yes. | seemto recall now that you've
j ogged ny nenory. That is correct.

Q Okay. And then on the third page in the
m ddl e, there's a paragraph beginning: The rest of
t he panel experts and |lecturers was nade up by
Prof essor @A enn Stanton; Dr. Paul Hruz; the
soci ol ogi st, Gabriella Kuby; and the forner

transsexual , Walt Heyer.

Did | read that correctly?

A. | see the paragraph that starts Stanton
assured that and, in quotes, the gender theory is
unscientific, is that what you're --

Q Just above.

A Oh.

Q | skipped the links in reading those.

A Ah, okay. | see that, yes.
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Q Okay. So it is your recollection then

t hat you presented at this conference; is that

right?
A. Oh, yes. | do recall the conference.
just didn't until you rem nded ne. | didn't know

who organi zed it.

Q You used the term "gender ideol ogy" in
your report; is that right?

A. | have used that termin the course of ny
i nvestigation of this condition, yes.

Q What is gender ideol ogy?

A. I woul d define ideology is including
statenents that are nmade on a non -- a
non-scientific basis with prem ses and goal s that
are outside of science.

Q Do you consider any healthcare
prof essional that subscribes to the gender-affirmng
treatment nodel to be a gender ideol 0g?

A. I think you're conflating different terns.
You nmenti oned gender-affirm ng nedical care and
| deol ogy; those are two separate --

Q Well, that's nmy question. M question is,
does sonebody that provides or advocates for
gender-affirmng treatnent, is that person a person

who subscribes to the gender ideol ogy?
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turn to, to be able to define, you know, the
condition and the treatnent approach. And | --

Q Isn't that true for many psychiatric
conditions?

A. Absol utely. | would -- absolutely. It is
not unique to the area of gender dysphoria. In
fact, in talking, you know, to those that are
engaged nore in the field of psychiatry, they wll
acknow edge that the rudi nentary nature of the
discipline in conparison to the rest of the
medi cal -- nedical enterprise, it is a very known
and serious shortcom ng. And there is a desire
certainly to -- to fill in those gaps.

And there's actually hope that as
time noves forward with the advance in tools that
one has, to study neurobi ol ogy and address sonme of
these questions. But there will be an opportunity
to provide clearer answers that are nore evi denced
based.

Q Sure. But, | nean, isn't that the nature

of science and nedicine; we don't know everything,

period?

A. We know far | ess of the psychiatric
conditions that are listed in -- or many of the
psychiatric conditions -- | wouldn't say all -- that
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Q But your practice is in the field of

endocrinol ogy, not psychiatry; is that right?

A. I think we've touched upon this earlier,
but |I'm happy to expound upon that. Is --

Q Well, it's a yes or no.

A. ' ma physician scientist. So |I'mvery

qualified to talk about deficiencies in scientific
evi dence that are present in this particular area.
Q So you're not a psychiatrist?
A. | covered that earlier. That I'ma

pedi atric endocrinologist. Yes, that's correct.

I nvol ves the establishnment of a scientific review
commttee that eval uated and provi ded gui dance on
the strength of evidence of any proposed changes?
A. You know, that is how they describe the
process. | again have asked for the evidence,
scientific evidence for the change between gender
I dentity di sorder and gender dysphoria and then even
the nove to shift toward the |1 CD code of gender
I ncongruence, that is based upon a scientific
evi dence, rather than sonething other than that.
Q You al so nake reference in your report
with statenents by Thomas Insel, the then director

of the National Institute of Mental Health, that it

Q Are you aware that the revision of the DSM
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field forward. So | think that's entirely
consistent with ny interpretation of the whole
questi on.

Q Were you aware that two weeks after the
statenent that you reference fromDr. Insel,

Dr. Insel issued a joint statement with the Anerican
Psychi atric Association stating that, quote: The
Anmerican Psychiatric Association Di agnostic and
Statistical Manual of Mental Disorders, along with
the International Cl assification of D seases
represents the best information currently avail able
for clinical diagnosis of nental disorders.

Were you aware of that statenent?

A. Yes. And that is conpletely in agreenent
with ny opinion that | put forward here as well.

(Wher eupon Exhibit 7 was
I ntroduced for identification.)

Q (By M. Gonzal ez-Pagan) Show ng you what's
been marked as Exhibit 7.

A. | have it.

Q Okay. This is a statenent issued by
Thomas Insel, the then director of the Nationa
Institute of Mental Health, and Jeffrey Liebernman,
the then president elect of the American Psychiatric

Association; is that right?
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A Yes. | believe -- well, | don't know for
sure, but | agree.

Q Okay. Right below DSM5 and RDoC, col on
shared interests, it states: The authors of this
st at enment .

Do you see that?

A | see the two authors, Thomas | nsel and
Jeffrey Lieberman, correct.

Q Al right. Ging to the second paragraph,
it reads: Today the Anmerican Psychiatric
Associ ation Diagnostic and Statistical Mnual of
Mental Disorders, along with the International
Classification of Diseases represents the best
information currently available for clinical
di agnosis of nmental disorders. Patients, famlies
and insurers can be confident that effective
treatnents are available, and that the DSMis the
key resource for delivering the best avail able care.
The National Institute of Mental Health has not
changed its position on DSM5. As the Nationa
Institute of Mental Health research domain criteria
project website states, the diagnostic categories
represent that in the DSM |1V and the | nternational
Cl assification of Diseases 10, the main contenporary

consensus standard for how nental disorders are
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di agnosed and treat ed.
Did | read that correctly?

A. You read it correctly. Yet what follows
I n the next paragraph is nore pertinent to the
statenent that | nmade in the declaration
acknow edging the fact that the DSM i s not
sufficient for researchers and the statenment was
related to the basis for research funding. So, you
know, taken in context, this docunent is conpletely
inline with the statenent that | nade about the
limtations of the DSM

Q But the DS -- the DSM -- this is a case
about the treatment of gender dysphoria; is that
right?

MR. KNEPPER: (Objection form

A. So as we've been tal king about all
nmor ni ng, okay, the ability to have effective
treatnments i s based upon quality research. And if
the DSMis not sufficient for researchers to be able
to conduct their scientific study, because of how
t he DSM generates their diagnostic codes, | think
that that understanding is conpletely relevant to
why one needs to be aware of that.

Q (By M. Gonzal ez-Pagan) All right. Going
to what is the fifth paragraph, the second to | ast
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sentence. It states: As research findings begin to
energe fromthe RDoC effort, this finding may be
I ncorporated into future DSM revi sions and cli nical
practice guidelines. But this is a long-term
undertaking. It will take years to fulfill the
prom se that this research effort represents for
transform ng the diagnosis and treatnent of nental
di sor ders.

Did | read that correctly?

A. You did read it correctly.

Q Is there a reason why you did not include
this followup statenent fromDr. |Insel regarding
the DSM views and reliability in your report?

A. You know, | could have put the entire
docunent that you have here into the report. The
point being made, | think, is one that |I fully agree
with. | think that as we be able to -- are able to
i ncorporate science into the DSM it is going to
Increase in its validity and its usefulness. But in
Its current state there is acknow edged in this
statenent itself by the fact that this research is
needed. It acknow edges the deficiencies that
currently exist. So there's a whole host of other
things that | could have included in ny decl aration.

The point that was intended, | think, was
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sufficiently nade and supported even by this
docunent that you put forward as a new exhibit.

Q Sure. But in clinical qualification to
your statenent is that that doesn't exist yet, and
that the DSMis the best current avail able tool that
we have according to this statenent?

MR. KNEPPER: Cbj ection, form

A The point | made is that there are
deficiencies in howit was -- or limtations how the
DSM has been put together. And that is relevant to
t he under st andi ng of how we put forward hypotheses
for efficacious treatnents. And so | would say
that, you know, that's -- the state of know edge in
this area is -- is what is of concern and how we are
using the DSM beyond its capabilities w thout
knowl edge of nol ecul ar or physiol ogi ¢ nmechani sns for
nost of the psychiatric diseases is a mgjor
limtation which is acknow edged by the authors of
this docunent. That is what | believe is inportant
for the court to recognize and to understand as we
nove forward in this conversation.

Q (By M. Gonzal ez-Pagan) In your report you
speak of three nodalities of treatnent for gender
dysphoria; is that right?

A | would say three different categories
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based upon different underlying scientific prem ses.
| think the reality of interventions are nuch

br oader than that and not as easily denmarcated into
three categories. But indeed, | do present those in
nmy decl arati on.

Q And these nodalities, are they reparative
t herapy, watchful waiting and the affirmng
appr oach?

A. That is how | presented it, correct. And,
again, if it would be helpful, if we're going to
tal k about it, if we can direct ourselves to that
part of ny declaration.

Q We'll get there. Are you famliar with
Ken Zucker's work?

A. Yes, | am

Q In fact, you repeatedly cite Dr. Zucker
t hr oughout your report; is that right?

A. Yes, | do, anpbng ot her people, yes.

Q What do you understand to be the nodel of
care that Dr. Zucker enpl oyed?

A Broadly speaking prior to his clinic being
shut down was to approach care in a way to
under stand the underlying basis for the sex
di scordant gender identity in that era was referred

to as gender identity disorder.
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And to -- one of the approaches that
he used was to help facilitate an individual to
realign their gender identity with their sex. And
I f that was not possible, would then advocate for
noving forward with affirmative approaches.

Q So under Dr. Zucker's nodel, affirmng
care would be provided if there was persistence of
cross-gender identification into adol escence and
adul t hood?

A. Based upon the information that Dr. Zucker
had at the tinme that he was engaged in that care,

t hat was how he proceeded, yes. He was not privy to
the information that has conme forward in the |ast

several years about outcones with that affirmative

approach.
Q What is the watchful waiting nodel ?
A. Again, all of these approaches are based

upon different scientific premses and it is based
upon the experience that the majority of prepubertal
children that experience sex discordant gender
identity, if nmerely left alone, will have
spont aneous real i gnnent of their gender identity
with their sex.

And it is again, whether it's

I ntended or not, perceived as to be a desirable
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outcone. And that those individuals that have that
experience wll not be exposed to gender-affirm ng
medi cal interventions with all the associated risks
and questionabl e benefits that we -- that |
mentioned already. And | certainly can share nore
information if you would Iike.

Q Let nme introduce you to what's been nmarked
as Exhibit 8.

(Wher eupon Exhibit 8 was
i ntroduced for identification.)

Q (By M. CGonzal ez-Pagan) Do you have access
to the exhibit?

A. Yeah. |'mseeing it now, correct.

Q This is a publication on -- it's an
article on adol escent health medicine and
t herapeutics; is that right?

A ' m seeing that here. 1Is this a
peer-reviewed journal -- a peer-reviewed article,
just so | know?

Q "1l answer that question for you then.
The answer is yes, but it's the next exhibit.

A. Okay. I'msorry. Did you have a question
for me?

Q Not vyet.

A Okay.
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Q I will represent to you that this is a
peer-reviewed journal, but -- and I'll cone back
to -- to another exhibit to discuss that with you.
But turning --
A The reason | ask that was because it's a

review article. And even in peer-reviewed journals,
not all reviewed articles are reviewed wth the sane
rigor. So that's -- but thank you.

Q Let's exit out of that exhibit. And if ny
conputer will cooperate.

(Wher eupon Exhibit 9 was
I ntroduced for identification.)

Q (By M. Gonzal ez-Pagan) All right. [I'm
i ntroduci ng what's been marked as Exhibit 9.

A. | have the docunment, just so you know.

Q Great. Do you see where it describes the
journal as an international peer-reviewed, open
access journal focusing on health, pathology and
treatnent issues specific to the adol escent age
group?

A That's true. Just below the | SSN nunber.

Q. Correct.

A. Yes, | see that.

Q Ckay. So you would agree that it is a

peer-revi ewed journal ?
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A. Yes. They're claimng it is. | would
have no reason to doubt that.

Q Okay. So going back to Exhibit 8 If you
can turn to Page 61 of the docunent.

A. Okay. Are you referring to the
hi ghl i ghted area?

Q Well, we're going to go to the bottom of
the right-hand -- right-hand col um.

A. Ckay.

Q Under the watchful waiting nodel.

MR. KNEPPER: And, Omar, let's identify on
the record the highlighting is not in the
underlyi ng docunent, but it's been added.

MR. GONZALEZ- PAGAN: For the record, the
hi ghlighting in the exhibit has been added by
me. Otherw se the docunent is unaltered.

Q (By M. Gonzal ez-Pagan) The highlighted
portion states -- reads: In contrast to live in
your own skin approach, a young child's
denonstration of gender nonconformty, be it gender
i dentity, expressions or both, is not to be
mani pul ated in any way, but observed over tinme. |If
a child s cross-gender identification and
affirmati ons are persistent over tinme, interventions

are made available for a child to consolidate a
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transgender identity, once it is assessed, through
t herapeutic intervention and psychonmetric assessnent
as in the best interest of the child. These
I nterventions include social transition (the shift
from one gender to another, including possible nane
change, gender marker change and gender pronoun
changes), puberty bl ockers and, |ater, hornone and
possi bl e gender-affirm ng surgeries.

Did | read that correctly?

A. Yes.

Q So under the watchful waiting nodel,
gender-affirmng care is provided for adol escents
and adults if they persist in the cross-gender
identification; is that right?

MR. KNEPPER: (Objection to form

A. That's correct according to this use of
t he nodel, yes.

Q (By M. Gonzal ez-Pagan) Well, the wat chful
wai ti ng nodel was developed by -- it's the Dutch
nodel. |t was devel oped in the Ansterdam Center of
Expertise on Gender Dysphoria; is that right?

A. That's my under st andi ng.

Q Under the gender-affirmative nodel,
medi cal and -- no nedical and surgical interventions

are initiated until after the onset of puberty; is
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that right?

A. If you're tal king about there's no reason
to block puberty that hasn't started yet or to
I ntervene with cross-sex hornones until that age;
that is correct.

Q Did you disclose to the -- in your report
that under Dr. Zucker's nodel, under the watchful
wai ting nodel, and under the gender-affirmtive
nodel , gender-affirmng nmedical treatnment is
i ndicated if cross-gender identification persists
I nto adol escence and adul t hood?

A. I would chall enge you on the assertion
that it's indicated. | would say that the nodel
itself bases itself on the next step of
I ntervention. Wether there's a prudent approach is
really what is of concern with the literature that
we have available. So the nodels itself indeed --
and they actually differ in not only in the timng
of when one engages.

The affirmati ve nodel actually begins
earlier with social affirmation, not just nedical
intervention. And there's different scientific
prem ses that are underlying -- underlie these two
di fferent approaches.

Q But under each of the nodels of the three

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




© 00 N oo o b~ wWw N P

NCIE SR SR R N T o o e e e i o
a A W N BB O © 00 N OO 0o~ W N ., O

Case 4:22-cv-00325-RH-MAF Document 136-4 Filed 04/07/23 Page 53 of 111

Page 127

nodel s that we've di scussed, nedical and surgical
care is provided as a node of treatnent?

MR. KNEPPER: Obj ection, form

A. Under the nodel. So let ne be clear.

Okay. So the reason for the watch and wait approach
is to know that in prepubertal children that present
wi th gender dysphoria, that the vast mpjority of
themw || have that spontaneous realignnment, other
gender identity with their sex, by varying estinates
ranging from50 to 98 percent. | think 88 --
85 percent is a good average based upon the
publ i shed literature.

That nmeans that this would apply to

15 -- at nobst 15 percent, maybe even | ess, that
woul d have persistence. It also nakes the
assunption -- and this is certainly one that one

considers with the current social environnent as to
whet her the influence of the social affirmtion
conponent, you know, is -- is provided.

So the underlying prem ses are
different in the two nodels. One has a prem se that
there are a nunber of factors that led to the gender
dysphoria. And the vast majority of individuals,

that they may differ fromone patient to another.

There is no biological test that one can do to
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determ ne which of these individuals are going to
have persistence or have that spontaneous
realignment. And the safest course of action is to
do nothing until things are sorted out.

The gender-affirmative nodel makes a
scientific prem se that when one experiences sex
di scordant gender identity, it reflects sonething
that is innate and i mutable. And, therefore, a
prudent approach would be to i medi ately engage in
social affirmation foll owed by these hornona
I nterventions. | hope that |'ve stated that clearly
enough for you and for the court.

Q (By M. Gonzal ez-Pagan) Sure. But
ultimately as to the question for transgender people
who persist in their cross-gender identification by
definition into adol escence and adul t hood, nedi cal
care and surgical care if indicated under any of the
three nodels, that being Zucker's nodel, the
wat chful waiting nodel or the gender-affirmng
nodel ?

A. | don't know that | would distinguish what
we were tal king about earlier with the Zucker nodel
being -- | think you're doing that nore as the
reparative therapy.

And this is based upon again the
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I ssue at hand of the energing scientific evidence

t hat | eads one to question whether this provides a
| ong-term solution to the problem of dysphori a.

And, again, | will state again that there are many
concerns about the presunption in proceeding with
affirmati ve care that can be chall enged by the

out cones that one is observing about how well these
I ndi vidual s are doing after receiving the
gender-affirmative care.

So this is -- these are statenents in
this particular paper by Dr. Ehrensaft that is based
upon the presunption that those are -- who receive
the affirmati ve approach are going to be conpletely
cured of their difficulties that they experience.
And nmy point is that when you say indicated, it
fails to recognize the -- the challenges that are
enmerging for that outcone.

Q Sure. But my |ast question wasn't whether
It was indicated. M |ast question is whether under
each of the three nodels -- and let ne clarify
sonet hing. You discuss a reparative therapy nodel
i n your report; is that right?

A. Yes. Can we again go to that part just so
you can direct ne just so we can be | ooking exactly

at what | wrote.
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Q Sure. It's Page 49 going into Page 50.

A. Thank you very much. Okay. Very good.

Q My point is --

A. | do renmenber what | wote. | just want
to nmake sure we're tal king about the sane thing.

Q My point is that -- that I"'mtrying to
di stinguish actually there are four nodels, if you
will. The Ken Zucker nodel is distinguished from
reparative therapy in that -- in a significant way.

And let's go to Page 61 of Exhibit 8,
t he highlighted portion above the watchful waiting
nodel. It states: |If by the arrival of puberty a
child is still exhibiting cross-gender
identification and expressing a cross-gender
I dentity, that child should be supported in
transitioning to the affirmed gender including
recei ving puberty bl ockers and hornones once it is
assessed fromclinical interviews and psychonetric
testing that the affirnmed gender identity is
aut henti c.
Did | read that correctly?

A Yes.

Q Ckay. So ny question was whet her you
di sclose in your report that under the watchful

wai ti ng nodel and/or Ken Zucker's approach,
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gender-affirm ng medical care is provided after the
onset of puberty?

A. I"'mtrying to -- let's go back again to ny
report and the context of the discussion that I'm
putting forward. You said that was -- we were on
page -- page or bullet point No. 59, | think you
sai d.

Q Page 49, going into 50.

A. 49. Ckay. That's where | -- that's where
| lost you. | was on 59. Sorry. So | would also
add that the presentation of three broad
categories -- and you've nentioned a variation of
one of those categories saying there are four
approaches. | would -- | would posit it that
there's a nunber of other hypotheses that have been
put forward about treatnment approaches that --

Q Did you disclose any of those other
approaches in your report beyond the three that you
listed in this paragraph?

A. Let me explain what | nmean by that. Ckay?
As | repeatedly said in ny declaration that there
are multiple hypoth -- alternative hypot heses that
can be put forward about the nost prudent approach
to care. These broad categories provide the

foundati on for understandi ng the design and
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I npl enentati on of these various applications of
t hese broad categories.

The point of dividing it up into
three categories is to really -- and | think that
that is still valid -- that the starting underlying
scientific hypotheses or the scientific prem se, |
shoul d say, varies in these three different
approaches. How that scientific premse is
translated into hypotheses that |ead to care
approaches is -- is at issue here. And that | think
Is the inmportant point that | wanted to illustrate
for the court. And neke it very clear that what is
put forward by the plaintiff experts, and they said
this repeatedly, is that the affirmation-only
approach is the only accepted intervention in the
care of gender dysphoria youth. And in this paper
here and in ny declaration, you know, challenge that
as far as the nost prudent approach. And that's the
point of why it was included in a benefit for the
court.

The affirmati on approach is not the
sol e approach. And there are alternative approaches
t hat haven't been adequately investigated and that
need to be investigated. And this is an area of

unsettled controversial treatnment that is going on
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currently.

Q Sure. But ultimately there's a
distinction that they are different, right? Under
all three of these nodels, gender nedical care and
surgical care is provided after the onset of
puberty?

MR. KNEPPER: Cbj ection, form

A | would say that is an inportant
di stinction because if the underlying --

Q (By M. Gonzal ez-Pagan) The nodalities of
treatment, are they different?

A. If the outcome of the affirmati on approach
I's proven to be not effective it would change the
way that one applies that nodel to the effected
pati ents.

Q But on the altering nodel, you're

provi di ng nedical care after the onset of puberty.

So the real difference has to do with prepubertal

children and how they're treated; is that right?
A Wll, let's talk a little bit about the

enmer gi ng denographi c of what we are experiencing

right now. Many of the people --

Q But that's not ny question, though.
Li ke --

A. Okay. | don't think it applies
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exclusively to the prepub -- nedical care -- | would
say the hornonal interventions apply only to people
t hat have progressed at |east to stage two puberty.
Social affirmation applies across the board and
woul d be rel evant whet her one presented during
adol escence or in childhood.

Q But social affirmation is not a nedical or
surgi cal treatnent.

A. Many woul d argue that. And | would say in
a technical sense, that is true. However, there are
many concerns that are evidenced in the literature,
that that influences the trajectory of the children
as to whether they go on to nedical care. So many
can and have argued that it is the first step that
I's leading themon to the subsequent hornonal
interventions. So | think it is relevant.

Q I n Paragraph 50 in discussing -- in
descri bing the watchful waiting approach, you note
that this approach may include the use of
scientifically validated treatnent, e.g., CBT, for
the patient's anxiety, depression, social skil
deficits or other issues.

But you do not note that

gender-affirm ng nedical care and surgical care are

provi ded under this approach. |'mjust wondering
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why you did not provide that context in your report?

A. Because that's under the prem se that the
affirmati ve approach actually provides benefit, and
t hroughout ny declaration |I have raised nultiple
concerns with existing published data that lead to a
presunptive or tentative conclusion that at best we
shoul d have nore caution to that approach.

Q So at best your description of the
wat chf ul wai ting approach in this paragraph is
i nconpl et e?

MR. KNEPPER: (Obj ecti on.

A. Let's read through and we can even read it
into the record if you'd like, the way that |
present that. Because that's where | think it's
I nportant to look at this in context.

Q (By M. Gonzal ez-Pagan) Actually let's

just -- let's just go to Paragraph 53 of your
declaration. It states: Another controversy --
A. Hold on. |'m not there yet.
Q Okay. I'll wait for you.
A It's a | ong paragraph.
Q Well, I"'mright at the begi nning of

Par agraph 53.
A. It starts with "assi stance"?

Q Par agr aph 53.
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A. Par agraph 53 tal ki ng about anot her
controversy, the watchful waiting treatnent; is that

what you're tal king about?

Q Sur e.
A. Okay.
Q "Il just read the heading: Another

Controversy, the watchful waiting treatnment nodality
I nvol ves no nedical treatnent and is currently the
best specifically -- sorry -- is currently the best
scientifically supported intervention for young
children reporting gender dysphori a.
But the watchful waiting nodel does
i nvol ve nedical treatnent; isn't that right?
A. Perhaps to clarify that statenent when
say young children when we're referring to
prepubertal children, that is true, and it is
actually included in the Endocrine Society
guidelines. As far as the concerns about
I ntervening and the caution that should be expressed
preci sely because of the high rates of desistence.
So that statenent, again, when we're
tal ki ng about social affirmation and your contention
as I'mhearing it as you're stating it is social
affirmation is not technically a nedical

i ntervention. And | think we've already discussed
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that. That it is relevant as far as the first step
In influencing the trajectory of these individuals.

Q This case --

A. And there's also --

Q So this case involves gender-affirmng
care, right?

MR. KNEPPER: (Object to form

MR. GONZALEZ- PAGAN: | apol ogi ze, Sheryl .
A. So -- so -- okay. Let's -- let's also
nove on. So if -- if you then look at the first

stage of nedical intervention which involves the
adm ni stration of an GhRH agoni st or also known as a
puberty bl ocker, significant concerns that that
normal trajectory where you see the mgjority 50 to
98, | would say 85 percent have the desistence.

That denobgraphic or that statistic changes
drastically in those individuals that have received
that first step of pubertal bl ockade and t hat

actually nost of the studies that have been

publ i shed thus far says the vast nmpjority of -- it's
not 100 percent. |It's very close to that -- wll go
on cross-sex hornones. So again that is not -- that

Is nore the affirmative nodel.
The watch and wait nodel would posit

that as a child begins into their puberty, that
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acknow edgi ng that the bodily changes that occur my
hei ghten the | evel of dysphoria that they
experience. But as they go through that

devel opnental process, that experience of puberty is
actually critically inmportant in the overall

i ntegration of one's identity with their sex. And

t hat woul d be consistent with the watch and wait

nodel . So that again, as being presented in this
one review article by Dr. Ehrensaft -- nuch nore |
coul d say about that -- | think there's nmuch nore to

be said about the way that these nodels are being
present ed.

Q The study that you -- the study to which
you refer regardi ng persistent cross-gender
I dentification follow ng the provision of GhRH
anal ogue, is that the de Vries study?

A. That's the one that shows a hundred
percent persistence or a hundred percent noving that
across sex hornones. There's been subsequent ones
where it's not been a hundred percent, but it's been
the 90 percent range.

Q You say that those studies pertain to the
application of the gender-affirmation nodel, but the
de Vries study is actually speaking to the watchful

waiting nodel. It is the Dutch nodel.
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A. We need to say a lot nore about that if we
want to flesh that out for you. | don't know that

you' ve adequately characterized the Dutch nodel.

And | will add that the Dutch nodel was presented a
decade ago with a different patient population that

is currently presenting at the gender clinics across
the world. And even --

Q But that's a different point than -- than
the one that we're tal king about, right? You
i ndi cated that the affirmati on nodel -- studies show
that the affirmation nodel | eads into persistence,
but you're relying on a study based on the Dutch
nodel .

A. Well, I would qualify that statenent. |
didn't say that it |eads to that nodel, because the
way the study was conducted, you know, causal effect
cannot be inferred. GCkay? So | would noderate
that. But | would say it's certainly of concern
that that nunber is drastically different than the
prior studies that have shown that rate of
spont aneously -- spontaneous realignnent with gender
identity with sex.

Q But those are different popul ati ons,
right? | nean, we're tal king about prepubertal and

pubertal youth versus prepubertal youth?
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A. Not necessary -- so, again, you know, it
woul d be nuch nore hel pful to tal k about specific
studies. In the de Vries study, the whole basis of
gi ving pubertal blockers applied only to pubertal
patients.

Q That's by definition any person who's
recei ving puberty bl ockers.

A No necessarily.

Q It has to happen at the onset of puberty.

A. Wel |, yes, onset of puberty, that would be
the only indication for giving it in the area of
pedi atrics.

MR. GONZALEZ- PAGAN: All right. How about
we break now for |unch?

MR. KNEPPER: Dr. Hruz?

MR. GONZALEZ- PAGAN: Well, I'm-- |I'm
hungry, so.

MR. KNEPPER: | know. This works with
your diet?

THE W TNESS: Yeah. | think as we go
through this, I'"mgoing to be happy j ust

pl owi ng through. So it's going to have to cone

fromyour end if you want to take a break.

MR. GONZALEZ- PAGAN: Well, it's com ng

fromny end. Because | -- |I'mrunning on a
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have to denpbnstrate a concept of what we cal
non-inferiority. So if that's the natural outcone,
so if there's a realignnent with gender identity
with sex and that obviates the need for themto go
on to receive hornonal treatnment of any sort at all,
t hat woul d be a desired outcone.

The challenge is that in those
I ndi viduals, there is no reliable diagnostic test to
predi ct which of those children are in the category
of 85 percent, like we go to this realignnent versus
t he subset that's going to persist in that sex
di scordant gender identity.

So that's the challenge. So | would
say | wouldn't be so firmto nmake an absol ute
determ nation of the best course of action, but I
woul dn't say that any alternate approach woul d have
to prove that non-inferiority outcone.

Q (By M. Gonzal ez-Pagan) Okay. And the
desi stence study speaks to prepubertal youth who
wer e di agnosed with gender identity disorder under
the DSM 111 or the DSMIV; is that right?

A. So thisis -- I'"mvery nmuch aware of that
critique, and the way that people have attenpted to
di sm ss that desistence |literature based upon that

difference of gender identity disorder versus gender
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dysphoria. It's very interesting that if you | ook
In detail for exanple at that sane paper the nunber
of people based upon the criteria --

Q " msorry, Doctor. | apologize for
i nterrupting. But | guess -- |'mhappy to go into a
conversation about this. But | guess | have a
predi cate question, which is | want to establish
whether it's true or not that the desistence studies
are based on prepubertal children diagnosed with
gender identity disorder as opposed to gender
dysphoria under the DSM 5?

A. Wel |, older studies would certainly
necessitate that they use the diagnostic criteria
that was available at the time the study was
conducted. And sonme of them-- and nost of those
studies were the era prior to the revision of the
DSM 5 giving the gender dysphoria di agnosis.

Q Are you aware of any studies |ooking into
t he desistence in prepubertal youth using the DSM 5
criteria?

A. You know, that is an outstanding question
and |'mvery happy to share with you the probl ens
wth that question. |In the fact that because of
what has happened in the approach to the care of

these individuals, the opportunity because of the
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w despread adoption of the affirmation only approach
and the early adoption of social affirmation nakes
It very challenging to be able to even put forward
as a hypothesis a study that would be able to
operate under the current diagnosis of gender
dysphori a.

And | think that's very problematic
as we seek to understand the natural history of this
di sease, and we seek to find ways to alleviate the
suffering that will be sustained long-termin these
Individuals. | think it's the fact that the
di scussion is not allowed to occur and the studies
have not been proposed and conducted. And even if
they were, there would be challenges in the current
envi ronment of really encouraging that soci al
affirmati on approach.

So the answer to the question is that
there are many problens that currently exist as to
why those studi es have not been reported and would
be very difficult to performat this point in tine,
yet woul d be essential to providing the best care
for these individuals.

Q Ckay. But you do not know of any studies
docunenting an 85 percent desistance rate for kids

di agnosed -- prepubertal kids diagnosed with gender
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dysphoria node in the DSM 57
A. ' m not aware the question has actually
been investigated by a scientific trial. Not that

there's data that says it doesn't exist, but that it
has not been investigated. The only data that's
avai l abl e right now are people that have received
that social affirmation which clearly shows that
t hat denographi ¢ has changed. And, you know, if you
ask this as a hypothesis --

Q | appreciate that, Dr. Huz. W'I|l get to
t he denographi c changes later on. But | want to
stay focused. So going back, the studies have to
do -- the studies in desistance that you reference
have to do with prepubertal children; is that right?

A. The ones that were done previously that
|"mreferring to dealt with prepubertal children.
Now, there's another conponent of this, that of --
you divided this between prepubertal and adults.
And it's very necessary if we're going to adequately
address this question to consider what happens
during the period of puberty.

Q Okay. Are there studies that docunent
desi stence during the period of puberty?

A. There are case reports. There are not --

and there's a growing -- this gets at the --
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Q In your report you state that case reports
are not valid scientific evidence.
A. They are useful for hypothesis generation.

They're not useful for making definitive causal
conclusions. That is correct.

Q So are there any studies show ng high
desi stence anong adol escence di agnoses with gender
I dentity disorder?

A There are not. And the reason for that,
again, is because in many of the studi es where one
| ooks at this, there's a very, very high dropout
rate in many of the subjects where one can't
conclude at all what the outcones were. Based upon
t he avail abl e evidence, nore by case reports of
grow ng nunber of people experiencing this
desi stence, that did occur when it's experienced
post pubertally would | ead one to rai se hypot heses
to be investigated in a rigorous scientific manner
to address that question.

Q You believe that all nedical treatnent
needs to be subjected to random zed clinical trial?

A. It depends on -- so every nedical decision
that is made i s based upon consideration of the
overall risk and the overall benefit. And | think

that the greater the risk, the greater the scrutiny
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are certainly --

Q But that's just a hypothesis; is that
right?

A. You know, all along here, |'ve been
tell -- 1've been stating, and | hope very clearly,
that much of my opinion is based upon hypot heses and
alternative hypotheses, because there is no
definitive answer to this question. But the
prevailing current hypothesis that's not presented
as a hypothesis, it's presented as an established
fact, is that gender-affirmng interventions are the
solution to gender dysphoria. And that is what |
challenge. And that is what, | think, is very
i nportant for this court to understand, is that the
scientific evidence does not support that as being a
cure for all of the difficulties that these
i ndi vi dual s are experiencing.

Q Goi ng back to the desistence studies.

VWhat is the error rate for the desistence studies
that you rely on?

A. So the error rate is -- there's a nunber
of factors. |I'mglad that you brought this up as
far as, you know, how we think about the reliability
of studies. So this is a problemthroughout the

literature. And |I've addressed this in ny
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Q (By M. CGonzal ez-Pagan) Are you aware
that the Anmerican Psychiatric Associ ation opposes
reparative therapy efforts regardi ng gender
i dentity?

A. Now we're into a new |ine of questioning
about nedical societies. But |I'maware of -- of the
general recommendations for affirmation only. That
Is entirely consistent with what has been put
forward by WPATH, American Psychol ogi cal
Association. There's a little bit nore caveat in
t he Endocrine Society guidelines. | think they're a
little bit nore cautious in the prepubertal
children, at least in the 2009 docunent cautioned
agai nst social affirmation in recognition of the
same desistence literature that I'"'mreferring to.
Again, not just ny opinion. This is the
prof essional societies in the 2009 gui delines
acknow edged those studies of being relevant to that
consi deration of treatnent.

Q Sorry. | just don't want us to go down a
different path. |1'mnot tal king about the general
position statenent about gender-affirmng care. |
am t al ki ng about the physician statenents regarding
conversion therapy. Are you aware that the Anerican

Psychi atric Associ ati on opposes conversi on therapy
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eff -- conversion therapy efforts?

A. The reason | answered in the way | did to
your previous question was not to evade the
guestion. It was nerely to -- you began with a
pr of essi onal association. And so it's necessary to
acknow edge what the basis of those statenents are.
The APA recommends the affirmative approach to care.

Q Okay. But that's not my question. That
is a different position statenent. And |I'mglad --
yeah, the APA does do that. But does the Anerican
Psychiatric Associ ation al so have a position
statenent regarding conversion therapy?

A. Okay. Thank you. Because you used the
word "conversion therapy” for the first time. |
think it's very inportant for us to acknow edge when
we' re tal king about reparative therapy and what
peopl e tal k about as far as conversion therapy.
That's actually a pejorative termthat actually is
trying to equate these efforts to realign gender
identify with sex to a conpletely different
condition related to sane sex attraction with
met hods that virtually everyone would recognize as
bei ng unethi cal .

And so | think it's an injustice

to -- and the statenments are often nade in the
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| iterature published tal king about conversion
t her apy.

Q. Al right. One second. Let's just go --
let's just go to Page 49 of your report,
Par agr aph 52.

A. Sorry. Paragraph 527

Q Yeah. So very |last sentence going into
t he next page of your report states: The first
approach often referred to as conversi on or
reparative -- reparative therapy --

A. Correct.

Q -- is directed to or actively supporting
and encouraging children to identify with their
bi ol ogi cal sex.

Did | read that correctly?

A. | could add often incorrectly referred to
as conversion therapy. | think that's probably
sonething | could have added to ny declaration to
i ndicate that. | think it's incorrect and an

Injustice to use that termto descri be the approach

to -- to addressing gender dysphori a.
Q Are you aware that the American -- you
know what, let's -- | apologize. | forgot the stanp

again. It is marked Exhibit 10. Do you see that?
(Wher eupon Exhibit 10 was
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i ntroduced for identification.)

A Correct. | see this.

Q (By M. Gonzal ez-Pagan) Okay. Under the
position heading at the bottom of the page, in
Paragraph 2, it states: APA recommends that ethical
practitioners respect the identity for those with
gender diverse expression.

Did | read that correctly?

A. I'"'min the wong paragraph. You said the
second paragraph?

Q Under -- under the heading position at the
bott om of the page?

MR. KNEPPER: Omar, | think you nmade -- |

t hi nk you swapped gender and diverse. But it's

just -- in other words, | think you read gender

di verse expression and it's diverse gender

expr essi on.

Q (By M. Gonzal ez-Pagan) Sure. Let ne
just read that again. Are you there?

A. l'"mhere. Okay. I|I'msorry. | was
readi ng the introductory paragraph. Sorry.

Q Okay. It states, Paragraph 2, quote: APA
recommends that ethical practitioners respect the
Identity for those with diverse gender expressions.

Did | read that correctly?
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A Yes.
Q Then just bel ow that on Paragraph 3 on the
next page, it states, quote: APA encourages
psycho -- psychot herapies which affirmindividual's
sexual orientations and gender identities.
Did | read that correctly?
A. Yes.
(Wher eupon Exhibit 11 was
I ntroduced for identification.)
Q (By M. Knepper) Show ng you what's been
mar ked as Exhibit 11.
A | see it.
Q Okay. This is a resolution by the
Ameri can Psychol ogi cal Associ ati on on gender
I dentity change efforts. |Is that right?
A That's the title of this docunent,

correct.
Q It's dated February 2021; is that correct?
A. That's correct.

Q Go to the second page, third to | ast
paragraph on the right-hand side colum. And it's
use of G CE as an acronym for gender identity change
effort; is that right?

A. | see that, yes.

Q It reads: \Whereas, G CE has not been
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shown to alleviate or resolve gender dysphoria
(Bradl ey and Zucker, 1997; Cohen-Kettenis & Kui per,
1984; GCelder and Marks, 1969; G eenson, 1964; Pauly,
1965; and SAVHSA, 2015).
Did | read that right?
A You di d.
Q If you go to Page 3, the last two
par agraphs, on the right-hand side colum, it
states: Be it therefore resolved, that consistent
with the APA definition of evidenced-based practice
(APA 2005), the APA affirnms that scientific evidence
and clinical experience indicates that G CE put
I ndi vidual s at significant risk of harm
Be it further resolved that the APA
opposes Gl CE because such efforts put individuals at
significant risk of harm and encourages i ndividuals,
famlies, health professionals, organizations to
avoi d G CE.
Did | read that correctly?
A You di d.
Q Okay. So the Anerican Psychiatric
Associ ation and the Anerican Psychol ogi cal
Associ ation both oppose reparative therapy as a form
of treatnment; is that right?

A. Gender identity change efforts as stated
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in the docunent, which again is different than what
peopl e generally equate with conversion therapy, in
qguot es.

Q And the Anerican Psychiatric Association
and the Anerican Psychol ogi cal Associ ati on consi der
gender identity change efforts to be unethical and

harnful; is that right?

A. That's what's stated in these docunents.
Q Al right. | wll apologize in advance,
that exhibit is large and will nake navigating it a

little difficult. Hopefully it will take a little
bit |onger to upl oad.
(Wher eupon Exhibit 12 was
i ntroduced for identification.)
Q (By M. Gonzal ez-Pagan) Show ng you
what's been marked as Exhibit 12. It's a docunment
entitled Understanding the Well Being of LGBTQ Pl us
Population. |Is that right?
A That's the title in the docunent that |'m
| ooki ng at, yes.
Q It appears to have been published in 2010;

is that right?

A. It says 2020.
Q Sorry. 2020.
A Okay.
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correctly. And that many of the studies that are
ref erenced here have maj or net hodol ogi ¢ weaknesses
and the strength of the statement based upon t hat
evidence in light of the enmerging evidence that is
com ng forward, for exanple, in the other studies

t hat we've discussed al ready today --

Q Well, let's --
A. -- this conclusion can be scrutinized.
Q Let's nove to the next page. The

hi ghl i ghted statenent reads: The avail able evi dence
suggests that sexual orientation and gender identity
conversion efforts were ineffective and dangerously
detrinental to the health of SGD popul ati on,
especially for mnors who are unable to give
I nformed consent.
Did | read that correctly?

A. "Il say again, you read it correctly.
And the nmeaning of that statenent and context of the
whol e paper is sonething that we can discuss |ater.

Q Woul d you agree that it is the position of
t he Nati onal Academ es of Sciences, Engineering and
Medi ci ne that conversion therapy is harnful ?

MR. KNEPPER: Obj ection, form
A. I don't know whether the small panel of

peopl e that were included in generating this
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consensus statenment represents the entire views of
the entire nenbership of that society. | know from
my own experience that for the other societies that
l"minvolved with these types of consensus
statenents are not brought to the entire nenbership
of the organization. | can only conclude that the
menbers that were present on this panel nmade those
conclusions. | would not go as far as to say that
It was supported by every nenber or even mjority or
even substantial nunber of the rest of that group.

Q (By M. Gonzal ez-Pagan) |If you go to the
fourth page of the PDF.

A. Back up to the top now? Ckay.

Q On the | ast sentence, the second cl ause,
It states: It represents the position of the
Nat i onal Academ es on the statenment of facts; is
that right?

A That is what is stated here, and that is
al so stated by other organi zations that have put
forward simlar statenments. The same concern
applies, that just because they put it forward, it
does not nean that -- that the entire nmenbership has
been able to weigh into this question or those that
wi sh to do so.

Q Was the review that you referenced in
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A. You know, again | don't have the answer.
| don't know.

Q Okay. Are you aware that in the United
Ki ngdom nedi cal and surgical care is provided for
transgender adol escents post puberty and for
transgender adul ts?

MR. KNEPPER: (Objection to form

A | guess | didn't understand the question
t here.

Q (By M. CGonzal ez- Pagan) Sure.

(Si mul t aneous speakers.)

Q (By M. Gonzal ez-Pagan) You tal k about --
you tal k about the reviews in the United Kingdom in
Finland and in Sweden. So |I'm curious, are you
aware -- are you aware whether in the national
health systemin the United Kingdom they provide
coverage and treatnment for gender dysphoria in post
prepubertal adol escents and adults?

A So | think it's reflected in the recent
Tavi stock versus Bell decision. It is recognized
that this is an area of controversy and that is an
unsettl ed question about --

Q Well, the Tavi stock decision has to do
wth mnors. |I'mtalking about adults and cross-sex

hornones and surgery. Are you aware whether in the
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United Kingdomthey provide coverage and treat nent
of cross-sex hornones and surgery as a nodality of
treatment for gender dysphoria?

A. Yes, | do.

Q Okay. Sanme question with regards to
Sweden?
A Sweden -- again, |I'ma pediatric

endocrinologist. And I think that the caution that
Is put forward in relegating this care to the
setting of -- of an experinental setting is where
It's been pulled back with concerns based upon

the --

Q The restrictions to which you speak al
relate to the provision of puberty blockers; is that
ri ght?

A No. | think it's nore extensive than
that. But it -- it acknow edges that based upon the
literature that there's not very stong evidence and
then instructs that this care be delivered with the
saf eguards exactly as |'m saying, you know, it
shoul d be done here in the United States.

Recogni zing that this is --

Q That's in the context of m nors, though;
Is that right?

MR. KNEPPER: Obj ection, form
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A. Again, that's what |'ve addressed in ny
declaration. And that is ny --

Q (By M. Gonzal ez-Pagan) But with regards
to transgender adults in Sweden, does the
nati onal i zed heal thcare systemin Sweden provide
coverage and treatnent for gender dysphoria in the
form of hornones and surgical care?

A. You know, | would say this is outside the
scope if we're getting into a discussion about
I nsurance coverage. My expertise is in |ooking at
the scientific data about the affirmation and
ot her --

Q Well, you rely on the national reviews of
Sweden, Finland, and the United Kingdom So --

A. Correct.

Q -- I"mwondering if you rely on the
national reviews, | think it's pertinent and
rel evant whet her you disclose in your report that
t hese countries provide for the treatnent and
coverage of this care?

MR. KNEPPER: Objection, form scope.

A. As a pediatric endocrinol ogi st and
physi cian scientist, ny service to this court is not
to opine upon -- | knowit's a big part about this

case about insurance coverage. M role in this
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gender-affirmng treatnment for adults?

A. Again, | would have to say for ne to
comment specifically about that, we would need to
have the docunment in front of me to be able to | ook
through all of the papers. It was a very extensive
study. And there are a nunber of papers there.

And so | would have to | ook through
the papers to specifically look at the inclusion
criteria, whether it was exclusively in kids or

i ncl uded adults and, again, how he defined, you

know, adulthood, whether it's post prepubertal, post

18, early 20s. You know, many peopl e have different

definitions of that. And so --
Q Al right. Same |line of questioning with

regards to Finland. D d you disclose that Finland

provides through its national -- nationalized health

care system gender-affirm ng treatnment for gender

dysphoria for adults?
MR. KNEPPER: Obj ection, form scope.
A. |'"mgoing to state again that for ne to
opine on that, |I would need to | ook at, in those
studi es, what the inclusion -- inclusion criteria

and whether it extended into adulthood.

Q (By M. CGonzal ez-Pagan) My -- ny -- ny

guestion is not pertinent to the report. It's not a
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guestion of whether they reviewed it. It's a
question whether that care is provided in Finland.
MR. KNEPPER: Obj ection, form

A I will say again that this is a question
related to i nsurance coverage. And |'ma pediatric
endocri nol ogi st, physician scientist opining on
| ssues of science, not on nedical coverage.

Q (By M. Gonzal ez-Pagan) One nonent,
pl ease. Let's take a -- well, actually no. W'
cone back. In your report you disclose the Bell wv.
Tavi stock position; is that right?

A. That's correct.

Q That was a decision from Decenber 2020 in
the United Kingdonf

A. Correct. And it was before the appeals
court decision cane out recently.

Q And you submtted an expert report in
Tavi stock; is that right?

A. In that Bell versus Tavi stock case, | did.

Q Are you aware that the Bell v. Tavistock
case dealt solely with the ability of a mnor to
provi de informed consent on their own?

MR. KNEPPER: (Objection to form
A So the decision was based on that. But

that was not what | was opined [sic] to comment on.
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there's no indication here that this was a

peer-revi ewed docunent. It wasn't published in a
journal in the typical way that we do it. So it's a
Counci|l for Choices -- recommendations of the
Council for Choices in Healthcare in Finland. So
this is -- the council itself canme to this

concl usion to answer your question.

Q Let's go back to Exhibit 12.

A " mthere.

Q Al right. W're going to go to
Page 12-10. It is Page 311 of the PDF

A. | wish there was a way you could just type
in the nunber and get to it.

Q Don't we all.

A. Okay. This is with the section that's
titled Guidelines and Policies Related to
Gender - Affirmation?

Q That's right.

A. Very good.

Q The highlighted statenent states:
Clinicians who provi de gender-affirm ng psychosoci al
and nedi cal services in the United States are
I nformed by expert evidence-based guidelines. In
2012, the World Professional Association for

Transgender Heal th, WPATH, published Version 7 of
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the Standards of Care for the Health of Transgender,
Transsexual , and Gender-Nonconform ng Peopl e, which
have been continuously maintained since 1979, and
revisions for Version 8 are currently underway
(Col eman, et al., 2012). Two newer guidelines have
al so published -- have al so been published by the
Endocri ne Society (Henbree, et al., 2017), and the
Center of Excellence for Transgender Heal th (UCSF
Transgender Care, 2016). Each set of guidelines is
i nformed by the best available data and is intended
to be flexible and holistic in application to
I ndi vi dual people. All of the guidelines recomend
psychosoci al support in tandem w th physi cal
i nterventions and suggest timng interventions to
optim ze an individual's ability to give inforned
consent. Mental and physical health probl ens need
not be resol ved before a person can begin a process
of nmedi cal gender-affirmation, but they should be
managed sufficiently such that they do not interfere
with treatnment.
Did | read that correctly?

A. You i ndeed read that correctly.

Q Ckay. This is a consensus study report by
t he National Academ es of Sciences, Engineering and

Medi cine of the United States; is that right?
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record. This is Media Unit No. 5. The tine is
4: 05 Eastern tine.
Q (By M. Gonzal ez-Pagan) Dr. Hruz, one of
the critiques in your report is that puberty
bl ockers have not been approved by the FDA as a
treatment for gender dysphoria; is that right?
A. That is correct. Although it's inportant
to understand why that is a rel evant piece of
i nf ormati on.
Q Well, let's go to page 50 of your report.
A ['"'mthere.

Q Ckay. On the -- there's a nunber of

statenents that you bold and italicize, but on the
third -- the sentence involving the third bold and
italics.

A. Ckay.

Q It's like in the mddle of the page. It

states: The off-label prescription of this drug is
| egal but unethical outside the setting of a
carefully controlled and supervised clinical trial.
Did | read that correctly?
A You di d.
Q And why is that?
A. So, again, this relates to the statenents

that are nade that these drugs are known to be safe
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in this patient population. And we really don't
have the scientific evidence to make that statenent.
Because it's unknown what the -- sone of the effects
are known, but many of the effects are unknown, to
be able to expose people to this intervention, not
only to expose themto that, but to namke the
statenent that it is known to be safe with that
absence of evidence, it really finds itself outside
of what |'d consider ethical.

Q Just for clarify, what do you understand
"of f-1abel"” use to nean?

A. Ch, it's actually very common in the area
of pediatrics. |It's to prescribe a nedication for
sonething that it has not been FDA approved. So it
could be for another -- a drug that's approved for
one purpose and using it for another purpose. Mbst
often that's how it's used.

Q Have you personally ever prescribed any
drugs on an off-|abel basis?

A. Very frequently do.

Q Do you do so even in the absence of
random zed clinical control trials?

A. Usual |y when | prescribe them off-I|abel,
there are random zed controlled trials in different

popul ations that |I turn to. | look at the relative
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risk and -- but | don't nake the statenent that we
know with definity [sic] about the safety of a
medi cation in a way that we don't have that

I nfor mati on.

Q And you said usually. So there are tines
when you prescribe off-1abel drugs even in the
absence of clinical controlled random zed trials?

MR. KNEPPER: Obj ection, form

A. Usually when |I'm prescribing it, what we
woul d consi der off-|abel npbst often, it is for a
condition that is not markedly different for the use
that it is being given only that it had been
approved nost often for adults rather than children.

Q (By M. Gonzal ez-Pagan) And clinical
control trials are actually relatively rare in the
pedi atric popul ati on?

A. No. | would say that -- | nean, that's
the standard that's accepted especially for
medi cati on use. The reason why they're not done in
pediatrics is that usually there's a substanti al
cost associated with that. People are |ooking at
mar ket share and, you know, how much it's going to
cost to be able to study that drug in that patient
popul ation. Yet it's already been studied in a

random zed control trial in a simlar population
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wi t hout the sane caveats that we consider when we
| ook at this question of pubertal bl ockade.

Q What is the FDA?

A. The Food and Drug Adm ni stration.

Q Does the FDA regul ate prescription drugs?

A. Yes.

Q What is the FDA's decision with regards to
a prescription of off-1abel use of drugs?

MR. KNEPPER: (bj ection, form scope.

A. You know, | don't know that they have a
statenent that there is an ethical responsibility
that all physicians who are prescribing off-1abel.
It al so applies both to the prescribing physician
and it also applies to the pharnaceutical conpany
that's maki ng the nedicati on.

If it's off-label, they cannot narket
it to a group of people that it wasn't approved for.
Physi ci ans that prescribe off-1abel nedications
accept the responsibility, you know, for the risks
and benefits. And they're obligated to informtheir
patients of the evidence that they have, where it
cones from and the basis for recomendi ng that
medi cati on.

That's true for all nedications, but

certainly when you're using it off-Ilabel, you know,
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it involves consideration of the indication, how
applicable the random zed control studies that have
been done to approve the drug are applicable to the
popul ation that you're going to use it for.
(Wher eupon Exhibit 14 was
i ntroduced for identification.)
Q (By M. Gonzal ez-Pagan) Showi ng you what's
been marked as Exhibit 14. Do you have that in
front of you?
A. | do.
Q This appears to be a notice by the Food
and Drug Admi nistration in the Federal Register
dat ed Novenber 18, 1994, pertaining to a citizen
petition regarding the Food and Drug
Adm ni stration's policy on pronotion of unapproved

uses of approved drugs and devices, request for

conment s.
A. | see that.
Q Did |l -- did | describe the docunent

correctly?

A. |'"ve not read the entire docunent. But
that section that you read was read correctly.

Q Ckay. Going on to the second page. It's
a highlighted portion. | wll represent any

hi ghlights in the docunent were done by me. And
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there are no other alterations to the docunent.

The highlighted portion reads: Over
a decade ago, the FDA Drug Bulletin inforned the
medi cal community that once a drug product has been
approved for marketing, a physician nay prescribe it
for uses or in treatnent regi mens of patient
popul ations that are not included in approved
| abel i ng.

The publication further stated
unapproved, or nore precisely unl abel ed uses nay be
appropriate and rational in certain circunstances
and may, in fact, reflect approaches to the drug
t herapy that have been extensively reported in
medical literature. Valid new uses of drugs already
on the market are often first discovered through
serendi pi tous observations and therapeutic
I nnovati ons, subsequently confirmed by well-pl anned
and executed clinical investigations.

Did | read that correctly?

A. You did, indeed.

Q Your report doesn't acknow edge that the
| ong-standi ng position of the FDA has -- wth
regards to off-label use of drugs?

MR. KNEPPER: Obj ection, form

A. | would say that this paragraph that you
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read does not directly apply for the reason for ny
consideration of this use of GiRH agonist in
pubertal adol escence for gender dysphoria is the
same. And it's inportant to note in this paragraph,
it says the word "may." It doesn't guarantee that
it is. And it reflects the nature of the
application that one is providing.

(Wher eupon Exhibit 15 was

I ntroduced for identification.)

Q (By M. Gonzal ez-Pagan) Introduci ng what
has been marked as Exhibit 15. Noted bel ow, the
creator of the docunent is a printout of a web page
fromthe Food and Drug Admi nistration's website. It
is titled Understanding and Approved Use of Approved
Drugs O f - Label .

Did | read the title of this web page
correctly?

A. Yes, you did.

Q Ckay. Moving on to the second page,
there's a highlighted portion. | will stipulate for
the record that any highlights in this docunent were
inserted by ne and that there are no other
alterations to the docunent.

The highlighted portion of the

docunent states: Fromthe FDA perspective, once the
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FDA approves a drug, healthcare providers generally
may prescribe the drug for an unapproved use when
they judge that it is nedically appropriate for
their patient?

Did | read that correctly?

A. You indeed read it correctly.

Q Before opining as to whether the use of
of f -1 abel puberty bl ockers should be considered
unet hical, did you review the positions of the FDA
with regards to off-I|abel use?

A. Again, |I'mvery, very famliar with that.
Maybe perhaps not these specific docunents, but | --
this is entirely consistent with nmy understandi ng of
the off-Ilabel use of drugs.

(Wher eupon Exhibit 16 was
I ntroduced for identification.)

Q (By M. Gonzal ez-Pagan) Showi ng you what's
been marked as Exhibit 16. [1'll represent this is a
gui dance for institutional review board for clinical
I nvestigators published by the Food and Drug
Adm ni stration dated January 1998. It is titled
O f-Label, an Investigational Use of Marketed Drugs,
Bi ol ogi cs and Medi cal Devi ces.

Did | represent the docunent

correctly?
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A. You correctly read the title of this
docunent .

Q There is a highlighted portion in the
first page of the exhibit. 1'll represent that al
the highlights were added by nme to that exhibit.
And there are no other alterations to the docunent.

The hi ghlighted statenent reads: |If
physi ci ans use a product for an indication not in
t he approved | abeling, they have the responsibility
to be well-infornmed about the product, to base its
use on firmscientific rationale and on sound
medi cal evidence, and to maintain records of the
product's use and effects. Use of the marketed
product in this manner when the intent is the
practice of nedicine does not require the subm ssion
of an I nvestigational New Drug Application
| nvestigati onal Device Exception or review by an
I nstitutional Review Board.

Did | read that correctly?

A. You read that section correctly.

Q Do you acknow edge this guidance of the
FDA in your report?

A You nean the statenment that | made about
the ethics of prescribing the nmedication and the

need does not require that, but it does not nean
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that it's not the approach that should be done. So
that one -- for exanple, it's not mal practice and
one's not going to lose their |icense by prescribing
a nmedication off-label in this manner.

However, when we | ook at the use of
this -- the GaRH agonist with a reference that |
made to the FDA off-1|abel use involves product use
that is not the same as what it is used in the
treatment of prepubertal children and the risks
require -- and because of the risks of the
I ntervention and the | ack of know edge, it's very
different than many of the other times that | nyself
have used off-| abel ed use of nedications.

So the statenent itself is accurate.
It is consistent with ny understanding of the FDA
guidelines for that. And | think ny statenent in ny
declaration fully reflects the reason why it is of
ethical concern in this case.

(Wher eupon Exhibit 17 was
I ntroduced for identification.)
Q (By M. Gonzal ez-Pagan) Showi ng you what's
been marked as Exhibit 17. Are you famliar wth
t he Anerican Acadeny of Pediatrics?
A. | was a nenber of the Anmerican Acadeny of

Pedi atrics for over 20 years.
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Q This is a policy statenent by that
organi zation titled O f-Label Use of Drugs in
Children; is that right?

A. That is the title of the statenent, yes.

Q "Il represent that there are highlights
within this docunent. Those highlights have been
added by ne. And there are no other alterations in
t he docunent.

On the abstract in the highlighted
portion, it states: However, off-|abel drug use
remai ns an inportant public health issue for
i nfants, children and adol escents, because an
overwhel m ng nunber of drugs still have no
information in the |labeling for use in pediatrics.
The purpose of off-1label use is to benefit the
I ndi vidual patient. Practitioners use their
prof essional judgnent to determ ne these uses. As
such, the term"off-1abel" does not inply an
| mproper, illegal, contraindicated or
I nvesti gati onal use. Therapeutic deci sion-mnmaking
must al ways rely on best avail abl e evidence, the
i nportance of the benefit for the individual
pati ent.

Did | read that correctly?

A. You read it correctly. And | would
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comment that the very |last sentence is at the heart
of my concern about howit's -- GIWRH agonists are
being used in the setting of gender dysphori a.

Q So is your critique that the use of GhRH
anal ogues [sic] for the treatnment of gender
dysphoria is unethical because it's not the best
avai | abl e evidence in your opinion?

A. There are many | ayers to the question. |
woul d say that many of the people that are
prescri bing these drugs are not even aware of the
emergi ng evidence that is comng forward about | ack
of efficacy and the risks of these nedications.
They're relying on their decision based upon
statenents made by nmany of the organi zations that
you nmentioned earlier that -- that are not
considering the relative risk-benefit analysis. And
so a provider, unless they' ve had the opportunity
i ke myself and others who have been famliar with
the literature, are going to be msled with the
assunption that this is the avail abl e evi dence,
supports its use.

Q. well --

A. Many of the people that are prescribing
t hese nedi cati ons have not read those papers, not

consi dered those papers, not considered the poor
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Q (By M. Gonzal ez-Pagan) Dr. Hruz, how did

you first conme to be an expert in transgender

litigation?
A. Well, | think it was a recognition of ny
know edge of the -- of the subject area and -- that

| had in a nunmber of different settings including
the grand rounds talks that | said previously and
some of the things that |'ve been discussing for the
| ast -- since alnpbst ten years now.

Q Do you know what the Alliance Defending
Freedom i s?

A. Yes.

Q Have you nmet with staff fromthe Alliance
Def endi ng Freedomin order to discuss how to serve
as an expert in cases involving transgender issues?

A. My invol venment was nostly to tap into ny
knowl edge and expertise in this area, to informthat
organi zation of sonme of the relevant issues. |'ve
never been coached on how to be an expert w tness,
nor have | necessarily been encouraged in any way.
These requests have generally cone fromthe
litigating | awers, how they received nmy nanme or to
what extent and in what ways they becanme famliar
with ny know edge and expertise in this area is not

known to ne.
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Just like the other groups that |'ve
spoken to, |'ve been nore than willing to be -- to
share the know edge that |'ve accunul ated over this
| ast decade in this area.

Q Did you attend a neeting at the Alliance
Def endi ng Freedom offices in Arizona in 20177

A | don't recall the exact date, but | did
travel to Arizona to neet with other individuals

that al so had uni que areas of expertise in the area,

yes.
Q Just to clarify, was that one or two
nmeeti ngs?
A. I think I'"ve had two separate neetings.

The first was nmuch shorter. And the second one was
much nore of presentations wth actual data.
Q What was discussed in that first neeting?
A. Again, it was many years ago. But ny
recol l ection was just to understand what was goi ng
on. It was -- it was the sane types of questions

about the care that is being proposed and offered.

But it was nuch | ess defined, | think, at that point
intime. It was nore of an informal type of
meeti ng.

Q Who was in attendance at that first
meeting?
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A. | suspected you were going to ask ne.
And, you know, honestly | don't renenber the exact
conposition of the people that were there. |If you
happen to know, | can acknow edge or deny whet her
they were there or not. But |I've net literally
hundr eds of people over the last ten years in
various settings. | do know that at that first
nmeeting, Allan Josephson was there. And | believe
that Mark Ramrez was there as well.

Q Was Jeff Shafer there?

A. Yes. He actually at that tinme was working

Q Was Gary McCal eb there?

A Yes. And he was one of the first contacts
| had fromthat group.

Q When they invited you to this neeting,
what was the invitation, what did they tell you it
was going to be about?

A. They had desired to convene a group of
peopl e that had knowl edge in this area and to be
able to discuss that, is ny recollection at that
point in tine.

Q Was Ryan Anderson there?

A. He was at one of the neetings, the two

meetings, |I'mnot sure which -- which one.
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Q About how many people were in that first
meeti ng?

A. Probably about eight to ten if you include
Jeff Shafer and Gary McCal eb. You know, no nore
than a dozen, probably less than that.

Q And the second neeting, you indicated that
It involved sone presentations; is that right?

A That's correct.

Q Was it also in Arizona?

A Yes.

Q Who was present at the second neeting?

A. Simlar to the first neeting. And, again,

| may get m xed up, the first and second neeti ngs.
There were different people that were present. |
know t hat Walt Heyer was at one of the neetings.
Oxy Horvath was at one of the neetings as well.
You'd have to give ne the other nanmes if there was
any. |I'mdrawing a blank. It was a while ago.

Q Was Mark Regnerus at the second neeting?

THE COURT REPORTER: |'m sorry. \What was

t hat nanme?
A. He was only at --

MR. GONZALEZ- PAGAN: Mar k Regner us,
R-E-G N E-R-U-S.

A. | believe he was at one of the neetings.
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"' m not sure which one.

Q (By M. Gonzal ez-Pagan) Was Patrick
Lappert at one of these neetings?

A. He woul d have been likely at the second
nmeet i ng.

Q Was Paul MHugh at any of those neetings?

A No.

Q Was M chelle Cortella at any of these

meeti ngs?

A. ' ve encountered Mchelle at a nunmber of
different settings. I'mtrying to think back. |
honestly -- | just can't renmenber. She may have

been at one of them

Q Was Quinton Van Meter at any of these
meeti ngs?

A. | have met with him [I'mjust trying to
t hi nk of what the circunstances and when he was
there. Again, you know, |'ve nmet so many people
over many different years in many different venues.
It's challenging for ne to renenber who was i n what
neet i ng.

Q Did the ADF | awyers discuss the need to
devel op expert witnesses for litigation?

A. Again since it was several years ago, |I'm

trying to renenber the exact content. | think the
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mai n focus was -- was understandi ng what was goi ng
on to be able to understand fromnultiple different
perspectives. One of the nost hel pful outcones for
nyself was the opportunity to talk to the
transitioners. These are adults that have had the
experience of going through the affirmati on approach
only to discover eight to ten years after that, that
it did not solve their problens.

It was simlar to ny efforts to
connect with parents and -- that were experiencing
this with their children as part of my understandi ng
of the unique circunstances facing these
I ndi viduals. That's what | wal ked away with nore
t han anything el se. Wether there was di scussions
about, you know, whether there were -- were
litigation going onis -- | just don't recall.

Q Were you aware that the Alliance Defending
Freedomis a religious organization?

A. | think that's -- if you travel to their
headquarters, that's hard to m ss.

Q Let's go back to your report, Exhibit 1.
On the third page, Paragraph 7.

A. We're on ny expert report. Okay.

Q Page 3, Paragraph 7.

A Thank you. [I'mgoing to go to ny clean
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copy that | have printed out. Ckay.

Q Ckay. It is nentioned that you al so
spoken with parents of children experiencing gender
dysphoria and earlier you nentioned that you had
spoken with Eli Coleman; is that right?

A. That is correct.

Q And Eli Coleman is one the authors of the
WPATH st andards of the care; is that correct?

A He's one of the | ead authors, correct.

Q I n Paragraph 7 you state that you have net
I ndi vidually and consulted with several pediatric
endocrinol ogi sts including Dr. Norman Spack, who had
devel oped and | ed transgender prograns in the United
States; is that right?

A. That is correct.

Q Who' s Nor man Spack?

A Nor man Spack was from Harvard. He was
actually probably the first person to introduce the
Dutch nodel of care to the United States. In the
| atter years of his career, he becane a very
out spoken advocate for that approach. In fact,

Dr. Spack was invited to Washi ngton University very
early on when the question was being proposed to
start the gender center at Washi ngton University.

Q And you discussed the treatnment of gender
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dysphoria and transgender people with Dr. Spack?
A That's correct.
(Wher eupon Exhibit 19 was
I ntroduced for identification.)
Q (By M. Gonzal ez-Pagan) Show ng you what's
been marked as Exhibit 19.
A. So this is the declaration for Norm Spack
for the Drew Adans case, correct?
Q That's correct, yes. Have you seen this

docunment before?

A. |'ve heard of it. | believe |I saw that
during the -- my involvement in the Adans case.
Q He nmentions that on or about October 19,

2014 -- sorry. On Paragraph 8 of the declaration on
Page 2, he nentions that on or about October 9,
2014, he gave a presentation at St. Louis Children's
Hospital regarding the foundation of GeMs, the
wor ki ngs of a gender namnagenent program at a
pedi atric hospital, and in nedical treatnent and
care of gender and nonconform ng and transgender
children and adol escents; is that right?

A. O her than the word "gender" is
m sspel | ed, yes.

Q It goes on to say on Paragraph 9 on the

next page that follow ng the presentation, he net
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privately with medical staff including

endocrinol ogists at St. Louis Children's Hospital to
answer their questions and share his know edge and
experience.

He then goes on to say that he al so
in that context nmet privately with you at St. Louis
Children's Hospital when you approached himafter
the presentation.

Do you recall that?

A. | recall the neeting both with the
faculty -- | don't specifically renmenber the private
nmeeting afterwards. | do renenber we had kind of a

round table. W actually sat around a circle with
ot her col | eagues of m ne and addressed questi ons.
But | -- it certainly would be in agreenment with
where | was at that point in tinme in an
under st andi ng for the proposal for care involving
affirmation.

Q He goes on say that during his neeting
wth you, you directly expressed that you had,
guote, a significant problemwth the entire issue,
cl osed quote, and, quote, whole idea of transgender,
closed quote. He then states that you foll owed up
t hese comments by stating, quote, for ne it is a

matter of my faith, closed quote.
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Do you recall making these statenents

to Dr. Spack?

A. | do not.

Q Do you deny making these statenents to
Dr. Spack?

A. | do not recall nmaking those statenents.
And it really seens to be -- |'mnot sure of the

context of the conversation, where that cane from
This was a tinme shortly after our institution was
considering the adoption of the affirmative care
nodel for starting their gender center. And very
clearly at that point in time, | was very early in
i nvestigating the literature and | renmenber talking
with ny coll eagues at that very sanme tinme about the
gquestions that | had about the science, about sone
of the statenments that were being nmade.

One of the questions that canme up
related to sone of the assertions about nore in the
area of anthropology as far as a human bei ng and
whet her it was possible for one to change one's sex.
| recall that at that point in tinme, you know, the
people were just starting to nake the comments |ike
I n one of the other cases where Dr. Atkins would
make the statenments gender is sex. And | certainly

chal l enged those assertions at that tine.
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So this is a period of discovery for
me. And for ne to make a definitive statenent |ike
that is not really even logical fromwhere | was at
that point in tine.

Q Are you famliar with the St. John Paul,
1, Bioethics Center?

A. Yes.

Q Is St. John Paul, 11, Bioethics Center a
religiously affiliated institution?

A. | believe it is, yes.

Q Did you speak at the St. John Paul, 11,
Bi oet hics Center in Novenber of 20177

A "' mnot sure of the exact date. But | did
deliver a talk to that group.

Q During that talk, did you not state about
bei ng transgender that, quote, in fact, probably
goes back to some of the early heresies in the
church, closed quote?

MR. KNEPPER: Obj ection, form scope.

A. You know, |I'd have to see the context of
when that statenent was made and how it was being
portrayed to that audi ence, whether it was in
response to a question with context that is not
I ncl uded in your question.

Again, as you nentioned, this was a
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DREW ADAMS, a minor,
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Q. So is that a "yes" or a "no"?

A. That is a -- to make sure I understand the
question again, please address it again.

Q. If Drew asked you to use male pronouns,
would you use male pronouns?

A. Yes.

Q. In your practice -- and I take it you've

been practicing for several years, so in your
practice, how many transgender patients have you
treated in the past five years?

A. As stated explicitly in my declaration, I
intentionally do not treat transgender patients.

Q. At all?

A. That is correct.
Q. In any -- for any treatment?
A. Oh, the ones that I'm aware of, I have not

encountered any patients that have presented to me as
transgendered for any other conditions. I have
certainly encountered many patients where that was
something under consideration or something that I
suspected, but nobody has ever mentioned directly to
me that they were transgendered.

Q. Okay. So to your knowledge, you have not
treated any person that you knew was transgender?

MR. KOSTELNIK: Form.
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A. Well, again, if you would -- yeah, that is

true for -- for the -- the patient -- somebody like
Drew Adams that was biologically normal. I have

certainly cared for hundreds of patients that have
disorders of sexual development. Many practitioners
will include those in that designation. I believe
that they are a completely different patient

population than Drew Adams.

Q. (By Mr. Gonzalez-Pagan) What is gender
dysphoria®?
A. Gender dysphoria is the discomfort that one

experiences related to gender identity that does not

conform with one's biological sex.

Q. Is that the definition in the DSM?

A. Yes.

Q. It uses the word "discomfort"?

A. I'd have to go look back at the exact

wording of that. 1It's the difficulty that they
experience, psychological difficulty with that, yes.

Q. Okay. And based on your testimony, would
you agree that you have not treated any transgender
patients for gender dysphoria?

A. Yes, I would agree.

Q. Would you agree that Drew's treating

physicians have diagnosed him with gender dysphoria®?

Veritext Legal Solutions
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the person putting forward this clinic and trying to
understand what care that was being proposed to be

provided in the setting of that context in my role as

the director of our -- or the chief of our division of
endocrinology.
Q. Just to be clear, though, you have never sat

in a meeting between a provider and a patient
discussing their treatment options for gender
dysphoria®?

A. That is correct, I've never been in the room
with a patient while that care is being discussed.

Q. All right. Would you agree that Drew Adams'
doctors have concluded that gender-affirming treatment
is appropriate treatment for him?

A. That is what they concluded, yes.

Q. Would you agree that Drew Adams' doctors
have concluded that the gender-affirming treatment has
been helpful to Drew?

A. I believe that that's what they claim, yes.

Q. Do you agree that Drew Adams' gender-
affirming treatment has been beneficial for him?

A. It depends on what you mean by beneficial.

I think that it is far too early to know what the
long-term outcome -- outcomes are going to be from

what is being provided for Drew Adams.
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Q. As we stand here today, has the
gender-affirming treatment been beneficial to Drew
with regards to his gender dysphoria?

MR. KOSTELNIK: Object to form.

A. So similar to the literature that has
already been published in this area, Drew, by the
reports that I've read, is experiencing a -- a
lessening of the dysphoria in relation to the gender
discordance, and I would say that based on the
information that I saw, the answer is yes.

Q. (By Mr. Gonzalez-Pagan) As we stand here
today, do you agree that Drew Adams' gender-affirming
treatment has improved his quality of life?

A. So again, I can't say with certainty what
actually has improved his quality of life. I can say,

based on the record, that he is better adjusted than

previously.

Q. Dr. Hruz, you're an endocrinologist,
correct?

A. That is correct.

You're not a psychiatrist, correct?
That is correct.
You're not a psychologist?

That is correct.

o » 0 P

Are you a licensed mental healthcare
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provider of any kind?
A. I am not.
Q. Can you diagnose gender dysphoria?
A. I can -- I can diagnose gender dysphoria to

the extent that my colleagues, as pediatric
endocrinologists, follow the DSM-5 and look at the
criteria and put the check boxes there. That is the
extent of what my colleagues, as pediatric
endocrinologists, do, and I'm just as capable of doing
that as they are.

Q. As an endocrinologist, do you routinely
diagnose conditions in the DSM-5?

A. I -- I do not -- well, let me -- I'm
trying -- the reason I'm waiting is I'm trying to
think as I put in my ICD9 codes in my visits, I do
believe that I've actually added them, but I do not
consider myself as a psychiatrist to making those
diagnoses, no.

Q. Do you have any basis to know whether Drew
Adams has suffered distress as a result of being
denied access to the restroom consistent with his
gender identity?

A. I can only evaluate what is contained within
his patient chart and the literature -- or the

information that was provided to me.

Veritext Legal Solutions

212-267-6868 www.veritext.com 516-608-2400



© 00 4 o U bx W N BB

L e e
& W N KB o

15
le
17
18
19
20
21
22
23
24
25

Case 4:22-cv-00325-RH-MAF Document 136-5 Filed 04/07/23 Page 10 of 34

Page 57

whether the person they're using right now is not
specifically dedicated to the clinic, but there are
many psychologists there at Children's Hospital, and I
certainly could refer them to one of those
psychologists, that's correct.

Q. Just to clarify, would you discourage them
from using the transgender center at your university?

A. I would neither encourage nor discourage. I
would merely state that I do not agree with the
treatment that is being done in that clinic.

Q. And that treatment is the treatment that is

in accordance with the Endocrine Society's clinical

guidelines?
A. That is correct.
Q. And in accordance with the WPATH standards

A. As I understand it.

Q. And the treatment that is being allowed by
the Washington University at the clinic?

A. Yes.

Q. Would you tell the patient that?

A. Excuse me. Tell them what?

Q. That the care provide -- would you tell the
patient that the care provided at the transgender

center is in accordance with the Endocrine Society's
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clinical guidelines?

A. I would let them know that the clinic was
available, and I would let the people in that clinic,
if they chose to attend that clinic, present all of
the information for the basis for their treatment
approach.

Q. So you wouldn't inform the patient that the
treatment is in accordance with the clinical
guidelines?

A. I'm envisioning the hypothetical situation
that you're talking about, and the extent of my normal
clinic visit and how much time I have to present all
of the -- the important aspects of clinical care, and
I'm envisioning that there would be a limit of the --
the length of that conversation if I was going to
adequately address all of the other relevant issues
that I was caring that patient for [sic].

Q. Would you suggest that the patient seek
conversion therapy?

A. No.

Q. Is the treatment at the transgender center
consistent with the position and recommendations of
the American Medical Association?

A. I -- as I understand it, yes.

Q. Is the treatment at the transgender center
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consistent with the position and recommendations of
the American Academy of Pediatricians?

A. The AAP, yes.

Q. Is the treatment at the transgender center
consistent with the position and recommendations of
the American Psychiatric Association?

A. I don't follow those as closely, but I would
assume yes.

Q. Is the treatment at the transgender center
consistent with the position and clinical guidelines
of the American Psychological Association?

A. The same as the last answer. To my
knowledge, I don't know them specifically, but I would
say yes.

Q. Okay. Let's go a little bit for some of
your memberships. You're a member of the American

Medical Association, right?

A. No.

Q. Were you a member of the American Medical
Association?

A. I was in the past, yes.

Q. Are you a member of the American Academy of
Pediatricians?

A. Yes.

Q. Is your position in your report and as you
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sit -- sit here today consistent with the position of
the American Academy of Pediatricians?

A. It is not consistent with the -- the opinion

that is presented by the AAP. Again, I will note that
is not a -- a position that has been voted upon by the
entire membership of the AAP.

Q. Are the -- all the positions adopted by the
AAP voted upon by the membership?

A. No. In fact, they're usually voted on by a
very small select committee, a -- a very minority of
the entire academy.

Q. So the position of the AAP on this subject
has been adopted via its regular procedures?

A. Yes. Which -- which I would add do not

involve membership of the entire academy.

Q. Are you a member of the Endocrine Society?
A. Yes, I am.
Q. Are your positions here today and in your

report consistent with the clinical guidelines of the
Endocrine Society?

A. They are at odds with the recommendations
that are put forward, the guidelines that are put
forward for the treatment of gender dysphoria.

Q. You're a member of the Pediatric Endocrine

Society, correct?
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A. Yes, I am.

Q. Are your positions here today and the
positions in your report consistent with the positions
adopted by the Pediatric Endocrine Society?

A. They are not, and I've actually written to
the PES on more than one occasion with my opinions and
invited them to dialogue about the -- the scientific
evidence that I have in dispute from -- that are
included per the recommendations.

Q. And we've requested those comments, right?

A. Yes. And everything I have on file, I gave
you everything I have. I don't have records of
anything that I did not send you.

Q. You have published a body of literature in
your career, correct? Right?

A. That is correct.

Q. How many peer-reviewed articles have you
written and published regarding gender identity?

A. I have not published peer-reviewed articles
on gender identity.

Q. How many peer-reviewed articles have you
written and published regarding transgender people?

A. I have not written peer -- peer-reviewed
papers on that topic.

Q. How many peer-reviewed articles have you
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written and published regarding the treatment of
transgender children and adolescents?

A. Again, as peer-reviewed, I have not written
any.

Q. How many peer-reviewed articles have you
written and published regarding the treatment of
gender dysphoria?

A. I have not written any.

Q. How many peer-reviewed articles have you
written and published regarding the use of restrooms
by transgender students?

A. I have not written any.

Q. How many studies have you conducted
regarding gender identity?

A. Conducted, I have not conducted any, but I
am in the process right now of responding to a
research funding announcement by the NIH to be able to
engage in that research.

Q. But just to be clear, you haven't conducted
any as we stand here today?

A. That is correct.

Q. And you -- have you submitted that proposal
to the NIH?

A. I -- I have not.

Q. How many studies have you conducted
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regarding transgender people?
A. I have not.
Q. How many studies have you conducted

regarding the treatment of transgender children and

adolescents?
A. I have not.
Q. How many studies have you conducted

regarding the treatment for gender dysphoria?
A. I have not.
Q. How many studies have you conducted

regarding the use of restrooms by transgender

students?
A. I have not.
Q. So you have no experience treating gender

dysphoria, right?

A. Treating gender dysphoria?
Q. Yes.
A. I have not -- as I said earlier, I have not

treated patients with gender dysphoria.

Q. And you have no experience conducting
studies regarding transgender youth and adolescents,
correct?

A. Conducting studies, I have not, as I said,
have not participated in any studies to date.

Q. And you have no experience conducting
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studies regarding gender dysphoria?

A. I have not conduct -- as I said, I have not
conducted any studies on gender dysphoria.

Q. Nor have you published any literature
regard -- regard -- peer-reviewed literature regarding
gender dysphoria®?

A. Peer-reviewed, no.

Q. So having no experience treating transgender

patients for gender dysphoria, no experience

conducting studies regarding transgender people, and

no experience publishing peer-reviewed literature

regarding transgender people, you consider -- do you

consider yourself an expert on transgender issues?
MR. KOSTELNIK: Object to form.

A. I am a physician/scientist who has
extensively read the literature for the merits, as I
do in any other condition, and I believe I have
expertise related to my role as a physician and a
scientist and a pediatric endocrinologist to
adequately assess the quality and quantity of the
literature that's present on this area.

Q. (By Mr. Gonzalez-Pagan) And having no
experience treating gender dysphoria, no experience
conducting studies -- scratch that.

Let's talk a little bit about your article,
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references that I provided, that it would not be
sufficient.

Q. (By Mr. Gonzalez-Pagan) Okay. Can you
please read for me the last paragraph?

A. "In summary, as researchers and clinicians
with expertise in gender and sexuality, we affirm that
the 'Sexuality and Gender' report does not represent
prevailing expert consensus opinion about sexual
orientation or gender identity, related research or
clinical care."

Q. Do you agree with that statement?

A. To the extent that the paper, the "Sexuality
and Gender" paper, addresses the issue of consensus,
what we define by consensus -- so the -- there are
many individuals that signed this letter that have an
opinion that is not supported by the literature that's
cited in the "Sexuality and Gender" paper. So if you
look to the specific information contained within that
paper and critically evaluate it, I think that it
would be at odds with what these individuals that have
signed this paper have put forward.

Q. Is the position of the American Medical --
Medical Association at odds with the position of this
[sic] several hundreds of signatories?

A. So the American Medical Association, all of
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the -- the organizations that we already mentioned
earlier in this deposition have similar statements
related to the treatment guidelines, and all of them
are limited by the lack of scientific justification or
evidence supporting those recommendations.

Q. Okay. And just to clarify, that's the

American Medical Association, right?

A. That's one of the organizations, correct.

Q. And the American Academy of Pediatricians,
right?

A. That is correct.

Q. And the American Psychological Association?

A. That is correct.

Q. And the American Psychiatric Association?

A. That is correct.

Q. And the Endocrine Society?

A. That is correct.

Q. And the Pediatric Endocrine Society?

A. That is correct.

Q. And the World Professional Association of
Transgender Health?

A. That is correct.

Q. All right. Would you agree that your
article, Growing Pains, similarly does not reflect

current scientific or medical consensus about gender

Veritext Legal Solutions
212-267-6868 www.veritext.com 516-608-2400



© 00 4 o U dx W N B

N N N NN B B R R R R R B pRB R
& W N B O VW ® 4 o Ud W N KB O

N
)]

Case 4:22-cv-00325-RH-MAF Document 136-5 Filed 04/07/23 Page 20 of 34

Page 83

with that, so --

Q. Is "Growing Pains" your only article on
transgender people and gender dysphoria®?

A. Yes.

Q. Are you familiar with the St. John Paul II
Bioethics Center?

A. Absolutely.

Q. Is this St. John Paul II Bioethics Center a
religiously affiliated institution?

A. Yes, it 1is.

Q. Is it part of the Holy Apostles College and
Seminary?

A. Yes, it 1is.

Q. Did you speak at the St. John Paul II

Bioethics Center just three days ago, on Friday,
November 17th?

A. I did, yes.

Q. During your speech last Friday, did you --
you said, "The identity of the indiwvidual is
interactively linked to the body and the soul of the
person." Is that right?

MR. KOSTELNIK: Form.

A. Repeat that again, just so I make sure you

said that accurately.

Q. (By Mr. Gonzalez-Pagan) During your speech
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last Friday, you said, "The identity of the individual
is interactively linked to the body and soul of a
person." 1Is that correct?

MR. KOSTELNIK: Form.

A. That is correct.

Q. (By Mr. Gonzalez-Pagan) During your speech
last Friday, you said about being transgender, that,
in fact, it probably goes back to some of the early
heresies in the church; is that correct?

A. The introduction that I was providing to
that audience was trying to put the context of the
discussion in the proper framework, and I specifically
made the statement that I am not a philosopher, that
I'm going to be talking about issues of science and

medicine. And it was an introduction to that talk

to -- for that audience.
Q. Okay. Do you know who Caitlyn Jenner is?
A. Yes, I do.
Q. Caitlyn Jenner is a transgender woman,
correct?

MR. KOSTELNIK: Form.
A. Caitlyn Jenner, formerly known as Bruce
Jenner, is somebody that has been widely advertised
in -- in the media related to the gender transition

that -- that Caitlyn underwent.
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Q. (By Mr. Gonzalez-Pagan) Is Caitlyn Jenner
transgender?
A. By definition, yes.
Q. In referring to a picture of Caitlyn Jenner,

did you not say these pictures are often disturbing?

A. I did. And that was the slide --
specifically was the statement, not Caitlyn Jenner,
but there were two other pictures presented in that
talk of children saying I hate my body. That was what
I was referring to.

Q. Just to be clear, when it comes to the
treatment of transgender people and gender dysphoria,
your only publication is in a religiously-affiliated
journal and you've spoken to -- about the topic to
religiously-affiliated institutions?

MR. KOSTELNIK: Form.

A. I have offered to speak at all institutions
that have invited me. And to date, yes, that was --
that was the institute that -- that invited me to
speak last Friday.

Q. (By Mr. Gonzalez-Pagan) When did you first
become interested in the matter of transgender people
and the treatment of -- for gender dysphoria®?

A. It was about five to six years ago, as chief

of our Division of Endocrinology, when the question
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A. I provided everything that I have access to
right now that I can recall. I'm only stating that
there are likely other papers that I do not have
access to, because I did not keep track of it at the

time that I read them or looked at them.

Q. Okay. Have you spoken with Dr. Allan
Josephson?

A. Yes, I have.

Q When?

A. On multiple occasions.

Q Can you please describe?

A I met Dr. Josephson within the last year

as -- it was probably in the spring at some point in
time, the first time that I actually met him. We've
had a number of conversations over this past year,
specifically related to his expertise as -- as a
psychiatrist and mine as an endocrinologist. I have
drawn upon him for questions related to psychiatric
issues that -- that I did not have expertise in, to
gather his opinion.

Q. In what capacity did you first
counter-interact with Dr. Josephson?

A. It was at a conference that was put together
to bring experts from various disciplines to this

question of -- of gender dysphoria.
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Q. Who put that conference together?
A. The Alliance Defending Freedom.
Q. The Alliance Defending Freedom is a

religiously-affiliated institution, isn't it?

A. If you say so. I don't pay attention to
what their religious affiliation is.

Q. When was this conference?

A. It was in the -- I don't know the exact

date, but it was in the spring.

Q. Where was this conference?
A. It was in Phoenix.
Q. Aside from you and Dr. Josephson, do you

recall any other experts, physicians or clinicians
that attended this conference?

A. Yes, there were -- there was several other
psychiatrists and psychologists. I don't remember
their specific names, unfortunately. There were
people that are in the social sciences. There was one
other endocrinologist. I'm trying to remember who

else was there. There were several lawyers from the

ADA.

Q. Do you have any documents pertaining to this
conference?

A. Not that I saved, no.

Q. Just to clarify, is there anything you
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university, they offer gender-affirming treatment for
gender dysphoric youth?

A. Yes, they do.

Q. Do they offer reparative treatment as a
treatment for gender dysphoria at Boston Children's
Hospital®?

MR. KOSTELNIK: Form.

A. The word reparative therapy covers a lot of
connotation by different people but to my
understanding, they do not make any specific effort in
counseling to lead to the realignment of gender with
sex, if that's what you mean by conversion therapy.

Q. Before you started researching the issues of
dysphoria around five years ago, had you met with
Dr. Spack then?

MR. KOSTELNIK: Form.

A. Prior to five years ago, I do not recall a
specific encounter yet. I'm sure we interacted at
some point at one of the international meetings.

Q. (By Mr. Gonzalez-Pagan) In Paragraph 7, you
state that you have met with parents of children with
gender dysphoria; is that correct?

A. That is correct.

Q. In what capacity have you met with the

parents of transgender children?
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A. Again, this was at the very early time frame
when I was trying to investigate the claims for the
treatment and care, and I wanted to get as
comprehensive of a viewpoint as I could. The first
encounter I had was with a mother of an organization
called Trans Parent Child, and I sat down for lunch
with her for an extended period of time, more to
listen to the experience that she had in countering a
transgender child that she had.

Q. With how many parents of transgender
children have you met?

A. Met or spoken on the phone? I think lately
many of them have been over the telephone. I would
say it's less than a dozen, but it's quite a few, and
it's actually increased certainly since the
publication of the "New Atlantis" article.

Q. So in the last five years, you've spoken to
less than a dozen parents of transgender children?

A. Yes.

Q. When you first met with the parent of the --
associated with the organization Trans Parent, was
this before you dealt -- scratch that.

MR. GONZALEZ-PAGAN: You're going to object
anyway.

Q. (By Mr. Gonzalez-Pagan) When you met with
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the parent associated with the association Trans
Parent, had you already delved into the literature
regarding gender dysphoria?

A. I was starting the process. It was very
early on, so I don't recall the exact timing. I had
read some papers, but I was still in the very early
investigative phase.

Q. You said you have been contacted by parents
since the publishing of your article "Growing Pains."
Is that correct?

A. That is correct.

Q. How many have contacted you since the

publishing of the article "Growing Pains"?

A. I'm not keeping track of that.
Q. Less than 357
A. It may be more than five. Probably less

than a dozen.

Q. What did you discuss with the parents of the
transgender children that have contacted you since the
publishing of your article "Growing Pains"?

A. I specifically discussed the context of my
"New Atlantis" article in my role as a physician,
which I always take as being a teacher. I try to
educate them on my understanding of the condition and

the treatment paradigm that was being offered to their
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outcome and one with no bias as to what the outcome
is. The goal, my understanding, of the people that I
would recommend for psychiatric care would be
interested in the best interest of the child for their
best psychosocial functioning moving forward. That is
the goal.

Q. Are you aware that reparative therapy is
considered harmful by the American Medical
Association?

A. I find no scientific justification to
support that statement, but they do say that, yes.

Q. Are you aware that the Department of Health
and Human Services commissioned a study with regards
to conversion therapy?

A. I am familiar with the evidence that's
available that's put forward as the evidence that says
that it's harmful, and it's by no means definitive
information. There are problems with the studies that
limit the ability to make those conclusions.

Q. Just to clarify, you believe reparative
therapy is an appropriate option for treatment?

A. I don't believe there's enough evidence to
make a definitive statement one way or the other, but
I believe that there -- that the psychotherapy that I

believe can be helpful, whether it leads to conversion
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access the bathrooms as the cause of Drew's distress

is not supported.

Q. But you're not a mental health provider,
right?

A. That is correct.

Q. And you've never met with Drew, right?

A. That is correct.

Q. Let's go back to the meetings with parents

that you had when you were first delving into this
topic?

A. Very good.

Q. You discussed that you met with a parent
associated with an organization called Trans Parent;

is that correct?

A. That is correct.
Q. What did you learn from that meeting?
A. I learned quite few things. The most

important thing that I learned, and that was what I
was actually seeking in the interaction, was to really
understand the suffering that was going on in this
family. I wanted to understand the dynamics of what
was going on in the family, the approach that the
parents had in dealing with the presentation of their
child, what they had attempted to do to address this

particular issue, and at that point in time, I was
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approaching this in a purely investigative manner. I
did more listening than anything else, asking
questions about their lived experience.

Q. What did the parent tell you?

A. Well, that was many years ago, but I will
try to summarize my recollection of that conversation.
This was with the mother. And she shared that this

child, who was a prepubertal in early grade school,

told her, when the mother was talking -- they were
combing hair or something of that nature -- that she
would -- he, at that time, was a girl, so she was

referring to him as a girl, and that the parents'
reaction initially was shock, fear, trying to
understand what was going on, trying to be able at
that time -- this was early on in this resurgence --
or emergence, I should say of this discussion that's
going on socially, so there wasn't, at that time, a
lot of resources being published on the Internet.

So she shared her attempt to look at what
experience people have had with this particular
condition. And I saw at that time, certainly a parent
that was desiring to do the best for their child, but
having questions that were not answered, and at that
time, with the information I had, I was certainly not

able to provide any answers. And, in fact, at this
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point in time, I don't think I would have been able to
specifically answer the questions that she had as far
as long-term outcomes, because we don't have that
information. It was a very respectful conversation.
It was very helpful. I think that it was mutually
beneficial, but, again, the purpose was for me to
understand this particular family and their experience
with transgender identity.

Q. What is the organization Trans Parent?

A. All I know is it's a -- it's supposed to be
a support group, and I think that the parents
themselves, the woman I talked to at that time was
trying to get out information so other people
understood what they were experiencing.

Q. In that meeting with the parents of a
transgender -- let me scratch that.

The next set of the questions I'm just going
to be focusing on that one parent.

A. Okay.

Q. In that meeting with the parent of the
transgender child, did you ever tell the parent that
their child was not normal and would never be normal?

A. I did not, because I was still investigating
and trying to understand what was going on.

Q. In that meeting with the parent of that
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transgender child, did you ever tell that parent that

their transgender son was a girl and would never be a

boy?

A. I never said that, no.

Q. In that meeting with the parent of that
transgender child, have you ever told -- scratch that.

In that meeting with the parent of a
transgender child, did you ever tell the parent that
surgeries attempting to change sex was wrong and went
against God's plan for humanity?

A. No, not that I recall. That was many years
ago, but I don't remember that, no.

Q. In that meeting with the parents of the
transgender child, did you not urge them to read Pope
John Paul II's writing on gender to fully understand
God's plan regarding gender?

A. Thank you for reminding me. That was a long
time ago, so this is bringing back some information.

I believe that -- this was a personal conversation.
This was a one-on-one conversation, and I think at the
time that we began talking about that, she started
relating her personal faith training, and I never back
away from those conversations when people are asking
me those questions, and I think that that's what led

to that particular conversation.
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Q. Are you aware that the AMA, quote, "opposes
the use of reparative or conversion therapy for sexual
orientation or gender identity"?

MR. KOSTELNIK: Form.

A. I'm aware of the WPATH saying that, and I --
I believe it may also be in the AMA statement as well.

Q. (By Mr. Gonzalez-Pagan) Are you aware that
the American Academy of Pediatricians has stated that,
quote, "In no situation is a referral for conversion
or reparative therapy indicated"?

A. I'm aware of that statement, yes.

Q. Are you aware that a publication by the
American Psychological Association and the U.S.
Department of Health and Human Services states that
interventions -- quote, "Interventions aimed at a
fixed outcome, such as gender conformity or
heterosexual orientation, including those aimed at
changing gender identity, gender expression and sexual
orientation are coercive, can be harmful and should
not be part of the behavior health treatment"?

MR. KOSTELNIK: Form.

A. I am aware of that statement, but there is
no scientific evidence to support that statement.

Q. (By Mr. Gonzalez-Pagan) On what basis do you

disagree with that statement?
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amount of experience that somebody who is a

clinical -- a full-time clinician versus -- now, I --
I know from my own experience many people that are
listed on those clinical studies were not the ones
that designed the trial. They're not the ones
analyzing the data. Their role usually in those
studies, as clinical faculty, are usually in filling
out and the protocols that are present for those. And
now the specifics of the trial that she's involved

with, I would have to look in more detail to assess

that in -- in greater detail.

Q. Okay. Do you know what her role is?

A. You'll have to tell me what the study is
and -- and give me more information to be able to do
that.

Q. Did you review Dr. Ehrensaft's expert --

expert report in this case?

A. I did.

Q. Have you published any peer-reviewed
literature regarding gender dysphoria or transgender
youth?

A. These are questions that I've already
answered, and the answer is no.

Q. Okay. Are you aware that Dr. Ehrensaft has

published a number of peer-reviewed articles regarding
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1 clarify what you mean by formal education.

2 Q Well, I'll ask broadly; any kind of

3 training of any sort that a doctor would get in the
4 course of, you know, either their initial medical

5 education or continuing education.

6 A So, working at a major academic

7 institution, we're actually charged with providing

8 medical education and so, to the extent that we've

9 held journal clubs that we've had presentations with
10 my colleagues where we've discussed the scientific
11 evidence, where we've gone formally through the DSM
12 Guidelines, where we've gone through the Endocrine
13 Society Guidelines, that has been done at my

14 institution. Have I sought out and gone to a

15 separate conference related to gender dysphoria?

16 The answer 1s no.

17 Q But, at your own institution, you've

18 participated in these interactions, these journal

19 clubs and other activities that address gender
20 dysphoria and the treatment for gender dysphoria?
21 A That is a standard -- that is one of the
22 components of what we do for all the conditions that
23 endocrinologists are engaged in.
24 Q Okay. Have you conducted any research
25 related to gender dysphoria or the treatment of
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1 gender dysphoria?

2 A No formal trials, no.

3 Q Any other research?

4 A I've been 1n the area of HIV research for
5 20 years and conducted a number of scientific

6 studies that -- but not directly related to gender
7 dysphoria.

8 Q Yeah, I'm sorry if I was unclear. I

9 didn't -- I know you've done research, but in the
10 area of gender dysphoria, no research, is that

11 right?

12 A I have not done any -- I'm not a clinical
13 trials physician scientist. I'm a bench scientist.
14 Q What does that mean?

15 A I conduct laboratory research, so I'm

16 engaged in hypothesis-driven research.

17 Q Okay. So, talking about research broadly,
18 you haven't conducted any form of research relating
19 to gender dysphoria, is that right?
20 A No, I have. I would consider research in
21 looking at the extensive literature that's there is
22 research. It's not a randomized controlled trial,
23 it's not a formal study, but that would fit within
24 the domain of research.
25 Q You mean reviewing research that was
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1 published by other people? 1Is that what you mean?
2 A So, again, we can define research in many
3 different ways. If you're asking the question about
4 research, about gathering information, about the
5 evidence that's available, I've done a considerable
6 amount of research and that has consisted of looking
7 at what published data is available supporting the
8 recommendations that are being made. That I would
9 consider research, but it is not a clinical trial.
10 Q Okay. And what people might call studies,
11 scientific studies, have you done any scientific
12 studies?
13 A Again, how you define studies, again, I
14 have not done clinical trials.
15 Q Okay. When you were deposed in the Adams
16 case, November, I believe it was, last year, you
17 mentioned you were in the process of responding to a
18 research funding announcement by the NIH to do
19 research related to gender dysphoria or gender
20 identity issues. Did I get that right?
21 A Yes.
22 Q Can you tell me the status of that?
23 A Yes. There are a number of logistical
24 issues that are needing to be worked out. There is
25 no funding for that particular study going on,
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1 recruiting the people that are going to be necessary
2 to conduct that study, again, I'm a pediatric

3 endocrinologist. And to my knowledge, you know,

4 that hasn't moved much beyond the initial planning

5 stages. The proposal itself was a suggestion to

6 address the question of -- a very particular

7 question of the effects of pubertal blockade on the
8 trajectory as far as the number of individuals that
9 went on to cross hormone therapy and those that did
10 not.

11 Q So, did you ever submit a proposal to NIH
12 to do this research?

13 A No.

14 Q Okay. Did you ever respond to the funding
15 announcement in any way?

16 A Depends on how you say "respond." I've

17 already said I did not submit a proposal. I have

18 taken that to colleagues. In fact, I've had very

19 recent discussions with my colleague at Washington
20 University that i1s interested in starting some sort
21 of research effort. And I could speak at length of
22 what I've recommended to him as far as how these
23 studies should be conducted. 1I've been very
24 disappointed that the rigor -- scientific rigor
25 that's necessary for those studies is not currently
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1 realignment of gender identity with sex that occurs
2 when people do not get pubertal blockade, to the

3 results of that particular -- again, it was a very

4 small study -- would lead to that being asked as a

5 hypothesis as to whether that intervention itself

6 might have been influencing the outcome.

7 Q So, just to make sure I'm clear, it is

8 still just a hypothesis that pubertal blockade could
9 lead to persistence? That's not been proven?

10 A That 1s correct. And the opposite has not
11 been proven as well.

12 Q I understand. Okay. Let's take your

13 report from this case. Actually, before we turn to
14 that, I forgot to ask one other question. Do you

15 have experience conducting clinical trials on any

16 topic?

17 A I've only been involved in one clinical

18 trial. 1It's a very small study and my role was very
19 minor.
20 Q And what was that topic?
21 A It was on the influence of insulin
22 sensitivity on cardiac function.
23 Q I see. So clinical trials isn't your area
24 of expertise?
25 A That is correct.
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1 the meeting was?

2 A He was trying to convene a meeting so we

3 could discuss the issues related to gender

4 dysphoria. There was -- they were searching for

5 somebody from the endocrine field that would be

6 willing to talk over the issues that I had expertise
7 in, that I had developed my understanding of what

8 the literature showed, and he specifically said,

9 You've got expertise in this area and we'd like to
10 learn.

11 Q And did they talk about a need to develop
12 expert witnesses for litigation?

13 A You know, I think that was implicit. I

14 don't think that was -- I mean, I was not surprised
15 when I was asked to serve as an expert. 1I'd

16 actually submitted a declaration prior to that

17 meeting. And I'm not sure exactly how that -- any
18 of the details how I was asked to do that, but so I
19 had already done some of the work there, so I made
20 the assumption that that was one of the reasons why
21 he invited me down.
22 Q Okay. So, the folks there were people who
23 would potentially be expert witnesses in litigation?
24 A Not everyone that was there. I think
25 there were people that explicitly said, I'm not
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Abstract: Beginning with a case vignette, a discussion follows of the reformulation of theories
of gender development taking into consideration the recent upsurge of gender nonconforming
and transgender youth presenting for gender services and also in the culture at large. The three
predominant models of pediatric gender care are reviewed and critiqued, along with a presenta-
tion of the recently developed interdisciplinary model of gender care optimal in the treatment of
gender nonconforming youth seeking either puberty blockers or cross-sex hormones.
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Introduction

The field of interdisciplinary treatment for gender nonconforming children and youth
has not just expanded at an astronomically fast rate; to switch metaphors, it has rather
been such as a tsunami, with a swell of children and families seeking support and ser-
vices and stretching existing gender clinics and programs at their seams. This cohort
of young people includes those who do not accept the sex assignment given to them
at birth, those who do not accept their culture’s expectations and rules about gender
roles and gender behaviors, and those who present with a combination of both.

The case of Daniel is presented to launch this review of current perspectives on
gender nonconforming youth. Daniel was 19 years old and in his first year of col-
lege (note: all identifying information has been changed to preserve confidentiality.
In addition, the patient in the case vignette has provided written informed consent
for the publication of the anonymized case details). Just a few months earlier he had
announced to each of his parents, who were divorced, that he was transgender. For some
years before that, he had been living as a girl, assuming that he was either a “butch
dyke” or a masculine identified bisexual young woman. His father and stepmother’s
response was, “Yes, of course, it makes perfect sense. We’ll support you in whatever
you need”. His mother’s response was quite different, “God gave you a body, why
would you want to go against God’s will? I am so ashamed. What will I ever tell my
family? I’ve always supported you, but I can’t do this”.

Taking a history, Daniel reported that by the end of his sophomore year in high school
he discovered that he was transgender. Before that, he never had the language for who
he was. Up until second grade, he, then she with the name Daisy, truly believed that
when she reached puberty she would simply switch gears, grow a penis, get a beard,
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and become a man. From early childhood she dressed like a
boy, insisted on wearing her hair short, and was perceived by
all as the neighborhood tomboy. When she learned about the
physical changes that accompanied female—menstruating,
growing breasts, she responded, by her own report: “Whew,
I’'m so glad I'll never have to go through that”. When an older
youth disabused her of her misconception, informing her that
she would receive no exemption and she would never grow
to be a man because she was born a girl, she was temporarily
devastated, coming to the realization that she was now doomed
to walk the plank of female development. For her, this was
a horrible thought. When she actually got her period in the
sixth grade, she experienced, with trepidation, that her fate
had been sealed — “I’m cooked, there’s no turning back now”.

In middle school, Daisy had her first girlfriend; she
confided in her older brother about her new romance, and
he promptly issued her a label, “You’re a dyke”. Except
Daisy kept protesting, “I like boys, too”. For high school,
Daisy chose to go to a boarding school, the prime reason
being that she was tired of going back and forth between two
houses in her postdivorce family, and just wanted one place
to settle into. It was a Catholic all-girls school and she got in
trouble for having a romantic relationship with another girl at
school. She persisted in dating girls, just not ones from her
school, and through her peer connections first learned about
the concept of transgender. She surfed the internet, joined
chat rooms, and came to discover that “transgender would
be me”. Her then girlfriend, beginning to recognize who her
partner really was, began referring to Daisy as D. and using
male pronouns for D. D. never felt happier. But D. kept it a
secret for 2 years, waiting out the end of high school and the
opportunity to start a new life in college before affirming a
male identity publicly. D. chose a liberal arts college far away
from home and within weeks came out at school as Daniel.
By Thanksgiving break, Daniel was ready to disclose to his
parents, and that circles back to the beginning of the story.

After disclosing to his parents, Daniel then wanted hor-
mones to align his body with his male identity, envisioning
surgeries, including top and genital surgery, in his future,
but not right then. Daniel’s story is presented as an opener
to highlight the two questions, “What is your gender?” and
“What is to be done once discovered?” that underlie all
existent adolescent gender care.

Daniel’s case is not a unique one. One might even say that
it is emblematic of the increasing number of youth who are
seeking professional services, along with their parents, to sort
out their authentic gender and discover ways to affirm that
authenticity. In most Western cultures gender has historically

been considered bedrock: one is assigned a sex at birth, either
male or female, typically based on external appearance of
genitalia, and this assignment determines one’s gender for
the duration of that individual’s life. Upon entrance into the
21st century, that paradigm of gender bedrock has been hit
with a sledge hammer; in its stead, we now have gender as
moving boulders, with a sensibility of gender not coming
in two boxes, but in infinite varieties, and not necessarily
stable over the course of one’s lifetime. As this has occurred,
providers struggle to keep up with newly emerging theories
of gender development and standards of care for the proper
care of these youth. Just as an example, the World Profes-
sional Association for Transgender Health 7th Edition of the
Standards of Care,' released in 2011, is already outdated and
in the process of being revamped, with the section on children
and adolescents in particular need of an update. The needed
changes come most significantly in the area of social gender
transitions for prepubertal youth, minimum ages for medical
interventions, particularly puberty blockers and cross-sex
hormones, but also surgeries for individuals before reaching
the age of majority. Regarding numbers, the cohort of gender
nonconforming youth seems to have expanded exponentially
in the most recent decade, as reported by gender programs
serving these children throughout North America and
beyond.>? In negotiating these phenomenal changes in the
gender terrain, four major areas have needed to be addressed:
the necessity of relearning gender so that health professionals
can retool themselves to best serve this group of youth; the
tensions between the three models of care; the importance
of interdisciplinary collaboration in care; the introduction of
medical interventions in the care of the youth.

Reformulate theories of gender
development in light of gender

nonconforming youth

Most professionals in the field of gender care have had
to unlearn everything taught in training about gender and
relearn a new model of gender development. To review
the traditional model, children at birth are assigned a sex,
male or female, typically based on appearance of external
genitalia. If the genitalia were ambiguous in appearance,
genital surgical procedures to establish a stable singular sex
assignment with matching gender were to be performed as
soon as possible, and no later than 18 months. The reason-
ing behind this, as propounded by Dr John Money and his
associates,* was that after 18-24 months a child is firm in a
core gender identity — I am male, I am female, and thereaf-
ter it becomes very difficult to change that identity as it is
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already cognitively fixed. Once knowing one’s gender label,
which is both facilitated and mediated by parents’ conscious
and unconscious messages and reflections, a child’s next
developmental task is to learn how to “do” gender. Known
as gender role socialization, this process is done in close
relationship to one’s mother and father, with the underly-
ing assumption that all children will have both.>® Within
the psychoanalytic paradigm, during this same period a
tumultuous drama unfolds, the Oedipal phase — children
have intense erotic fantasies about their parents: boys will
want to marry their mothers, girls their fathers. Through suc-
cessful negotiation of these fantasies, facilitated by parents’
empathy and boundary setting, children will emerge from
the Oedipal phase relinquishing those infantile incestuous
desires, firming their own heterosexual identities as they
forestall gratification and await an opposite sex partner of
their own when they reach adulthood.” Within that process
they will establish a firm gender identity with a new under-
standing that one is and always will remain the sex listed on
one’s birth certificate or assigned early in life (for intersex
children).® Throughout middle childhood youth will continue
to internalize the gender norms of their culture, and learn to
conform to them. With the advent of puberty and the entrance
into adolescence, a new phase of gender consolidation occurs
as youth awaken to their adult sexual urges and prepare for
their gender-divided roles as men or women.

Within the traditional model of gender development, if
this developmental trajectory takes a course other than that
described above, there is cause for concern for the child, along
with scrutiny of the parents, as parents are held accountable
for the child’s anomalies. To quote Robert Stoller, a pioneer
in the treatment of gender disorders in youth in the 20th
century,’ speaking of “primary transsexual” boys (those
nonintersex boys who have been feminine from the first year
of life): “As an infant, such a boy usually has an excessively
intimate, blissful, skin-to-skin closeness with his mother.
This, unfortunately, is not interrupted by his father, a passive
distant man who plays no significant part in bringing up his
son” (p. 16). In family situations like the one inscribed above
by Stoller, professional help was recommended to cure the
youth’s gender anomalies and to treat the parents so they cease
veering their child’s gender development in wrong directions
because of their own internal conflicts.

For a theory of development to be robust, it should be
evident in empirical observation or investigation. The tradi-
tional theory of gender development and disordered gender,
which is still in use by many, fails that test, for the following
reasons:'’

e Many individuals continue renegotiating their gender
throughout childhood or adulthood, with no observable
detriment to their mental health;

¢ Youth may establish a gender identity in concordance
with their assigned sex, be firm in that identity, yet not
embrace a heterosexual identity, with no aspersion on
their emotional well-being. Gender development and
sexual identity development are two separate develop-
mental tracks, albeit crossing at certain points.

e Whereas core gender identity is typically concordant with
assigned sex based on observable external genitalia, for
a minority of people this is not the case, with increasing
evidence that gender identity lies not between our legs,
in our genitalia and primary sex characteristics, but in
our brains and minds."

e Therefore, one’s assigned sex at birth may differ from
one’s core gender identity, not because of poor parental
handling or infantile confusions, but because of brain and
mind gender messages overriding signals from genitalia,
chromosomes, or parental expectations. Recently, this
phenomenon of mind over matter has been referred to
as “neurological sex”, defined as a uniform standard of
legal sex based on gender identity, in which brain mes-
sages are privileged over anatomy and chromosomes in
determining an individual’s authentic gender."

In contemporary versions of gender development theory
that take into account gender variations as a normal part of the
human condition, the understanding is that the sex assigned
at birth may match the gender a youth will eventually know
themselves to be, but it might not. Each child is presented with
a developmental task of weaving together threads of nature,
nurture, and culture to establish their individual and unique
authentic gender self. This self will be composed of both
gender identity — who I know myself to be as male, female,
or other, and gender expressions — how I choose to perform
my gender, including clothing choices, activity preferences,
friendship choices, and so forth. Recently, this transactional
relationship between nature, nurture, and culture in gender
development has been referred to as the gender web,'* broken
up into components that consist of the items in Table 1.

In this contemporary model of gender development,
added to the three dimensions of nature, nurture, and culture
is the fourth dimension: time. Each child alters their gender
web as they weave together nature, nurture, and culture, “over
time”. In other words, gender is neither fixed by age 6, as in
the traditional model, nor static throughout all stages of child
and adult development, thus explaining how an individual
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Table | Gender development: elements of the gender web

e Chromosomes

e Hormones

e Hormone receptors

e Gonads/primary sex characteristics

e Secondary sex characteristics

e Brain

e Mind

o Socialization: family, school, religious institutions, community

e Culture: values, ethics, laws, theories, and practices

at age 40 or 50 could come to the realization that the gender
they had identified as being is no longer a good fit. It is also
recognized that gender development is a discrete and separate
track from development of one’s sexual identity, and typically
proceeds it in a youth’s development.

In this model the role of parents and socialization agents
is not to shape or reinforce a child’s gender identity or expres-
sions, but rather to facilitate it, mirroring back to the child the
messages that the child communicates about their preferred
gender expressions and articulated gender identity, which
may or may not be in concordance with the sex assigned
to the child at birth. With the advent of adolescence, it is
recognized that some youth’s gender trajectories may ben-
efit from medical interventions, including puberty blockers
(gonadotropin-releasing hormone [GnRh] agonist) and cross-
sex hormones to bring the youth’s body in better alignment
with their affirmed gender identity.'* To that end, the model
of care that extends from this contemporary theory of gender
development is one that strongly relies on interdisciplinary
care, especially between mental health and medical provid-
ers as they address the holistic medical and psychosocial
needs of the emergent cohort of gender nonconforming
youth from the perspective of both their psychological and
physical development.

Major mental health treatment
models for gender nonconforming
children and youth

As of the second decade of the 21st century, three major
treatment models are available for addressing the needs of
gender nonconforming children and their families, with
overlapping premises based on the contemporary model of
gender development outlined above but with distinct differ-
ences between them. The first model, represented in the work
of Drs Susan Bradley and Ken Zucker, assumes that young
children have malleable gender brains, so to speak, and that
treatment goals can include helping a young child accept the

gender that matches the sex assigned to them at birth. The
second model, represented in the work of practitioners in
the Netherlands, allows that a child may have knowledge of
their gender identity at a young age, but should wait until the
advent of adolescence before engaging in any full transition
from one gender to another. The third model, represented in
the work of an international consortium of gender affirmative
theoreticians and practitioners, allows that a child of any age
may be cognizant of their authentic identity and will benefit
from a social transition at any stage of development. To situ-
ate and compare each of the three models, a typical referral
that may come the way of a gender specialist, regardless of
their orientation, is presented, with the assumption that this
potential patient may be in need of services from a young
age through adolescence:

Hi Dr, I came across your information while I was research-
ing for my son.

He recently just turned 4 and wants to be a girl and is
only drawn to girl toys/clothes for the past 2 years.

We have not spoken with a professional doctor. But
wanted to reach out early and find ways we as parents can
support him.

Please let me know if you could help.

Thank you!

Dialing back a generation, if this child’s name was Kyle
and the same query came to a mental health professional
participating in, for example, Dr Richard Green’s clinic
at the University of California Los Angeles, the treatment
recommended and then implemented could very well have
looked like this:

When he was five, Kyle entered a behavior modification
program. [...] Kyle received blue tokens for “desirable”
behaviors [...] red ones for “undesirable” behaviors [...].
Blue tokens were redeemable for treats [...]. Red tokens
resulted in a loss of blue tokens, periods of isolation, or

spanking by father."

Setting a precedent for other clinicians of the time
treating children who presented as gender nonconforming,
Kyle’s treatment at the UCLA program is emblematic of the
model implemented during this era, with the goal of help-
ing children accept the sex assigned to them at birth and
adopt the culturally defined appropriate gender behaviors
that would match that sex assignment, in alignment with
the traditional model of gender development. Underlying
the treatment was the intent of warding off a homosexual
outcome for young effeminate boys. It should be mentioned
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that this model is still practiced today, referred to by some
as the reparative model.

Focusing now on contemporary approaches that stand
in contrast to the above mode, all of which are to be differ-
entiated from the UCLA program, the three major models,
outlined earlier, are typically referred to, in order of presenta-
tion, as the following:

e The “live in your own skin” model
e The watchful waiting model
e The gender affirmative model

Below is a review of the manner in which each of these
models would approach the treatment of a child or youth
who is presenting as gender nonconforming, in their gender
identity, gender expressions, or both.

The “live in your own skin” model

As mentioned earlier, this model was developed by Drs
Susan Bradley and Ken Zucker at the Center for Alcoholism
and Mental Health gender clinic in Toronto.'¢ The treatment
goal of facilitating a young child accepting the gender
identity matching the sex assigned to that child at birth,
based on the supposition that younger children, in contrast
to older youth, have a malleable gender brain, is tied to a
medical—social rationale. Specifically, being transgender is
a harder way to live one’s life, both because of social stigma
and potential requested hormonal treatments and surger-
ies to align a youth’s body with their transgender identity.
Given the perceived plasticity of the young child’s gender
brain, best practice would be to introduce interventions
to help a child accept the sex assigned to them at birth as
their gender identity, with no harm done and indeed added
benefit to their psychological and social well-being. As
explained by Dr Zucker, employing this strategy results
in lowering the odds that “as such a kid gets older, he or
she will move into adolescence feeling so uncomfortable
about their gender identity that they think that it would
be better to live as the other gender and require treatment
with hormones and sex reassignment surgery”.!” In addi-
tion to presuming gender identity malleability in young
children, the model also assumes that parents’ own conflicts
or issues about gender likely contribute to a young child’s
gender dysphoria. With the parents’ consent, the “live in
your own skin” model employs a combination of behavior
modification, ecological interventions, and family system
restructuring to facilitate the child arriving at a place of
accepting the gender matching their sex assigned at birth.
Practices could include taking away cross-gender toys

at home and replacing them with “gender-appropriate”
toys, altering children’s playmate choices to include more
same-sex contacts, enrolling the children in “gender-
appropriate” activities, encouraging the like-sex parent to
become more actively involved and the opposite-sex par-
ent to step back in relationship to the child, and offering
psychotherapy to both the child and parents. The aim of
treatment of the child is to explore the child’s gender and
solidify a “live in your own skin” outcome, and the treat-
ment with the parents is aimed at investigating conflicts
or psychological issues stemming from or contributing to
the child’s gender dysphoria. If by the arrival of puberty
a child is still exhibiting cross-gender identifications and
expressing a cross-gender identity, that child should be
supported in transitioning to the affirmed gender, includ-
ing receiving puberty blockers and hormones, once it is
assessed through clinical interviews and psychometric
testing that the affirmed gender identity is authentic. The
reasoning behind this shift in adolescence is as follows:
1) by adolescence it is too late to intervene in facilitating
a child living in their own skin, as the sensitive period of
malleable brain development of gender has closed; 2) this
individual can now be reliably identified as one of the small
minority of youth who persist with a cross-gender identity
from early childhood into adolescence, an indicator that this
identification will most likely remain stable into adulthood.
In the live in your own skin model, the parent reaching out
for support of her 4-year-old son might be encouraged to
engage in the treatment program outlined above, with the
goal of helping her child accept that he is a boy, not a girl
and with the intent of warding off a transgender outcome.

The watchful waiting model

The “watchful waiting” model was designed by the members
of the interdisciplinary team at the Amsterdam Center of
Expertise on Gender Dysphoria, VU University Medical
Center, under the leadership of Dr Peggy Cohen-Kettenis.
Borrowing from the medical use of GnRH agonists for
children exhibiting precocious puberty, the Netherlands
team is responsible for introducing the use of puberty
blockers for gender purposes, to put a pause on pubertal
growth and allow more time for a youth to explore their
gender and consolidate their adolescent gender identity,
with the future possibility of cross-sex hormone therapy
to align their bodies with their affirmed gender identity.
In contrast to the live in your own skin approach, a young
child’s demonstration of gender nonconformity, be it in
identity, expressions, or both, is not to be manipulated in
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any way, but observed over time. If a child’s cross-gender
identifications and affirmations are persistent over time,
interventions are made available for a child to consolidate a
transgender identity, once it is assessed, through therapeutic
intervention and psychometric assessment, as in the best
interests of the child. These interventions include social
transitions (the shift from one gender to another, including
possible name change, gender marker change, and gender
pronoun changes), puberty blockers, and later hormones
and possible gender-affirming surgeries. No attempts are
made to alter a child’s gender identity or expressions; yet it
is postulated in this model that it would be better to hold off
until puberty on any social transitions of a child from one
gender to another, and instead give them safe spaces to fully
express their gender as they prefer before facilitating any
full gender transitions.'®!* The rationale for holding off on
any social transitions until adolescence is not to ward off a
transgender identity but rather that 1) it would be advanta-
geous that a child experiences the first stages of physical
puberty for that child to best make a determination of the
gender that feels most authentic to him/her; 2) given devel-
opmental stages of childhood, facilitating a social transition
from one gender to another at a young age may create a
form of cognitive constriction — the child may be prema-
turely blocked from considering any other possibilities once
moved into a cross-gender status and socially constricted
from further childhood gender exploration because now they
know the cross-gender identity is what everyone has come
to expect from them; 3) socially transitioning a child at a
very young age may preclude the child from maintaining a
realistic understanding of their body and historical status
— as a penis-bodied (once a boy) or a vagina-bodied (once
a girl) person. In informing their practices, this model, like
the live in your own skin model, relies on the data gathered
about “persisters” and “desisters”, both at their own clinic
in the Netherlands and in other international studies, par-
ticularly those conducted at the Centre for Addiction and
Mental Health (CAMH) gender program in Toronto. In the
most recent review of these studies, it was found that 63%
of the children seeking services at a gender clinic at a young
age, and diagnosed with gender dysphoria, no longer had
that diagnosis at puberty, while 37% did have the diagnosis
consistently from early childhood to adolescence.? Since
a large majority of gender nonconforming young children
seeking services at gender clinics desist in their gender
dysphoria by adolescence, best practices would be to wait
and see if the child persists into adolescence before making
any significant changes in a child’s gender identity.

During the preadolescent waiting period, the children are
followed carefully by the clinical team in the watchful waiting
model, with the support of outside therapists in the commu-
nity (which is required before a child can receive medical
services), to assure that the children are growing well and
getting their emotional needs met, and in preparation for later
transitioning and medical interventions if the child proves
to be a good candidate. Like in the live in your own skin
model, the children going through the program also receive
a full battery of psychological tests, documenting not only
their gender status but also their cognitive—social-emotional
functioning. Some of these instruments are delivered to the
children directly, some to their parents or teachers.

If the mother asking for help with her 4-year-old were to
attend the Amsterdam clinic with her child, the team might
do an assessment and advise that the 4-year-old be followed
over time, with the understanding that if her son’s declarations
of wanting to be a girl persisted over time and if he continued
to be drawn only to “girl” toys and activities, consideration
of puberty blockers to buy more time to explore gender
could certainly happen later, but for now it would be best
to let her son continue to be a son free to explore whatever
activities he enjoyed, with no corrections on his expressed
desire to be a girl.

The gender affirmative model

The third model of care, the gender affirmative model, is
closely aligned with the watchful waiting model but in oppo-
sition to the live in your own skin model. Where the gender
affirmative model parts ways with the watchful waiting model
is in the waiting part.

The gender affirmative model is defined as a method of
therapeutic care that includes allowing children to speak for
themselves about their self-experienced gender identity and
expressions and providing support for them to evolve into their
authentic gender selves, no matter at what age. Interventions
include social transition from one gender to another and/or
evolving gender nonconforming expressions and presenta-
tions, as well as later gender-affirming medical interventions
(puberty blockers, cross-sex hormones, surgeries). A particu-
lar set of premises informs the model, as listed in Table 2.

The model is informed by the contemporary theory of
gender development outlined above, with a recognition that
although gender evolves over the course of a lifetime, gender
identity appears to be a relatively more stable and consistent
construct compared to gender expressions. Gender health is
defined as a youth’s opportunity to live in the gender that
feels most real and/or comfortable, or, alternatively, a youth’s
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Table 2 Basic premises of the gender affirmative model

e Gender variations are not disorders.

e Gender presentations are diverse and varied across cultures,
requiring cultural sensitivity.

e Gender involves an interweaving, over time, of biology; development
and socialization; and culture and context.

e Gender may be fluid; it is not always binary.

If present, individual psychological/psychiatric problems are more
often than not secondary to negative interpersonal and cultural
reactions to a child.

Gender pathology lies more in the culture than in the child.

ability to express gender with freedom from restriction,
aspersion, or rejection.! When considering a child’s gender
status, attention is paid to both gender identity and gender
expressions, with the understanding that a child’s gender
identity may communicate something very different about
the child than a child’s gender expressions might.

Therapeutic goals in the gender affirmative model
include:

e Facilitating an authentic gender self
e Alleviating gender stress or distress
¢ Building gender resilience

e Securing social supports

In contrast to the first two models, no assumption is made
that every child exhibiting a gender nonconforming presen-
tation is in need of mental health treatment. Because of the
emphasis on social factors affecting the youth, interventions
may be targeted at the surrounding environment, rather than
the child’s individual psyche. This might include interfacing
with schools, social and religious institutions, and policy-
making bodies to remove the “social” pathology impinging
on the child, such as transphobic attitudes and responses,
gender policing, or bullying and harassment. Relatedly,
parent consultations often take precedence over individual
treatment of the child,?>?* with provision of services to help
a parent make sense of their child’s gender nonconformity,
work through any extant conflicts and anxieties about their
child’s gender, and move toward acceptance of their child.

Individual treatment for the child is indicated for one of
five reasons: 1) to assess a child’s gender status; 2) to afford
the child a “room of their own” to explore their gender; 3) to
identify and attend to any co-occurring psychological issues;
4) to address and ameliorate a child’s gender stress or distress;
5) to provide sustenance in the face of a nonaccepting or
rejecting social milieu, which might include family, school,
religious institution, or community. Some professionals
working in this model will call on psychometric or projec-
tive measures to gather information about the child; others

will rely on observation, play, interviewing, and dialog. If
assessment instruments are employed, every effort is made to
use protocols that do not rely on binary measures of gender
(e.g., Are you a boy or a girl?) and are not pathology oriented,
but instead assess strengths as well as weaknesses and dif-
ferentiate between gender expressions and gender identity.

The basic therapeutic tenet of the gender affirmative
model is quite simple: When it comes to knowing a child’s
gender, it is not for us to tell, but for the children to say. In
contrast to the watchful waiting model, once information is
gathered to assess a child’s gender status, action is taken to
allow that child to exercise that gender. Therefore, if after
careful consideration, it becomes clear that a young child is
affirmed in their gender, demonstrating that the gender they
know themselves is different than or opposite to the gender
that would match the sex assigned to them at birth, the gen-
der affirmative model supports a social transition to allow
that child to fully live in that gender, whether that child is
3,7, or 17 years old. Such decision-making is governed by
stages, rather than ages, both for social transitions and later
for medical interventions. Once the child’s gender comes into
clear focus, which is posited as happening with a child of any
age, no need is seen to hold off until adolescence to affirm
that gender. This viewpoint is informed by data indicating the
psychological harm that can be done, including heightened
risk for generalized anxiety, social anxiety, oppositional
behaviors, depression, compromised school performance,
if a youth experiences themselves living in a gender that is
inauthentic to them.?

In the gender affirmative model, the mother of the 4-year-
old querying about her son’s cross-gender interests would
be invited in to the consultation room, along with any other
parenting figure involved, to report more about what she had
been observing in her child’s behaviors from infancy to the
present; to determine whether her son is showing any signs of
stress or distress about his interest in all things girly things; to
explore whether her child is indicating cross-gender expres-
sions vs identity. If there was evidence of stress or distress,
by parents’ report, or if the parents desired to get a clearer
picture of their child’s gender status, the family would be
invited to bring their son in for observation and play sessions.
There would then be the opportunity to reflect, in collabora-
tion with the parents or caregivers, on any evidence that this
child was consistent in cross-gender declarations, as in “I’m
a girl, not a boy”, and that these declarations were persistent
over time and not attributable to any other problems in life.
If that evidence made clear that this child was communicat-
ing about a cross-gender identity rather than desired cross-
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gender expressions, and if the parents were supportive of their
child’s gender identity affirmations, it would not be found
necessary to recommend to this mother that she wait until
puberty to take action regarding her child’s gender identity.
Instead, a present social transition to the gender that was
more authentic for this child, in this case, female, would be
considered. If, on the other hand, the child was happy as he
was, if given the latitude to play with whatever he wanted
and wear whatever he desired, as a boy, the recommendation
to the mother might be to give her son the opportunity to
express his gender freely, with the opportunity to return for
services as requested. Along with this recommendation would
be a reminder that all that can be known is the cross section
of this child’s gender as he presents it at age 4, a gender that
may evolve into another configuration later in childhood, at
which point a new assessment may be in order.

Critique of the three models
In brief, the live in your own skin model has been challenged
as causing potential harm to gender nonconforming youth. A
Canadian study conducted by Wallace and Russell assessed
that in the living-in-your-own-skin model “there appears to be
an enhanced risk of fostering proneness to shame, a shame-
based identity and vulnerability to depression.””? Major health
organizations, including the World Professional Association
for Transgender Health, the American Psychological Associa-
tion, and the American Psychiatric Association, have issued
statements stipulating that mental health professionals are
not to engage in practices that attempt to alter the gender
expressions or identity of an individual, including children and
adolescents. The watchful waiting model is a highly respected
model of care worldwide, offering careful and cautious pro-
cedures; but it has run into a snag: many contemporary fami-
lies in the Netherlands are not content to hold their children
back from social transitions until puberty, and have, through
both local and international support networks of parents and
professionals, proceeded to facilitate their children’s social
transitions without awaiting clinical approval or waiting until
puberty arrives. Parents do this not because they dismiss pro-
fessional care, but because evidence is accruing that young
children thrive when given permission to live in the gender
that is most authentic,”’?® and are at risk for symptomatic
behaviors if prevented from doing so. At the same time, the
watchful waiting model is effective in its thorough attention
and assessment of the child over time, integrating the services
of mental health and medical professionals.

The gender affirmative model is questioned by some on
the basis of the lack of evidence-based data that indicates

that young children can reliably communicate and have self-
knowledge of a transgender identity or benefit from a social
transition. There is also concern that the model of listening
to the children puts too much weight on a child’s self-report.
This is a valid concern, and to address it the self-report is
embedded within a collaborative model with the child as
subject and the collaborative team including the child, par-
ents, and professionals. Together, the team will be making
informed determinations about the most appropriate gender
pathways to promote a child’s gender health, be it a gender
social transition, expanded opportunity to express gender in
ways that feel authentic to the child, or deeper exploration
of underlying issues that may be presenting as gender stress
or distress. Such determinations typically involve extensive
consultation and observation, but with no requirement for
ongoing psychotherapy or psychometric testing, in compari-
son to the other two models.

Integration of medical and mental

health care in adolescence

All of the three models of care referenced earlier share in com-
mon the administration of hormonal treatment in adolescence.
The first category would be consideration of GnRH agonists
(puberty blockers) to put a temporary pause on puberty,
providing a youth with additional time to explore gender or,
alternatively, warding off an unwanted puberty. The latter is
particularly true for youth who socially transitioned early in
life, living consistently in their affirmed gender from a young
age; in those instances administration of puberty blockers could
be considered a form of continuity of care, from social transi-
tions to hormonal intervention. The second category includes
feminizing or masculinizing hormones to bring a youth’s body
in better alignment with their affirmed gender identity. The
minimal age for being eligible for such treatments may vary
among approaches and indeed among clinics adopting the same
approach, but there is common agreement that these treatments
are in the best interests of the child who has a documented
transgender identity.? It should be noted that there is probably
no other aspect of adolescent care in which the medical and
mental health professionals are so vitally interdependent in
both assessment and treatment of the youth.’® The reason for
this is that each of the interventions has vital interconnected
psychological and medical components, requiring an integra-
tion of medical evaluation and mental health assessment both to
determine appropriateness, assess any medical or psychologi-
cal impediments to treatment, and monitor follow-up, in terms
of effects and supports over time as the youth is administered
either the puberty blockers or hormones.
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The role of the medical professional is first to assess the
youth’s level of puberty development, with an assessment
of physical readiness for considerations for puberty block-
ers, which can be administered as soon as the youth enters
Tanner Stage 2 of puberty. The medical professional will
be responsible for ordering the lab work and bone density
scans necessary to monitor a youth’s progress and also to
screen for any medical counter-indications to administering
the blockers. As RnGH agonists are a completely revers-
ible procedure regarding development of secondary sex
characteristics, the medical provider will not need to worry
about untoward permanent effects in that regard if the youth
decides to go off blockers and return to the unfolding of a
physical puberty in concordance with the sex assigned at
birth. It should be noted, however, that the provider will need
to alert the child and family about any side- or long-term
effects of RnGH agonists, including effects on bone mineral
density and overall bone health. If, on the other hand, the
youth decides to proceed with cross-sex hormones to affirm
a gender identity not in concordance with the sex assigned
at birth, the medical provider will then be faced with the
task of determining if the youth is a good candidate for this
next step of treatment. Some youth will have already gone
through full puberty before discovering or communicating to
others a transgender identity, and the medical provider will
be faced with the same task with these youth, with the added
feature of explaining to the youth that certain of the developed
features of the puberty they have already gone through will
not disappear as they go through a second puberty on cross-
sex hormones. In either case, cross-sex hormones involve a
weightier decision than puberty blockers, as these interven-
tions are only partially reversible in terms of secondary sex
characteristics, so the provider will want to be cautious and
judicious in determining if cross-sex hormones are appropri-
ate for a particular youth.

This is where the mental health professional enters. In all
of the models of gender care, the mental health professional
is asked to weigh in as to 1) the authentic gender identity of
the youth or level of gender dysphoria exhibited by the youth;
2) the youth’s level of maturity and ability to assent to and
follow through on the recommended hormonal treatment;
3) the evidence of any coexisting psychological conditions
that might interfere with the hormone treatment or that alter-
natively might bear no weight on the requested treatments
or even be alleviated by the hormonal interventions; and 4)
the level of family support and willingness to consent to the
treatment. In consultation with the medical professional, a
decision will be made as to whether a youth is a good can-
didate for either puberty blockers or cross-sex hormones.

Another critical task for the medical-mental health team
is the necessary discussion of fertility implications for each
of these interventions. Although advances are being made
in reproductive medicine to preserve immature gametes
or reproductive tissues for later reproduction, at this point
in history a child who begins puberty blockers at Tanner
Stage 2 and proceeds directly to cross-sex hormones will be
rendered infertile. Administration of testosterone or estrogen
to a postpubertal adolescent may compromise a youth’s later
fertility, or might require going off the hormones for a period
oftime if a transgender youth who has not had gonad or geni-
tal surgeries later in life desires to have a genetically related
child. Alternatively, a youth can bank gametes for the future
before going on a course of cross-sex hormones, which is
a medical possibility but also a psychological challenge for
many transgender youth who find this antithetical to their
affirmed gender status, requiring a transgender female to
attend a fertility clinic and masturbate or a transgender male
to undergo a gynecological vaginal ultrasound. Exploring
fertility issues before making decisions about blockers or
hormones are necessary but sensitive discussions to be had
with both the youth and parents, and are best done with the
presence of both a medical and a mental health professional
who together can provide medical and psychological counsel
to the family in this decision affecting later family-building.*!

Not only is there no other aspect of adolescent care where
the teamwork between medical and mental health provider is
critical; there is no other domain of youth services in which
a mental health provider is so actively involved in medical
decision making. Where this has surfaced most recently is in
the recent emergence of youth in gender clinics who present
as neither male nor female, but rather gender nonbinary or
“in the middle”, adopting the platform of the multiplicity of
gender. The challenge is when these youth ask for a particu-
lar medical intervention that achieves that goal of a middle
ground — perhaps a touch of testosterone, or chest surgery
with no other intervention and a chosen pronoun of “they”
rather than “he” or “she”. These are new horizons for both
medical and mental health professionals today, and there is a
mutuality, therefore, in the medical professional training the
mental health professional while the mental health profes-
sional is in turn training the medical professional in order
to integrate the biopsychosocial aspects of care to include
the gamut of all the gender nonconforming youth presenting
for care.®

With that said, it has proved to be critical that mental
health professionals involved in this team work be trained
gender specialists, with a basic understanding of the medi-
cal interventions involved in transgender care, expertise in
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assessing gender dysphoria and identifying a youth’s gender
identity, and recognition of psychological issues other than
gender that might drive a youth’s request for a hormonal
treatment. For example, a nurse practitioner on a gender team
had administered a puberty blocker implant, Supprelin, which
could stay in place for a year, after receiving a letter of support
from a trained mental health expert recommending such
treatment for this youth who presented as gender dysphoric
and in need of further exploration of his gender before going
forward with puberty. Over the course of the following year,
he failed to return for follow up visits. A year had gone by
and it was now time to replace the implant, which the nurse
practitioner was prepared to do. The mental health member
of the team first did a follow-up evaluation of the youth and
discovered that he had made no efforts to explore his gender
any further, with his motivation to continue on blockers driven
by a desire to remain prepubertal for as long as possible.
With the psychologist’s guidance, the medical provider was
able to recognize that the medical intervention as it stood
was inappropriate for this youth. The interdisciplinary team
informed the youth that he would be able to receive a new
implant only if he was simultaneously working with a mental
health gender specialist to further explore his gender identity.
If that condition was met, once the twelve additional months
on the puberty blockers was completed, the youth would
then have to make a determination of which puberty path
he would take — cross-sex hormones or the unfolding of his
male, testosterone-producing puberty.

Conclusion

In the course of only two decades, sophisticated models for
the care of gender nonconforming and transgender youth have
evolved. There is an urgent need to provide more research
data documenting the efficacy of these different programs,
but the recent findings of the Amsterdam group provide hope
that the care, particularly within the watchful waiting and
gender affirmative models, is promoting gender health. In
the Dutch authors’ words, the treatment, including puberty
suppression, cross-sex hormones, and then in adulthood
gender affirmation surgery, “leads to improved psychological
functioning of transgender adolescents. While enabling them
to make important age-appropriate developmental transitions,
it contributes to a satisfactory objective and subjective well-
being in young adulthood”.** The authors propose that not
only early medical intervention, but also a comprehensive
multidisciplinary approach contributes to the youth’s gender
health. Reflecting back on Daniel, the youth introduced at the

opening of this review, the ability of professionals to aid youth
such as Daniel in getting his authentic gender into focus and
providing the appropriate treatments to bring that gender in
alignment with his body is the key to overall well-being for
all youth seeking professional gender care.
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gathered by the committee and the committee’s deliberations. Each report
has been subjected to a rigorous and independent peer-review process and it
represents the position of the National Academies on the statement of task.

Proceedings published by the National Academies of Sciences, Engineering, and
Medicine chronicle the presentations and discussions at a workshop, symposium,
or other event convened by the National Academies. The statements and opin-
ions contained in proceedings are those of the participants and are not endorsed
by other participants, the planning committee, or the National Academies.

For information about other products and activities of the National Academies,
please visit www.nationalacademies.org/about/whatwedo.
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SGD populations!® (see Chapter 4 for a more detailed discussion of data
collection).

GENDER-AFFIRMING CARE FOR TRANSGENDER PEOPLE

The first U.S. clinics providing gender-affirming care to transgender in-
dividuals opened in the 1960s and 1970s. Practice and research in the field
of transgender health, however, was stymied in the 1980s and 1990s by the
spread of public and private insurance exclusions for gender-affirming care.
As these exclusions have begun to be removed, there has been exponential
growth in evidence regarding the medical necessity of this care, and gender
affirmation has emerged as a core intervention to improve the health and
well-being of transgender people. This section reviews the components of
and clinical and population evidence concerning gender affirmation.

Components of Gender Affirmation

Broadly speaking, gender affirmation is a process by which people
who identify as transgender, non-binary, or gender diverse take steps to
fully express their true gender. (An older but still common term for the
process of gender affirmation is gender transition.) Gender affirmation
may have social, legal, and medical components. Socially, people may use
a name or pronoun different from those they were assigned at birth, or
they may change aspects of their gender expression, such as hairstyle and
clothing. Legal affirmation may include name or gender marker changes
on identification documents—such as passports, driver’s licenses, and birth
certificates—which are affected by state and federal laws and policies.
Gender-affirming clinical care may include psychosocial support, hormone
therapy, and surgeries.

Psychosocial support for gender affirmation typically focuses on reduc-
ing emotional distress and supporting decision making regarding social,
legal, and medical steps. Some young transgender people and their families
opt for medication to delay the onset of puberty. Adults and some adoles-
cents may take feminizing or masculinizing hormones to achieve gender-
congruent secondary sex traits, often in conjunction with medications that
suppress menses or block androgens. Many transgender adults and older
adolescents undergo surgery to align the appearance of their face, chest
or breasts, body shape, and genitals with their gender, and some may also
pursue speech therapy or hair removal. Gender affirmation is different for
every person: some people may take only social or legal steps, while others
may need gender-affirming prescriptions or medical procedures. Regardless

16See https://dpcpsi.nih.gov/sgmro.
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of an individual’s path in relation to gender affirmation, social support and
integrated, multidisciplinary care are essential for all transgender people, es-
pecially youth, and are consistently associated with improved mental health,
social involvement, and self-esteem (Rafferty, Committee on Psychosocial
Aspects of Child and Family Health, and Committee on Adolescence, 2018).

Guidelines and Policies Related to Gender Affirmation

Clinicians who provide gender-affirming psychosocial and medical ser-
vices in the United States are informed by expert evidence-based guidelines. In
2012, the World Professional Association for Transgender Health (WPATH)
published version 7 of the Standards of Care for the Health of Transgender,
Transsexual, and Gender-Nonconforming People, which have been continu-
ously maintained since 1979, and revisions for version 8 are currently under
way (Coleman et al., 2012). Two newer guidelines have also been published
by the Endocrine Society (Hembree et al., 2017) and the Center of Excellence
for Transgender Health (UCSF Transgender Care, 2016). Each set of guide-
lines is informed by the best available data and is intended to be flexible and
holistic in application to individual people. All of the guidelines recommend
psychosocial support in tandem with physical interventions and suggest tim-
ing interventions to optimize an individual’s ability to give informed consent.
Mental and physical health problems need not be resolved before a person
can begin a process of medical gender affirmation, but they should be man-
aged sufficiently such that they do not interfere with treatment.

A major success of these guidelines has been identifying evidence and es-
tablishing expert consensus that gender-affirming care is medically necessary
and, further, that withholding this care is not a neutral option (World Profes-
sional Association for Transgender Health, 2016). A number of professional
medical organizations have joined WPATH in recognizing that gender-af-
firming care is medically necessary for transgender people because it reduces
distress and promotes well-being, while withholding care increases distress
and decreases well-being (American Academy of Family Physicians, 2012;
American Academy of Pediatrics, 2018; American College of Nurse Mid-
wives, 2012; American College of Obstetricians and Gynecologists, 2011;
AMA, 2008; American Psychiatric Association, 2018; American Psychologi-
cal Association (APA), 2008, 2015; Endocrine Society, 2017). Accordingly,
public and private insurers have expanded access to gender-affirming care;
some have done so proactively, while others have been required by state and
federal nondiscrimination laws to remove coverage exclusions (Baker, 2017).

Coverage requirements for gender-affirming care typically rely on an
overarching principle of parity between medically necessary services for
transgender and cisgender people. Treatments that are gender affirming
for transgender patients are covered by public and private insurers for
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intersex and cisgender people for a variety of conditions, including genital
difference, endocrine disorders, cancer prevention or treatment, and recon-
structive surgeries following an injury. Examples of these services include
testosterone or estrogen replacement therapy after surgery or menopause,
vaginoplasty after pelvic surgery or for women with vaginal agenesis in
the context of an intersex condition, and phalloplasty for cisgender male
service members injured in war (Baker et al., 2012; Balzano and Hudak,
2018; Spade et al., 2009).

As this report goes to press, 24 states and the District of Columbia
have enacted laws or made administrative changes prohibiting transgender-
specific insurance exclusions in private coverage (Movement Advancement
Project, 2020a). However, Medicaid programs in 10 states continue to ex-
plicitly exclude gender-affirming care for transgender individuals, and many
states do not address the issue of this coverage in Medicaid (Mallory and
Tentindo, 2019). At the federal level, the Medicare program removed its
exclusion for “transsexual surgery” in 2014 (HHS, 2014), though coverage
decisions related to gender-affirming surgeries are still made on a case-by-
case basis (CMS, 2016). As discussed above, Section 1557 of the Affordable
Care Act also has substantial ramifications for coverage of gender-affirming
care: the 2016 HHS regulation embraced the principle of parity and pro-
hibited categorical exclusions of gender-affirming care under the rubric of
sex nondiscrimination. This aspect of the regulation remains contested in
court, but it is expected that the original regulation’s specific protections
for transgender people will be found to be well within the scope of federal
law and the agency’s authority (Keith, 2020).

In order to justify coverage for gender-affirming care, insurance pro-
viders in the United States and most other countries require a supporting
diagnosis. In 2013, the Diagnostic and Statistical Manual of Mental Disor-
ders (DSM), 5th edition (American Psychiatric Association, 2013) replaced
the diagnosis of gender identity disorder with gender dysphoria. Whereas
gender identity disorder was perceived as pathologizing a person’s gender
identity, gender dysphoria emphasizes the clinically significant distress and
impairment that can accompany incongruence between assigned sex and
gender identity (Robles et al., 2016). A person who experiences no distress
or impairment due to this incongruence will not meet diagnostic criteria
for gender dysphoria. More recently, the International Classification of Dis-
eases, 11th revision (WHO, n.d.) has replaced transsexualism and gender
identity disorder with gender incongruence and moved the diagnosis out
of the mental and behavioral disorders chapter and into a new chapter on
sexual health.

Many insurers and some health care providers require documenta-
tion that an individual meets guideline requirements, including diagnostic
criteria for gender dysphoria, as a prerequisite for hormonal or surgical
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treatment. Because of the power differential inherent in this construct,
this practice has been described as “gatekeeping” and can function as a
significant barrier to accessing care. In a survey of transgender adolescents,
for instance, participants described distress at having to prove to a mental
health provider that they were “trans enough,” having to wait for approval
for treatment, and perceiving that their therapist feared legal liability should
a person later regret the treatment (Gridley et al., 2016). Even transgender
people with insurance coverage and access to providers report difficulty in
navigating diagnosis-based requirements imposed by providers and insurers
(James et al., 2016). Over the past 10 years, some U.S. medical professional
organizations have increasingly moved to reduce psychiatric gatekeeping by
shifting toward an informed consent and shared decision-making model, es-
pecially for adults (Schulz, 2018). Some countries have further underscored
that transgender identity is not a pathology by recognizing gender affirma-
tion as fundamental to the human right to self-definition and removing
requirements that transgender people seeking gender-affirming medical care
present with a diagnosis such as gender dysphoria (Aristegui et al., 2017).

Outcomes of Gender-Affirming Interventions

The evidence base for gender affirmation across age groups has grown
rapidly over the last decade. For transgender youth who have not yet reached
puberty, social affirmation and support are primary interventions. Using data
from electronic records from the Kaiser Permanente system, recent work
has suggested that prepubescent transgender children experience increased
rates of mental health problems, especially anxiety, depression, and atten-
tion deficit disorders, relative to cisgender children (Becerra-Culqui et al.,
2018). However, research also shows that, when transgender children in this
age group are socially affirmed and supported by their families, their rates
of depression are much nearer to those of cisgender children (Durwood,
McLaughlin, and Olson, 2017). In one study, transgender youth who were
socially affirmed had elevated rates of anxiety relative to their cisgender
peers, but this difference was not clinically significant and may have reflected
ongoing social stigma and minority stress (Olson et al., 2016). Another study
found that using transgender youths’ chosen names in home and at school
was associated with reduced depression, suicidal ideation, and suicidal be-
havior (Russell et al., 2018).

Puberty blockers, typically gonadotropin-releasing hormone analogs,
have been used since at least the late 1990s to prevent development of
irreversible secondary sex traits and to give youth more time to explore
their gender identity (Cohen-Kettenis and Van Goozen, 1998). In 2014, a
landmark paper provided longitudinal data from a cohort of youth in the
Netherlands: among this group, puberty suppression, followed several years
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later by gender-affirming hormones and surgery, was effective in reducing
gender dysphoria and restoring well-being equal to or better than same-age
cisgender young adults (de Vries et al., 2014). Though most data on puberty
suppression are limited and drawn from convenience samples in European
clinics, this fully reversible gender-affirming intervention appears to con-
fer improved psychological functioning and may reduce gender dysphoria
(Mahfouda et al., 2017).

There is inconsistent and limited evidence regarding risks of irrevers-
ible low bone density and infertility (Chew et al., 2018; Mahfouda et al.,
2017; Rafferty, Committee on Psychosocial Aspects of Child and Family
Health, and Committee on Adolescence, 2018). In recognition of these
risks, guidelines recommend monitoring bone density and counseling on
fertility preservation prior to treatment (Hembree et al., 2017). Of note,
while evidence indicates that social affirmation and puberty suppression
are low risk and effective interventions for young transgender youth,
there may be a significant delay between recognition and disclosure of
gender incongruence: in one cohort, participants reported identification
of gender incongruence on average at age 8 and disclosure to caregivers
on average at age 17 (Olson et al., 2015). Support from parents and af-
firmation of gender diversity are critical to creating safe opportunities for
young people to access the psychosocial and medical care that they need
in a timely manner.

Hormone therapy with testosterone or estrogen is a common gender-
affirming treatment for transgender adults and older adolescents. Though
limited by heterogeneity of methodology, regimen, and outcomes mea-
sures, systematic reviews and meta-analyses consistently find that gender-
affirming hormone treatment is associated with significant reductions in
gender dysphoria, psychological symptoms, and psychiatric diagnoses
and with improved markers of well-being, including quality of life, in-
terpersonal functioning, psychological adjustment, sexual function, body
satisfaction, and self-esteem (Costa and Colizzi, 2016; Dhejne et al.,
2016; Keo-Meier et al., 2015; Murad et al., 2010; Nguyen et al., 2018;
Rowniak, Bolt, and Sharifi, 2019; White Hughto and Reisner, 2016).

Both the WPATH and Endocrine Society guidelines identify age 16 as
a general starting point for gender-affirming hormones, with the recogni-
tion that some adolescents benefit from earlier treatment (Coleman et al.,
2012; Hembree et al., 2017). Evidence for hormone therapy in adolescents
comes largely from outside of the United States and inconsistently tracks
outcomes (Chew et al., 2018; Olson-Kennedy et al., 2016). The data
available suggest that hormone therapy in adolescents likely yields reduc-
tions in dysphoria and distress and improvements in well-being similar
to those in adults (Mahfouda et al., 2019). Gender-affirming hormone
therapy can be managed for most patients by primary care providers,
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as it typically involves long-term maintenance on doses similar to those
used for cisgender patients with conditions such as hypogonadism (Wylie
et al., 2016).

Surgeries involving the genitals or secondary sex characteristics can
also improve health and well-being among transgender people and are an
important and medically necessary aspect of gender-affirming care (Bailey,
Ellis, and McNeil, 2014; Castellano et al., 2015; Murad et al., 2010; Passos
et al., 2020; Wernick et al., 2019). Many factors affect an individual’s need
for and access to gender-affirming surgeries. In the 2015 USTS, only 25 per-
cent of respondents had undergone some form of gender-affirming surgery,
such as genital reconstruction or chest reconstruction, and having surgery
was correlated with higher incomes (James et al., 2016). Respondents also
reported varying degrees of experience with or need for specific procedures:
97 percent of transgender men had or needed chest reconstruction surgery,
and 22 percent of transgender men had or needed phalloplasty. Similarly, 95
percent of transgender women had or needed hair removal procedures, and
76 percent had or needed vaginoplasty. Non-binary individuals generally
had and needed fewer surgeries than their binary-identified counterparts:
48 percent of non-binary individuals assigned female at birth had or needed
chest surgery, and 12 percent of non-binary individuals assigned male at
birth had or needed vaginoplasty.

Surgeries for transgender men and other trans-masculine people may
include bilateral chest reconstruction, salpingo-oophrectomy (removal
of the ovaries and fallopian tubes), hysterectomy, genital reconstruction
(metoidioplasty or phalloplasty with or without prosthesis), and, rarely,
vocal surgery. Chest reconstruction, which involves removal of breast tis-
sue and nipple preservation, is associated with significant improvements
in mental health and well-being among trans-masculine adolescents and
adults (Agarwal et al., 2018; Mahfouda et al., 2019; Van Boerum et al.,
2019). A systematic review of studies of genital surgeries that included
metoidioplasty indicated that 93 percent of patients were satisfied with the
outcome, including preserved erogenous sensitivity, despite significant rates
of postoperative complications (Morrison et al., 2016). A systematic review
of penile prosthetic outcomes for 792 transgender men over a mean follow-
up period of three years found inconsistent reporting of sensory, urinary,
satisfaction, and sexual outcomes after surgery, with 36 percent reporting
prosthesis complications (Rooker et al., 2019).

Surgeries for transgender women and other trans-feminine people may
include breast augmentation, facial feminization, vocal surgery, orchiec-
tomy, and vaginoplasty. Some studies have shown improvements in quality
of life and high patient satisfaction following facial feminization procedures
for trans-feminine individuals, including reshaping the contours of the face
and larynx (Ainsworth and Spiegel, 2010; Van Boerum et al., 2019). A
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systematic review of vaginoplasty for transfeminine individuals identified
26 studies with a total of 1,563 patients; although measures used to track
outcomes varied between studies, and complications were frequent, with
neovaginal stenosis the most common, patients tended to report high rat-
ings in both sexual function and satisfaction after surgery (Horbach et al.,
2015).

The research regarding outcomes for surgery in youth under 18 is
sparse, in part because it is generally not clinically recommended for legal
minors, though there is only a small amount of low-quality evidence that
supports this limitation (Hembree et al., 2017). Chest masculinization
is sometimes appropriate for youth 16 or older (Coleman et al., 2012),
and some surgeons perform vaginoplasty on minors under specific cir-
cumstances (Milrod and Karasic, 2017). Several studies provide positive
evidence regarding the benefits of chest reconstruction in minors, with re-
duced depressive and anxious symptoms and improved chest dysphoria; the
most common complications were changes in sensation and scar cosmesis
(Mahfouda et al., 2019). There are very few data regarding genitoplasty
for minors.

As noted above, available evidence generally indicates that gender-
affirming medical interventions, including surgeries, are associated with
improvements in gender dysphoria, mental health, and quality of life for
transgender people. Evidence also suggests, however, that mental health
conditions can persist after treatment: for instance, a 2011 Swedish reg-
istry study of 324 patients who had undergone gender-affirming surgeries
between 1973 and 2003 found increased rates of suicide attempts and
psychiatric hospitalizations relative to population controls (Dhejne et al.,
2011). The study notes that surgeries did alleviate gender dysphoria, and
the study was unable to determine how patients might have fared without
surgery. When a more recent Swedish registry study tracked mental health
treatment utilization among people with a gender incongruence diagnosis
relative to people without gender incongruence between 2005 and 2015
(N = 2,679), time since gender-affirming surgery was associated with re-
duced need for mental health services (aOR: 0.92; 95% CI: 0.87, 0.98)
(Branstrom and Pachankis, 2019). A reanalysis of these data compared
individuals with gender incongruence who had gender-affirming surgery
with those who did not and found comparable rates of reduced need for
treatment for mood disorders between the groups, but higher rates of treat-
ment for anxiety disorders among the group who did have surgery (aOR:
1.40; 95% CI: 1.00, 1.97) (Branstrom and Pachankis, 2020). The authors
note that the comparator nonsurgical group is heterogeneous, including a
mixture of patients who both did and did not want surgery. Furthermore, as
was discussed in detail in Chapter 11, transgender people have significantly
elevated rates of mental health problems due not just to the experience of
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gender dysphoria but also because of minority stress and stigma. While
social and medical affirmation reduce gender dysphoria and can mitigate
the impact of social factors, such as discrimination and family rejection,
medical affirmation may not fully resolve or protect from experiences of
stigma and stress. Future studies examining outcomes of gender affirmation
should assess and control for these factors. Related research needs include
exploration of factors that can promote resilience in different family and
community settings and across the life course (Bockting et al., 2016).

Another major limitation in research on postsurgical outcomes is the
absence of patient-reported outcome measures that have been validated in
transgender and non-binary post-operative patient populations (Andréasson
et al., 2018; Barone et al., 2017; Dy et al., 2019). Recent data overall suggest
that satisfaction after gender-affirming surgeries is high and risk of regret
is very low. For example, the Center of Expertise on Gender Dysphoria at
the Free University Medical Center in Amsterdam published results from 43
years of clinical care in which regret was reported in only 14 patients (0.5%)
of the more than 5,300 patients who underwent gonadectomy as part of
gender affirmation (Wiepjes et al., 2018). A smaller study found that only
1 of 68 patients who received chest masculinization surgery experienced
regret “sometimes” (Olson-Kennedy et al., 2018), consistent with findings
from older research (Gijs and Brewaeys, 2007). Similarly, a 2018 systematic
review and meta-analysis of 46 articles with 3,716 cases of vaginoplasty for
transgender women reported a cumulative rate of regret of 1 percent, com-
pared with an overall satisfaction rate of 92 percent across different surgical
techniques (Manrique et al., 2018). While many studies do not qualitatively
assess degree and reasons for regret, in one study patients who reported
regret with surgeries reported mild regret and attributed this to cosmetic or
functional outcomes rather than the decision to have surgery (van de Grift
et al., 2017).

Substantial progress has been made over the past decade in research
on outcomes of gender-affirming interventions, and there are ample oppor-
tunities for improvement. To address the scarcity of data and difficulties
extrapolating findings from relatively homogeneous European samples, a
United States-based comprehensive registry that tracks patient-centered
outcomes for both youth and adults could lead to valuable insights on the
benefits of medically supervised gender affirmation (Kimberly et al., 2018).
Much remains to be learned regarding optimal timing and risk profiles
for surgeries and other medical interventions, aided by standardized and
validated tools for body satisfaction, gender-related quality of life, gender
dysphoria, and mental health (Olson et al., 2016). Standardized assessment
and reporting of outcomes are particularly essential for helping clinicians
and patients understand surgical options. In this area, too, more attention
is needed to populations that tend to be invisible or underrepresented in
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clinical research, especially transgender people of color and non-binary
individuals. Very little is known about the experiences and options for
treatment for transgender individuals with intersex traits, especially those
who had irreversible treatments as children. Overall, however, the evidence
indicates that gender-affirming interventions, including social affirmation,
hormonal treatment, and surgeries, are medically necessary for reducing
distress and improving the health and well-being of transgender people.

CONVERSION THERAPY

Efforts to change sexual orientation or gender identity, which initially
gained traction in the 1960s and which are often referred to as conversion
or reparative therapies, assume that non-cisgender and non-heterosexual
identities are abnormal. In 2009 the APA produced a landmark report
that systematically reviewed the evidence of efficacy for sexual orienta-
tion change efforts (APA, 2009). Most of this research was conducted
prior to 1981, and very few studies were experimental in design. The task
force found that some people sought sexual orientation change efforts
due to distress over their sexual orientation but that the treatments were
unable to reduce same-sex attractions or increase other-sex attractions.
Furthermore, there was evidence that individuals experienced harm from
these treatments, including sexual dysfunction, depression, anxiety, and
suicidality. With regard to gender identity, while interest in the so-called
“desistence” of transgender identity has been informed by studies suggest-
ing that as high as 80 percent of prepubertal youth presenting to pediatric
gender clinics ultimately do not identify as transgender, many of the youth
included in these studies did not meet full DSM criteria for a gender
incongruence diagnosis (Olson, 2009). Recent evidence supports that
early social affirmation of transgender identity is associated with good
outcomes (Olson et al., 2016; Durwood, McLaughlin, and Olson, 2017)
and that lack of social affirmation correlates with depression, anxiety, and
suicidality (de Vries et al., 2016; James et al., 2016).

Consequently, sexual orientation and gender identity conversion ef-
forts have fallen out of favor in mainstream psychological and psychiat-
ric practice. By the time of the 2011 Institute of Medicine report, many
medical organizations had issued statements condemning sexual orientation
change efforts based on the lack of efficacy and evidence of harm. Many of
these organizations have since updated their positions to decry conversion
therapy for both sexual orientation and gender identity (AMA and GLMA:
Medical Professionals Advancing LGBTQ Equality, 2018; American Acad-
emy of Child and Adolescent Psychiatry, 2018; Rafferty, Committee on
Psychosocial Aspects of Child and Family Health, and Committee on Ado-
lescence, 2018; SAMHSA, 2015; Streed et al., 2019a).
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However, there is recent evidence that LGBTQ youth and adults con-
tinue to be exposed to conversion therapy. A 2019 report from Williams
Institute estimated that 698,000 adults between ages 18 and 59 have under-
gone conversion therapy from a licensed professional or religious advisor,
of whom 350,000 were adolescents when treated (Mallory, Brown, and
Conron, 2019). The same study estimated that an additional 57,000 youth
will receive conversion therapy from a health care or religious provider be-
fore 18 years of age. Among 25,000 LGBTQ youth respondents to a 2019
national survey, 67 percent reported that someone attempted to convince
them to change their gender identity or sexual orientation (Trevor Project,
2019). A survey of 762 marriage and family therapists and members of
the American Academy of Marriage and Family Therapists, which has a
position statement against conversion therapy, found that 19.4 percent of
respondents believed it was ethical to practice sexual orientation change
therapy, and 3.5 percent of respondents had done so. This belief was as-
sociated with higher levels of negative beliefs about LGB clients than those
of other therapists (McGeorge, Carlson, and Toomey, 2015).

A recent survey was among the first to evaluate the link between
sexual orientation change therapy and the health of young people: among
245 white and Latinx LGBT individuals between the ages of 21 and 285,
exposure to conversion efforts within or outside of their families during ad-
olescence was associated with higher family religiosity, lower family socio-
economic status, and higher individual gender nonconformity (Ryan et al.,
2018). In addition, exposure to conversion efforts during adolescence was
significantly associated with increased suicidal ideation, suicide attempts,
and depression, as well as diminished life satisfaction, self-esteem, social
support, educational attainment, and lower income in young adulthood.

A systematic narrative review of gender identity conversion efforts
found few data and a notable absence of research about their effects on
both adolescents and adults (Wright, Candy, and King, 2018). However,
a recent study using data from the 2015 USTS found that 14 percent of
respondents had been exposed to gender identity conversion therapy during
their lifetimes; exposure was associated with significantly higher rates of
past-month severe psychological distress and lifetime suicide attempts com-
pared with respondents who had not been exposed to such therapy (Turban
et al., 2019). Exposure to gender identity conversion therapy before age
10 was associated with nearly twice the rate of lifetime suicide attempts.

The available evidence suggests that sexual orientation and gender
identity conversion efforts are ineffective and dangerously detrimental to
the health of SGD populations, especially for minors who are unable to
give informed consent. As of early 2020, 20 states, the District of Colum-
bia, Puerto Rico, and a number of municipalities had outlawed sexual
orientation and gender identity conversion therapy for minors (Move-
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ment Advancement Project, 2020b). As growing numbers of professional
organizations and governments call for or legislate an end to conversion
therapy, particularly for minors, it is important for clinicians working with
SGD populations to understand the effects that these experiences can have
on individuals, even many years later. Research on strategies for helping
individuals who have experienced conversion therapy to heal and recover
is essential. In order to end the practice of conversion therapy, it is not
sufficient for professional organizations to recommend against conversion
therapy; rather, professionals may require dedicated and specific train-
ing on the inefficacy and danger of conversion treatments, and insurance
providers should consider limiting coverage for these non-evidence-based
practices.

INTERSEX GENITAL SURGERY

The most expansive estimations of the prevalence of intersex traits,
including any variation in any marker of sex (chromosomes, internal re-
productive anatomy, external genital shape, and secondary sex traits),
concludes that up to 1.7 percent of the population has an intersex trait
(Fausto-Sterling, 2000). Estimates based on the number of people with
clinically identifiable sexual or reproductive anatomic variations are closer
to 0.5 percent (Nordenvall et al., 2014). Estimates for prevalence of infants
born with obvious genital diversity, sometimes known as ambiguous genita-
lia, range from 0.03 percent to 0.1 percent (Blackless et al., 2000; Hughes
et al., 2007; Thyen et al., 2006). Such variations can include differences in
the length of the genital tubercule or glans (as in a shorter penis or longer
clitoris), a narrow or absent vaginal opening, or presence of partially fused
labia or a partially separated scrotum. This section focuses primarily on
early genital surgery for children born with obvious genital diversity, which
remains the most contentious area of clinical care—and increasingly, health
law and policy—for persons with intersex traits (Dalke et al., 2020).

Genital Diversity and Early Genital Surgeries

Although some infants with genital diversity require urgent surgery
to address urinary obstruction or exposed pelvic organs (Woo, Thomas,
and Brock, 2010), many have no immediate medical concerns and do not
require urgent medical treatment (Romao and Pippi Salle, 2017). Because
the appearance of the external genitals is typically the primary datum for
the sex assigned to infants at birth, genital diversity can lead to uncertainty
about which sex a child with intersex traits should be assigned. Similarly,
eventual gender identity cannot be readily predicted for many people with
intersex traits based on the appearance of their genitals at birth (see more

Copyright National Academy of Sciences. All rights reserved.
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Understanding Unapproved Use of Approved Drugs "Off
Label”

Has your healthcare provider ever talked to you about using an FDA-approved drug for an
unapproved use (sometimes called an “off-label” use) to treat your disease or medical condition?

https://www.fda.gov/patients/learn-about-expanded-access-and-other-treatment-options/understanding-unapproved-use-approved-drugs-label 1/4
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It is important to know that before a drug can be approved, a company must submit clinical data
and other information to FDA for review. The company must show that the drug is safe and
effective for its intended uses. “Safe” does not mean that the drug has no side effects. Instead, it
means the FDA has determined the benefits of using the drug for a particular use outweigh the
potential risks.

When you are prescribed a drug for its approved use, you can be sure:

e That FDA has conducted a careful evaluation of its benefits and risks for that use.
e The decision to use the drug is supported by strong scientific data.
e There is approved drug labeling for healthcare providers on how to use the drug safely and

effectively for that use.

The approved drug labeling for healthcare providers gives key information about the drug that
includes:

e The specific diseases and conditions that the drug is approved to treat.
e How to use the drug to treat those specific diseases and conditions.
e Information about the risks of the drug.

e Information that healthcare providers should discuss with patients before they take a
drug.

Some drugs may also have labeling information for patients such as Medication Guides, Patient
Package Inserts and Instructions for Use.

Why might an approved drug be used for an unapproved use?

From the FDA perspective, once the FDA approves a drug, healthcare providers generally may
prescribe the drug for an unapproved use when they judge that it is medically appropriate for
their patient.

You may be asking yourself why your healthcare provider would want to prescribe a drug to
treat a disease or medical condition that the drug is not approved for. One reason is that there
might not be an approved drug to treat your disease or medical condition. Another is that you
may have tried all approved treatments without seeing any benefits. In situations like these, you
and your healthcare provider may talk about using an approved drug for an unapproved use to
treat your disease or medical condition.

What are examples of unapproved uses of approved drugs?

Unapproved use of an approved drug is often called “off-label” use. This term can mean that the
drug is:

https://www.fda.gov/patients/learn-about-expanded-access-and-other-treatment-options/understanding-unapproved-use-approved-drugs-label 2/4
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e Used for a disease or medical condition that it is not approved to treat, such as when a
chemotherapy is approved to treat one type of cancer, but healthcare providers use it to
treat a different type of cancer.

e Given in a different way, such as when a drug is approved as a capsule, but it is given
instead in an oral solution.

e Given in a different dose, such as when a drug is approved at a dose of one tablet every

day, but a patient is told by their healthcare provider to take two tablets every day.

If you and your healthcare provider decide to use an approved drug for an unapproved use to
treat your disease or medical condition, remember that FDA has not determined that the drug is
safe and effective for the unapproved use.
Questions you may want to consider
If your healthcare provider is thinking about using an approved drug for an unapproved use,
you may want to ask your healthcare provider questions like these:

e What is the drug approved for?

e Are there other drugs or therapies that are approved to treat my disease or medical
condition?

e What scientific studies are available to support the use of this drug to treat my disease or
medical condition?

e Isit likely that this drug will work better to treat my disease or medical condition than
using an approved treatment?

e What are the potential benefits and risks of treating my disease or medical condition with
this drug?

e Will my health insurance cover treatment of my disease or medical condition with this
drug?

e Are there any clinical trials studying the use of this drug for my disease or medical
condition that I could enroll in?

Resources For You

* FDA Approved Medication Guides (/drugs/drug-safety-and-availability/medication-
guides)

* Drugs@FDA Database (http://www.accessdata.fda.gov/scripts/cder/daf/index.cfm),

e DailyMed (https://dailymed.nlm.nih.gov/dailymed/index.cfm)

https://www.fda.gov/patients/learn-about-expanded-access-and-other-treatment-options/understanding-unapproved-use-approved-drugs-label
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updates.

The passage of the Best Pharmaceuticals for Children Act and the Pe-
diatric Research Equity Act has collectively resulted in an improvement
in rational prescribing for children, including more than 800 labeling
changes. However, off-label drug use remains an important public
health issue for infants, children, and adolescents, because an over-
whelming number of drugs still have no information in the labeling for
use in pediatrics. The purpose of off-label use is to benefit the individ-
ual patient. Practitioners use their professional judgment to determine
these uses. As such, the term “off-label” does not imply an improper,
illegal, contraindicated, or investigational use. Therapeutic decision-
making must always rely on the best available evidence and the
importance of the benefit for the individual patient. Pediatrics
2014;133:563-567

INTRODUCTION

The purpose of this statement is to further define and discuss the
status of off-label use of medications in children. Since publication of
the 2002 statement from the American Academy of Pediatrics on the
off-label use of drugs,! the number of drugs approved by the US
Food and Drug Administration (FDA) with pediatric indications or
expanded labeling that informs drug use in pediatric patients
(eg, pharmacokinetic/pharmacodynamic data, safety data) has sub-
stantially increased. The passage of the Best Pharmaceuticals for
Children Act2 (BPCA) and the Pediatric Research Equity Act® (PREA) has

resulted in more than 800 pediatric labeling changes. However, despite
this success and advances in both basic science and clinical trials in
pediatrics, off-label drug use remains a common and important issue
for children and adolescents. Moreover, off-label use of drugs presents
an even larger and more complex issue in preterm and full-term neo-
nates, infants and in children younger than 2 years,* and children
with chronic and/or rare diseases.56

DEFINING OFF-LABEL USE

The term “off-label” use refers to use of a drug that is not included in
the package insert (approved labeling) for that drug. The purpose of
off-label use is to benefit an individual patient. It is important to note
that the term “off-label” does not imply an improper, illegal, contra-
indicated, or investigational use. To approve a drug for sale and
marketing within the United States, the FDA requires substantial

563
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evidence for efficacy and safety, usu-
ally in the form of 2 well-controlled
trials. Subsequent requests by a spon-
sor to add a new indication to drug
labeling must also be accompanied by
additional evidence in support of that
indication. If the FDA finds that such
evidence supports approval, the new
indication is added to the product la-
beling. If the evidence is deemed in-
sufficient or if the sponsor chooses not
to submit evidence, the indication is
not added.

According to the Code of Federal Reg-
ulations,” a sponsor is the entity that
holds an investigational new drug
application and that both takes re-
sponsibility for and initiates a clinical
investigation. The sponsor may be an
individual or pharmaceutical company,
governmental agency, academic in-
stitution, private organization, or other
organization. A sponsor does not ac-
tually conduct the investigation unless
the sponsor is a sponsor-investigator.
A person other than an individual who
uses 1 or more of his or her own em-
ployees to conduct an investigation that
he or she has initiated is considered to
be a sponsor, not a sponsor-investigator.
In this case, the employees are inves-
tigators. Sponsor-investigators both
initiate and conduct an investigation
and direct the administration or dis-
pensing of the investigational drug. The
requirements applicable to a sponsor-
investigator include both those applica-
ble to an investigator and a sponsor. It is
important to note that sponsors are not
allowed to promote or even speak to off-
label use. If a physician speaks on behalf
of a sponsor, the same rule applies. It is
acceptable to use drugs off label and to
publish results related to off-label use,
but it is not acceptable to receive re-
muneration from the sponsor for these
uses.

The absence of labeling for a specific

age group or for a specific disorder
does not necessarily mean that the

564 FROM THE AMERICAN ACADEMY OF PEDIATRICS

drug’s use is improper for that age or
disorder. Rather, it only means that
the evidence required by law to allow
inclusion in the label has not been
approved by the FDA. Additionally, in
no way does a lack of labeling signify
that therapy is unsupported by clini-
cal experience or data in children.
Instead, it specifically means that ev-
idence for drug efficacy and safety in
the pediatric population has not been
submitted to FDA for review or has
not met the regulatory standards of
“substantial evidence” for FDA ap-
proval. In contrast to the absence of
pediatric-specific information on some
medications, other drug labels contain
statements such as “the safety and ef-
ficacy in pediatric patients have not been
established,” and explicit evidence-based
warnings and contraindications are in-
cluded on the label where indicated.
Understanding the distinction between
the lack of FDA approval for a particular
use or dosing regimen in the former
case versus explicit warnings or con-
traindications against use in the latter is
essential for the pediatric practitioner. In
addition, when considering best prac-
tices for therapeutic decision-making, it
is essential to understand that the FDA
does not regulate the use of drugs as
they pertain to the practice of medicine?

THE ROLE OF THE FDA

The FDA is the federal government
agency charged with oversight re-
sponsibility for the manufacturing,
labeling, advertisement, and safety of
therapeutic drugs and biological prod-
ucts. The Food, Drug, and Cosmetic Act®
requires that “substantial evidence,”
resulting from “adequate and well-
controlled investigations” demonstrat-
ing that a new drug “will have the effect
it purports or is represented to have
under the conditions of use prescribed,
recommended, or suggested in the
proposed labeling,” be submitted to and
reviewed and approved by the FDA

before the drug is marketed in in-
terstate commerce. For drugs and bi-
ological agents (eg, vaccines, antibodies),
proof of effectiveness consists of “ade-
quate and well-controlled studies” as
defined for new drugs in the Code
of Federal Regulations.’® Biological
agents are approved under the Public
Health Service Act.'' Given these re-
quirements as well as the rapid pace of
medical discovery, it is not surprising
that labeling does not reflect all possi-
ble uses of an agent. Off-label use of
drugs in children is not overseen by the
FDA, because the FDA does not regulate
the prescription practices of individual
practitioners.

The FDA maintains a system for post-
marketing drug surveillance, compil-
ing and analyzing information about
the incidence and severity of adverse
events reported by practitioners,
sponsors, hospitals, and other health
care facilities. It is important to note
that this postmarket surveillance
system is passive and that the total
number of adverse event reports in
pediatrics relative to adults is small. To
address this issue, the BPCA provides
for a systematized review of adverse
event reports in pediatric patients
through the FDA Pediatric Advisory
Committee. When the FDA notes an
apparent association between use of
a drug and an adverse event, the FDA
may choose from several actions: to
request further focused study of the
drug, to add a contraindication or
warning to the drug labeling, to issue
a warning about use of the drug, or to
seek voluntary or compulsory removal
of the drug from the market. There-
fore, although the FDA does not reg-
ulate the practice of medicine,
practitioners should be aware of new
information brought forward by the
FDA, because it can serve as a valuable
resource for information regarding
the potential or proven adverse effects
of drugs (see www.fda.gov).

Downloaded from www.aappublications.org/news by guest on September 8, 2021
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THERAPEUTIC DECISION-MAKING

Therapeutic decision-making should
always be guided by the best available
evidence and the importance of the
benefit for the individual patient. Prac-
titioners are in agreement regarding
the importance of practicing evidence-
based medicine. However, for the pedi-
atric population, gold standard clinical
trials are often not available, so prac-
titioners must rely on either less de-
finitive information, such as expert
opinion for the age group that they are
treating, or use evidence from a differ-
ent population to guide practice. There
are now many resources available to
help assess the quality of evidence-
based medicine, including but not re-
stricted to articles in peer-reviewed
journals, American Academy of Pediat-
rics practice guidelines and policy
statements, consensus statements, and
handbooks and databases (ie, Cochrane,
Lexicomp, and Harriet Lane). At times,
there may be little or no published in-
formation to guide therapy. This situa-
tion is especially true when treating rare
diseases or sparse populations such as
neonates. In such situations, the prac-
ticing physician can play an important
role in adding to therapeutic information
by publishing his or her experience with
off-label uses of drugs. These reports
can serve as the basis of more formal
efficacy and safety studies and can serve
as a therapeutic decision-making re-
source for other physicians. The prac-
ticing physician also has a responsibility
to report adverse events to the FDA
through the Medwatch program (www.
fda.gov/Safety/MedWatch).

In most situations, off-label use of
medications is neither experimenta-
tion nor research. The administration
of an approved drug for a use that is
not approved by the FDA is not con-
sidered research and does not war-
rant special consent or review if it is
deemed to be in the individual patient’s
best interest.®

PEDIATRICS Volume 133, Number 3, March 2014

In general, if existing evidence sup-
ports the use of a drug for a specific
indication in a particular patient, the
usual informed-consent conversations
should be conducted, including antic-
ipated risks, benefits, and alternatives.
If the off-label use is based on sound
medical evidence, no additional in-
formed consent beyond that routinely
used in therapeutic decision-making is
needed.’213 However, if the off-labeluse
is experimental, then the patient (or
parent) should be informed of its ex-
perimental status.™ It would be pru-
dent for pediatricians to know and
abide by the appropriate informed
consent laws in their respective states.
In addition, particular risk-benefit ra-
tios presented by the unproven thera-
pies must be carefully considered and
disclosed, and standard of care prac-
tices should be reviewed. When use of
a drug is truly investigational, drug
use should be performed in conjunc-
tion with a well-designed clinical trial
whenever possible. This is especially
true when the physician proposes to
treat a group of patients rather than
a single individual. Patients and/or their
legal guardians should be specifically
informed that the proposed therapy
is investigational, and their consent to
proceed despite the risks of inves-
tigational therapy should be carefully
documented. Whether institutional re-
view, consultation, or written consent
are required for a given intervention
depends on the degree of risk or
departure from standard practices
and the extent to which research,
rather than individual patient care, is
involved.

Practitioners may be concerned that
the off-label use of an approved drug
may invite a variety of legal actions.
To conform to accepted professional
standards, the off-label use of a drug
should be done in good faith, in the
best interest of the patient, and with-
out fraudulent intent. A practitioner

FROM THE AMERICAN ACADEMY OF PEDIATRICS

may be accountable for the negligent
use of any drug in a civil action, re-
gardless of whether the FDA has ap-
proved the use of that drug. Labeling
is not intended to preclude the prac-
titioner from using his or her best
medical judgment in the interest of
patients or to impose liability for
off-label use. Indeed, the practice of
medicine will more than likely require
a practitioner to use drugs off label to
provide the most appropriate treatment
of a patient. However, because the use of
drugs in an off-label capacity can in-
crease the liability risk for a practitioner
should an adverse event or poor out-
come ensue, it is essential that practi-
tioners document the decision-making
process to use a drug off label in the
patient’s medical record.

FEDERAL LEGISLATION TO
INCREASE DRUG TESTING IN
CHILDREN

The BPCA and the PREA are 2 com-
plementary federal laws that have
substantially increased clinical evalu-
ation and labeling of drugs in children
both by the pharmaceutical industry
and through government-sponsored
trials.’® The PREA mandates that al-
most all new drugs and certain ap-
proved drugs must be studied in
children for approved uses of the
product if there is potential for use of
that drug in children and that the
application for new drug approval in-
clude the results of adequate pediat-
ric studies unless the studies are
deferred or waived by the FDA. The
BPCA allows sponsors to qualify for an
additional 6 months of market exclu-
sivity if the sponsor completes and
submits pediatric studies to the FDA,
as outlined in an FDA-issued written
request. A written request may in-
clude off-label as well as approved
uses of a drug. In addition, the BPCA
authorizes the National Institutes of
Health, in conjunction with the FDA
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and physicians from clinical dis-
ciplines, to work together to assign
priority for testing of specific drugs
in children. The National Institutes of
Health, acting through the Eunice
Kennedy Shriver National Institute of
Child Health and Human Development,
then solicits proposals for pediatric
drug testing concordant with the drug
prioritization recommendations and
funds clinical studies that are judged
meritorious by external review. The
ratification of these 2 laws has been
considered a significant success, be-
cause there have been more than

600 pediatriclabeling changes. Also
as a result of these laws, increased
prospective pediatric drug testing
has occurred via industry-sponsored
studies, investigator-initiated studies,
and consortia, such as the National
Institute of Child Health and Human
Development—funded Pediatric Trials
Network. The net result has been
an expansion of both pediatric labeling
information and the knowledge base
from which practitioners can draw to
make informed therapeutic decisions.!>16

In 2012, Congress passed the Food and
Drug Administration Safety and In-
novation Act,'” reauthorizing and
strengthening the BPCA and PREA. The
legislation aims to ensure that pedi-
atric evaluations under PREA are
conducted earlier in the drug de-
velopment process to improve the
quality of and accountability for com-
pletion of such studies and to advance
the neonatal drug studies under the
BPCA and PREA. The legislation also
makes both the BPCA and PREA per-
manent law.

CONCLUSIONS

Off-label drug use remains an impor-
tant public health issue, especially for
infants, young children, and children
with rare diseases. Evidence, not label
indication, remains the gold standard
from which practitioners should draw
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when making therapeutic decisions
for their patients. The PREA and BPCA
have been extremely successful and
represent an essential first step in
expanding this evidence as a means of
achieving the ultimate goal that any
and all drugs used to treat children
will have age-appropriate evidence
sufficient to provide information for
labeling. However, labeling with pedi-
atric information still exists in less
than 50% of products,'® such that
much work remains to be done to
ensure the best possible practice
for therapeutic decision-making in
pediatrics.

RECOMMENDATIONS

1. The practitioner who prescribes
a drug is responsible for deciding
which drug and dosing regimen
the patient will receive and for
what purpose.

a. This decision should be made on
the basis of the information con-
tained in the drug’s labeling (when
available) or other data available
to the prescriber.

b. The use of a drug, whether off
or on label, should be based
on sound scientific evidence,
expert medical judgment, or
published literature whenever
possible.

c. Off-label use is neither incorrect
nor investigational if based on
sound scientific evidence, expert
medical judgment, or published
literature.

2. Pediatricians should continue to
advocate for necessary incentives
and requirements to promote the
study of drugs in children.

3. Physician researchers are encour-
aged to continue the rational and
critical study of drugs in children
through conducting and/or collab-
orating in well-designed pediatric
drug studies, including national
consortium studies.

4. Journals should be encouraged to
publish the results of all well-
designed investigations, including
negative studies.

9. Institutions and payers should not
use labeling status as the sole
criterion that determines the
availability on formulary or re-
imbursement status for medica-
tions in children. Similarly, less
expensive therapeutic alterna-
tives considered appropriate
for adults should not automati-
cally be considered appropriate
first-line treatment in children.
Finally, off-label uses of drugs
should be considered when ad-
dressing various drug-related
concerns, such as drug short-
ages.
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UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF FLORIDA
JACKSONVILLE DIVISION

No. 3:17-cv-00739-TJC-JBT
DREW ADAMS, et al.,

Plaintiff,
V.

THE SCHOOL BOARD OF ST. JOHNS
COUNTY, FLORIDA,

Defendant.

DECLARATION OF DR. NORMAN P. SPACK, M.D.

I, Norman P. Spack, pursuant to 28 U.S.C. § 1746, hereby declare as follows:

1. I am over the age of eighteen and submit this declaration based on my personal
knowledge.
2 If called to testify, I would testify truthfully based on my own experience and

knowledge regarding the matters discussed herein.

3 I am a pediatric endocrinologist. I began practicing pediatric endocrinology in
1976 at Boston Children’s Hospital. | have an undergraduate degree from Williams College,
a medical degree from the University of Rochester, and completed my pediatrics residency and
fellowship in Pediatric Endocrinology and Adolescent Medicine at Boston Children’s

Hospital.
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4. I am an Associate Physician in Medicine at Boston Children’s Hospital, the Co-
Founder and Co-Director Emeritus of the Gender Management Service (GeMS) Program at
Boston Children’s Hospital, and an Associate Clinical Professor of Pediatrics at Harvard
Medical School in Massachusetts.

3. In 2007, I co-founded the GeMS Program at Boston Children’s Hospital. The
first-of-its-kind program in the United States, GeMS provides comprehensive care to the
unique group of gender nonconforming and transgender children and adolescents. The GeMS
team consists of providers from Endocrinology, Psychology, and Social Work, and works
closely with specialists in other departments in the hospital such as Adolescent Medicine,
Urology, and Plastic Surgery to develop individual care plans that meet every child’s medical
and emotional needs, as well as the family’s need for information and support.

6. Since its founding, the GeMS Program has been replicated by over 60 similar
programs at pediatric academic centers in North America, including the now Transgender
Center at St. Louis Children’s Hospital.

% In 2012, I was awarded a Bicentennial Medal by Williams College in
recognition for distinguished achievement in the field of pediatric endocrinology and for
helping reduce the suicide rate among transgender adolescents through my work with GeMS.

8. On or about October 9, 2013, I gave a presentation at St. Louis Children’s
Hospital regarding the founding of GeMS, the workings of a gender management program at
pediatric hospital, and the medical treatment and care of ender nonconforming and transgender

children and adolescents.
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9. Following my presentation, I privately met with medical staff, including
endocrinologists, at St. Louis Children’s Hospital to answer their questions and share my
knowledge and experience.

10. It was in the aforementioned context that I also met privately with Dr. Paul W.
Hruz at St. Louis Children’s Hospital when he approached me after my presentation.

11.  During my private meeting with Dr. Hruz, Dr. Hruz directly expressed that he
had “a significant problem with the entire issue” and “whole idea of transgender.”

12, Dr. Hruz followed up his comments by stating, “For me, it is a matter of my
faith.”

13. During our conversation, Dr. Hruz did not discuss or mention that his issues or
concerns were based on science.

14. In my experience, someone who acts out of science would go and see how

gender management clinics work in order to form their opinions.

This declaration was executed on this  day of December, 2017 in Boston,
Massachusetts.
Pursuant to 28 U.S.C. § 1746, I declare under penalty of perjury that the foregoing is

true and correct.

Norman P. Spack, M.D.
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1) Following my presentation, I privately met with medical staff, including
endocrinologists, at St. Louis Children’s Iospital to answer their questions and share my
knowledge and experience.

10. It was in the aforementioned context that I also met privately with Dr. Paul W.
Hruz at St. Louis Children’s Hospital when he approached me after my presentation.
11. During my private meeting with Dr. Hruz, Dr. Hruz directly expressed that he
had *“a significant problem with the entire issue” and “whole idea of transgender.”

12. Dr. Hruz followed up his comments by stating, “For me, it is a matter of my

faith.”

13 During our conversation, Dr. Hruz did not discuss or mention that his issues

or concerns were based on science.

14. In my experience, someone who acts out of science would go and see how

gender management clinics work in order to form their opinions.

This declaration was executed on this _5 day of December, 2017 in Boston,

Massachusetts.
Pursuant to 28 U.S.C. § 1746, I declare under penalty of perjury that the foregoing is

true and correct.

Norman P. Spack, M.D.
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Page 1

UNI TED STATES DI STRI CT COURT
FOR THE
M DDLE DI STRI CT OF FLORI DA

DREW ADAMS, a m nor,

)
)
Plaintiff, )
)
VS. )Civil Action
)No. 3: 17-cv-00739- TIC- IBT
THE SCHOCL BOARD OF ST. )
JOHNS COUNTY, FLORI DA, )
)
Def endant . )

TELEPHONI C DEPCSI TION OF KIM G HUTTON
Taken on behal f of Defendant
Decenber 5, 2017
(Starting tinme of the deposition: 3:00 p.m)

Veritext Legal Solutions
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Page 3

UNI TED STATES DI STRI CT COURT
FOR THE
M DDLE DI STRI CT OF FLORI DA

DREW ADAMS, a m nor,

)
)
Plaintiff, )
)
VS. )Civil Action
)No. 3: 17-cv-00739- TJIC- JBT
THE SCHOCL BOARD OF ST. )
JOHNS COUNTY, FLORI DA, )
)
Def endant s. )
TELEPHONI C DEPCSI TI ON OF W TNESS, KIM G
HUTTON, produced, sworn, and exam ned on the 5th day
of Decenber, 2017, between the hours of nine o'clock
In the forenoon and six o'clock in the evening of that
day, at the offices of Veritext Legal Solutions, 515
Aive Street, Suite 300, St. Louis, Mssouri before
BRENDA ORSBORN, a Certified Court Reporter within and
for the State of Mssouri, in a certain cause now
pending in the United States District Court for the
Mddle District of Florida, wherein Drew Adans, a
mnor, is the Plaintiff and The School Board of St.
Johns County, Florida is the Defendant.

Veritext Legal Solutions

800-726-7007 305-376-8800
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APPEARANCES
For the Plaintiff:
M. QOmar Gonzal ez- Pagan
Lanbda Legal
120 WAl l Street
New Yor k, New York 10005
(212) 809-8585
ogonzal ez- pagan@ anbdal egal . org

For the Defendant:

M. Terry Harnon (via phone)
Sniffen & Spell man, P.A

123 North Monroe Street

Tal | ahassee, Florida 32301
(850) 205-1996

t harnon@ni f f enl aw. com

The Court Reporter:

Ms. Brenda Orsborn, RPR/ CSR/ CCR
M ssouri CCR No. 914

II'linois CSR No. 084-003460
Veritext Legal Sol utions

515 dive Street, Suite 300

St. Louis, Mssouri 63101

(888) 391-3376
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Page 21
center in St. Louis.

And that's how that happened. Dr. Hruz
e-nailed ne -- it's either the sane day or the next
day, and invited nme to | unch.

Q Where did you go -- did you end up going to
| unch?

A W did.

Q Where did you go?

A At the WId Flower in the Central West End.

Q And what -- you said it was in 20137

A Yes.

Q Do you recall what nonth?

A Cct ober.

Q Okay. Was anybody el se at the |unch?

A No.

Q Do you recall approximately how | ong the
| unch was?

A Maybe 45 m nut es.

Q WAs your conversation recorded?

A No.

Q | guess, to your know edge, you may not

know, right?

A To my knowl edge. | did not record it.

Q Ckay. What -- what did you -- when you were
going to have that lunch with Dr. Huz, what was the

Veritext Legal Solutions

800-726-7007 305-376-8800
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Page 22

pur pose of it, in your m nd?

A Wll, the e-mail that he sent ne stated that
he wanted to neet to -- | think he kind of positioned
It as wanting to |l earn nore about this experience, and
he shared that he -- he was well aware that Dr. Abby
Hol | ander was working with nme, or that | had
approached her about starting a pediatric gender
center inside the hospital, and that he was having
great difficulty being open to that concept based on
hi s noral s.

He said that he did not -- part of the note
| renenber said sonething about he did not agree with
the -- the recomended standards of care, or sonething
i ke that, for our children, that he didn't believe
that it was appropriate nedically or spirit -- or that
It -- or that it wouldn't neet their spiritual needs,
or sonething like that.

And so | realized -- | realized -- | felt
like it was going to be not a great neeting, but | was
still willing to neet with himbecause | felt that
maybe, you know, the parent perspective could be
hel pful to him

Q Now, was that docunent, was that in an
e-mai |l that he conveyed that information to you?

A. Yes.

800-726-7007

Veritext Legal Solutions

305-376-8800
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Page 23
Q Do you still have that e-nmil?
A | do.
Q kay. Have you shown that e-mail to counsel
in the roon?
A | did.

Q Do you have it with you now?

A | don't.

Q Ckay. To the best of your know edge, can
you tell nme everything, aside fromwhat you've already
told ne, that that e-mail says in it?

A Those -- those were the sticking points for
me, because | found it very odd that he woul d be
tal ki ng about faith or norals or spiritual needs in
the context of this conversation. It was not -- |
talk to many nedical professionals in ny work with
TransParent, and it's the first tinme that sonebody was

so overtly upfront that it was problenatic due to

their faith on sone -- at |east on sone |level. So |
can't remenber it. It wasn't -- it was |onger --
the -- the note was |onger than that, but those were

the points that have stuck out with ne.

Q kay. O her than that e-mail, do you have
any ot her docunent that reflects conmunication you
have had with Dr. Hruz?

A. There's -- | nean, after he e-mailed ne, |

800-726-7007

Veritext Legal Solutions

305-376-8800
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Page 24
e-mailed himand told himthat I, you know, was very
excited to neet wwth him although | was -- you know,
| think I expressed sone di sappoi nt nent because
Dr. Spack had shared that he was, you know, | guess
agai nst a pediatric gender center at St. Louis
Children's Hospital and -- but that, you know, |
was -- | would be very happy to have the conversation

or sonething like that. And then he e-mailed ne back
and said, "Thank you for responding so quickly," and
he woul d have his secretary reach out to ne to set a
date and ti ne.

Q Ckay. So this neeting that you were going
to have with himthat ended up being a | unch, was any
part of that neeting in the context of receiving
medi cal care, opinions or services?

A No.

Q Ckay. Were you going to learn anything from
Dr. Hruz you woul d personally use with you or your
famly nmenbers when it cones to treatnent for any type
of disorders?

A No.

Q Was it just to learn about Dr. Hruz's
position on the pediatric gender center at the
Washi ngton University?

A Wll, he called the neeting, so |l -- | --

Veritext Legal Solutions

800-726-7007 305-376-8800
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Page 25

again, | really wanted to go, because | understood
that he had a | ot of influence on whether or not the
center noved forward. And | had been talking with
ot her doctors and people on their DSD team at

St. Louis Children's Hospital about nmoving this
forward, but it really had stalled.

And so | -- | just felt like being the head
of Endocrine, that he would have a | ot of influence
over that decision. And so for ne, that is why |
wanted to go and neet with him to see if | could say
anyt hing that would m ght nmake -- that m ght nake him

nore interested in doing sonething |like that.

Q So woul d you characterize this as a business
neeti ng?

A Not really. I'm-- not really. | guess --
| guess --

Q Were you hoping to cone away fromt hat
nmeeting wth sone type of support fromDr. Huz for
t he establishnent of the pediatric gender center?

A | guess | just felt like all of the
treatnment for our kids was going through a person that
reported to Dr. Hruz. And so | guess | felt like he
may not have enough information to support it or not
support it. He wasn't seeing any of our Kkids.

There -- there were only a handful of our kids at the

800-726-7007

Veritext Legal Solutions

305-376-8800
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Page 26

You know, this is four years ago before

everything really opened up in St. Louis as far as

treatnment and care for kids. But | just understood
that he -- and especially since he had already said in
his e-mail that he didn't support the center, | guess

| was hopeful that the parent perspective m ght be
hel pful .

Q Okay. Now, did | understand you to say that
you were aware that Dr. Huz was providing treatnent

to your -- when you say "our kids," are you referring

to TransParent --

A Yes.
Q -- menbers' Kkids?
A. Yes.

Q Ckay. So to your know edge, as of 2013, to

your know edge, was Dr. Huz treating transgender

chil dren?
A He was not, that | -- to nmy know edge.
Q kay. So in terns of that -- that |unch

neeting, can you tell me everything you can renenber
fromthe neeting?
A Yes.
MR GONZALEZ- PAGAN. Form
Q (By M. Harnon) Well, let ne ask it a

800-726-7007

Veritext Legal Solutions

305-376-8800
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Page 27

different way. Can you tell nme, to the best of your
recol | ection, everything Dr. Huz said to you during
the | unch neeting?

MR GONZALEZ- PAGAN:  Form  You can answer.

THE W TNESS: Oh.

Q (By M. Harnon) Yeah, you can answer.

A. Yeah. So after, you know, introducing
ourselves | started off with trying to tell hima
little bit about nmy famly and our experience, but
| -- | really didn't get very far. He interrupted ne
fairly quickly, probably within a mnute or so, two
m nutes tops, and said that he had reviewed ny
brochure from TransParent and that he knew that my aim
was to normalize the transgender experience, but that
It would never be a normal experience. It was not a
normal experience, and it woul d never be nornmal.

W went on to talk nore about, you know,
his -- he -- he actually started tal ki ng about Pope
John Paul I1's witings on gender and -- and how t hey
explain God's plan for gender, and that | should
consi der reading them And he said, you know, this
idea that -- the idea of doing surgeries on
transgender people is -- is wong, that, you know, we
shoul d not be, you know, changi ng bodi es.

And | said -- | -- | argued with himon that

800-726-7007

Veritext Legal Solutions

305-376-8800
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Page 28

point that, you know, there are nen that have man
boobs, and | said they have theirs surgically renoved
or altered. And | said wouldn't that be the sane
thing, and -- and why is that okay, but not renoving
the breast for a transgender boy, and he said,
"Because nal e breasts aren't used for anything, but
femal e breasts | actate and provi de nourishnment to
babies. So, therefore, it would be -- it would go
agai nst, you know, God's plan to renove breasts from

wonen. Sonet hing -- sonething very close that.

He said several tines during this
conversation, as | tried to tell him you know, how
hard it was for ny child living a transgender |ife,
you know, but that -- but what a great -- what a great
son I've had since | allowed himto transition, how

happy he was. And he said that, you know, what a -- |

kept saying, "What a normal life -- like if you net ny
son, you would never know. He's a very normal little
boy. "

And he kept saying, he kept insisting that
ny child was not normal and woul d never be nornal.
And he said that to ne at |east three or four tines
during our conversation.

He said -- and -- and at the sane tine he

just kept saying, "If only you would read Pope John

800-726-7007

Veritext Legal Solutions

305-376-8800
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Page 29

Paul Il1's witings. If only you would read them you
woul d understand everything." And | said, "Wll, you
know, the Bible tells a story about, you know, nan
was -- woman was created fromthe rib of man," and |
said, "You know, maybe this all started with Adam and
Eve because CGod took a rib froma woman -- or froma
man and put it into wonmen, and naybe he crossed that
DNA, you know, at the very beginning, and maybe that's
why we have transgender people.”

He said -- he got very irritated wwth ne,
and he said, "Not all the stories in the Bible are
true."

And | said, "Well, then how do you deci de
whi ch ones you're going to believe and whi ch ones
you're not? How do you determine that, |ike, which
ones you follow and which ones you don't follow?"

And he -- he reverted right back to -- he

goes, "You just need to read Pope John Paul I11's
witings on gender. It wll -- it wll explainit al
to you."

And | said, "Do you realize that kids |ike
mne are at a 41 percent risk of suicide if they don't
have acceptance and -- and care fromtheir parents
and -- and if they don't get their nedical needs net?"

And he said, "Sone children are born in this

800-726-7007

Veritext Legal Solutions

305-376-8800
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world to suffer and die." And he said, "Do you think
| don't ask nyself all the tine why sone peopl e get

cancer ?"

time. "

| east we try to help them At |east we give them

care."

after that, and he stood up, and he said, "I -- | have

to tell

center at St. Louis Children's Hospital. | won't

allowit."

> O > O

why. That's how he ended the conversation, but ny
I nterpretati on woul d have been based on everythi ng
we -- he had just shared with nme that he was in

di sagreenment from-- based on his faith.

Q

gender center because of his faith?

A

Q
A
Q

And | think the conversation ended shortly

you there will never be a pediatric gender

Page 30

He goes, "I -- | ask nyself that all the

And | said, "Well, people with cancer, at

And | --
D d he say why?
Par don nme?
Did he say why he would not allowit?

Wl |, based on every -- no, he did not say

Did he ever say that he would not allow a

He did not.
kay. That was your interpretation of --
Yes.

-- what the conversati on was?

800-726-7007

Veritext Legal Solutions
305-376-8800
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Page 37
A | am
Q How are you aware of what his position is
now?
A | saw a -- sone papers that he's publishing,

and | understand that he is involved i n other cases

i nvol ving students, so Internet searches.

Q Did your conversation with Dr. Hruz anger
you?

A My conversation?

Q Yes.

A It -- it perplexed nme. | found --

Q Wiy did it perplex you?

A Agai n, because it was so religious-based.
| -- | was very taken off guard by the religious tone
of the conversation, because | -- | figured it would

at | east be based on science. He would have sone
sci ence behind his feelings over children |ike m ne,
but that is not what | heard in our conversation at
al | .

Q So your conversation with Dr. Huz, is it
fair to say that it was based on religion and noral
Vi ewpoi nts as opposed to science?

A Yes.

MR GONZALEZ- PAGAN. Form
Q (By M. Harnon) Wat was the answer?

Veritext Legal Solutions

800-726-7007 305-376-8800
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(https://thegenderandsexconference.org/i-
international-conference-on-gender-sex-and-
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53 ORGANIZATIONS FROM 17 COUNTRIES SUPPORT THE MADRID DECLARATION OF
UNDERSTANDING, RESPECT AND FREEDOM

» Atthe #GenderAndSex Conference, organized by HazteOir.org and its international platform
CitizenGO, eight speakers from four countries participated and more than 250 people attended.
At some point over 5,000 people connected to follow the conference online.

» Ignacio Arsuaga: "This conference is a rebellion against the gender ideology and its freedom-
destroying, damaging laws — laws that mustn’t and cannot succeed. At HazteOir.org and
CitizenGO we will keep on fighting to stop the LGBTI agenda from being forced upon citizens”.

MADRID, 28. FEBRUARY 2018.- Ignacio Arsuaga, President of HazteOir.org and CitizenGO, sums
up the success of the | International Conference on Gender, Sex and Education
(http://thegenderandsexconference.org) #GenderAndSex which took place in Madrid last week
Friday, with the following words: “This conference was the world’s first great public objection to
totalitarian LGTBI laws. We have now marked a “before” and an “after” (the conference), because we
have made known the essential lie that hides behind the ideology of gender, contrary to the
foundations of science, biology, reason and the anthropological truth of the human being”.

Eight speakers from four countries took part in the #GenderAndSex Conference, organized by
HazteOir.org and its international platform CitizenGO, and over 250 people attended. At some point
over 5000 people connected via the internet to follow the conference online.

What's more, 53 organizations from 17 countries supported the Madrid Declaration for
Understanding, Respect and Freedom
(https://drive.google.com/file/d/10fDoT_wlOu2npgzkli4pKErfLpyBagT9/view?usp=sharing), which
defends rights in the face of the “gender lie” .

A conference to oppose gender ideology

In his keynote address, Arsuaga urged attendees not to allow “damage made to children” and
called on politicians to “leave the children in peace”.

Apart from the President of HazteOir.org and CitizenGO, Miriam Ben-Shalom,
(http://thegenderandsexconference.org/speaker/miriam-ben-shalom-2/)US Lesbian activist, also
spoke at the I International Conference on Gender, Sex and Education, saying that she feels “very
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uncomfortable in showers or changing rooms for transgender women”.

Agustin Laje (http://thegenderandsexconference.org/speaker/agustin-laje/), political science expert,
called his listeners to speak out against the LGBTI offensive, saying: “We need to bring the masses
into the streets against gender ideology”. Laje believes that the left has adopted the issue of sex
and the gender ideology as a sort of “political strategy, in order to keep their beliefs in the public
domain.”

The third presentation came from Rubén Navarro,
(http://thegenderandsexconference.org/speaker/mr-ruben-navarro/)who condemned the fact that the
“LGTBI agenda has infiltrated the United Nations”. As an example of how pressure groups push
their agenda, Navarro referred to legislation known as “LGBTI gag law” which the leftist group
Podemos is promoting in Spain.

Michelle Cretella (http://thegenderandsexconference.org/speaker/mrs-michelle-cretella/), President
of the American College of Pediatricians, also took part in the conference, explaining that “schools
need to avoid gender ideology because it is contrary to science and harmful to all children”.

The rest of the panel of experts and lecturers was made up by Professor Glenn Stanton,
(http://thegenderandsexconference.org/speaker/mr-glenn-stanton/)Doctor Paul Hruz
(http://thegenderandsexconference.org/speaker/mr-paul-hruz/), the sociologist Gabriele Kuby
(http://thegenderandsexconference.org/speaker/mrs-gabriele-kuby/) and the former transexual Walt
Heyer. (http://thegenderandsexconference.org/speaker/walt-heyer-2/)

Stanton assured that “ the gender theory is unscientific and full of contradictions”. Doctor Hruz for
his part warned: “Sex change is impossible. You cannot change your sex, the only thing you can
change is the appearance”. In her explanations, Kuby affirmed that “the sexual revolution has one
objective only: to destroy the fertility, procreation and the family”.

The I International Conference on Gender, Sex and Education (#GenderAndSex Conference) was
brought to a close by the testimony of Heyer, who had undergone gender reassignment surgery at
the age of 42 years. He affirmed that “there is nothing real in gender ideology”.

He added: “I speak about this because | receive hundreds of letters from people all over the world
who experienced the same as | did and this is a tragedy. Will they get paid again for trying to put
back that which they previously removed?”

53 organizations sign the Declaration of Madrid

The | International Conference on Gender, Sex and Education closed with a reading of the Madrid
Declaration for Understanding, Respect and Freedom
(https://drive.google.com/file/d/1cMpObKRmsbbRdDIHpuvpHXjFuants023/view?usp=sharing) which
was joined, among others, by the Foundation of Values and Society, the Association of Researchers
and Professionals CiViCa, and the European Association of Family Lawyers - all Spanish
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institutions. The declaration was also supported by European organizations: Generation Family
(Italy), Free Society Institute (Lithuania), Family Alliance (Austria) and Femina Europa (France).
Among North and South American institutions who gave their support, were Real Women of Canada
and Population Research Institute (United States), National Family Forum (Columbia), National
Union of Parents (Mexico), Center for Civic Studies (Chile), Argentinians Alert and Institute for
Civic Action (Peru). A list of all organizations supporting the declaration can be found here.
(http://thegenderandsexconference.org/asociaciones-adheridas/)

| International Conference on Gender, Sex and Education Resources:
Videos:

All videos from the #GenderAndSex Conference: https://www.youtube.com/playlist?
list=PL4bbuT69ULV_LIymyK7jh7PNEBkxSUPEJ (https://www.youtube.com/playlist?
list=PL4bbuT69ULV_LIymyK7jh7PNEBkxSUPEJ)

Ignacio Arsuaga intervention: https:/youtu.be/Dq-LwrPRoRo (https://youtu.be/Dg-LwrPRoR0)
Miriam Ben-Shalom intervention: https:/youtu.be/f7v¥Y1g-xK7w (https://youtu.be/f7vY1g-xK7w)
Agustin Laje intervention: https://youtu.be/w4PmcFf6lw4- (https://youtu.be/w4PmcFfélw4-)
Ruben Navarro intervention: https://youtu.be/6MLSiiw11ac (https:/youtu.be/6MLSiiw11ac)
Michelle Cretella intervention: https://youtu.be/3dzgFaE-dXo (https://youtu.be/3dzgFaE-dXo)
Glenn Stanton speech intervention: https://youtu.be/oHdM891A4f8 (https://youtu.be/oHdM891A4f8)
Paul Hruz intervention: https://youtu.be/-kUB405XFz8 (https://youtu.be/-kUB405XFz8)

Gabriele Kuby intervention: https://youtu.be/LxiXHYiAI4E (https://youtu.be/LxiXHYIAI4E)

Walt Heyer: https://youtu.be/OYvkiq8EEJc (https://youtu.be/OYvkig8EEJc)

Madrid Declaration: https://youtu.be/X17JpYrEIRA (https://youtu.be/X17JpYrEIRA)

Reading of the Madrid Declaration: https://youtu.be/Gd526vRnnsl (https://youtu.be/Gd526vRnnsl)
Images from the | International Conference on Gender, Sex and Education:

https:/www.flickr.com/photos/hazteoir/albums/72157693183146195
(https://www.flickr.com/photos/hazteoir/albums/72157693183146195)

| International Conference on Gender, Sex and Education Website:
http://thegenderandsexconference.org/ (http://thegenderandsexconference.org/)

L
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Although emergence of gender dysphoria at puberty is long established, a distinct pathway
of “rapid onset gender dysphoria” (ROGD) was recently hypothesized based on parental data.
Using adolescent clinical data, we tested a series of associations that would be consistent with

this pathway, however our results did not support the ROGD hypothesis.

Puberty has long been understood as one period when gender dysphoria often first
emerges.(1) Although most transgender (trans) older adolescents and adults report needing
gender-affirming medical care (hormones and/or surgeries), and also report having been aware of
their gender at young ages,(2) only a small proportion receive gender-affirming care as
adolescents. Use of hormonal suppression with a gonadotropic-releasing hormone agonist
(GnRHa), and hormones such as estrogen and testosterone therapies in trans and gender-diverse
adolescents is supported by the American Academy of Pediatrics, the Pediatric Endocrine
Society, the Endocrine Society, and the World Professional Association for Transgender
Health.(1,3-5) Referrals to adolescent gender clinics have increased internationally, particularly
among those assigned female at birth.(6-9)

In 2018, a phenomenon of “rapid onset gender dysphoria” or “ROGD” was hypothesized
as a distinct pathway involving social contagion among youth vulnerable due to mental or
neurodevelopmental disorders,(10-12) raising public concerns regarding potential for later regret
following gender-affirming medical care. This discussion has occurred primarily in the context
of data from a single online parental survey.(10,11) Although this parental study has generated
controversy,(13) methodological and social critique,(12,14,15) and calls for additional
research,(16,17) its hypotheses have not yet been tested on data from youth themselves.

Specifically, ROGD is hypothesized as a phenomenon in youth with gender dysphoria emerging
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at or after puberty, socially influenced through peer contagion, and with contributing factors
including poor mental health, neurodevelopmental disabilities, parent-child conflict, and
maladaptive coping strategies.(10,11)

If the “ROGD” hypothesis indeed characterizes a distinct clinical phenomenon, and these
youth access referrals for hormone suppression or gender-affirming hormones, then we would
expect to see differentiation within clinical samples between those with more-recent (ie, “rapid-
onset”) vs. more-remote knowledge regarding their gender. Based on the published
hypothesis,(10) we would expect more recent gender knowledge to be associated with self-
reported mental health measures, mental health and neurodevelopmental disability diagnoses,
behaviors consistent with maladaptive coping (e.g. self-harm), support from online and/or
transgender friends but not parents, and lesser gender dysphoria. We aim to test these

hypotheses.

Methods

Baseline data (2017-2019) from the Trans Youth CAN! Cohort included
pubertal/postpubertal adolescents aged <16 attending a first referral visit for hormone
suppression or gender-affirming hormones at 10 Canadian medical clinics that provide
specialized gender-affirming care to adolescents through a range of different care models. Ethics
approval was received from all study sites. Years gender was known was missing for one
participant (excluded), for a final sample of n=173. Methods and measures are described in detail
elsewhere.(18)

Self-reported measures were obtained from baseline interviewer-administered adolescent

surveys,(19) and diagnoses from baseline clinical records.(20) Recent gender knowledge was
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coded by subtracting age in years from age adolescents self-reported they “realized your gender
was different from what other people called you”. As ages were whole numbers, a difference of 1
could indicate <1 year to just under 2 years. Values <1 were coded as recent gender knowledge,
with an alternate definition (values <2) for sensitivity analysis. Mental health symptoms were
assessed with the Overall Anxiety Severity and Impairment Scale (OASIS),(21) the Modified
Depression Scale (MDS),(22) and the Kessler-6 (K6) scale for psychological distress.(23)
Mental health diagnoses extracted from chart included anxiety, depression, personality disorder,
eating disorder, and neurodevelopmental disorder diagnoses included autism, obsessive
compulsive disorder, or attention deficit hyperactivity disorder. Gender dysphoria symptoms
were assessed using the Trans Youth CAN! Gender Distress Scale (TYC-GDS).(24) Self-
reported mental health behaviors included self-harm, substance use, and suicidal behavior. Three
measures captured social connections to online and trans communities: having gender-supportive
online friends was coded if adolescents reported online friends who knew their gender and were
“very supportive”, and having online or trans friends as general sources of support was indicated
in checklist items. Parental support was coded if youth indicated all biological/step/foster
parents were “very supportive” of their gender identity or expression.

Statistical analyses were conducted using SAS version 9.4.1, weighted to account for
clinics’ different recruitment periods due to staggered start dates, to improve
generalizability.(18) For analyses of associations between recency of gender knowledge and
hypothesized correlates, a series of multiple regressions was conducted, with recency as the
independent variable of interest, controlling for age and sex assigned at birth. Linear regressions
were used for continuous dependent variables (e.g., psychometric scales). For dichotomous

dependent variables, modified Poisson regression with robust variance estimation was used.(25)
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As “rapid-onset” has not been precisely defined, we conducted a sensitivity analysis repeating

these analyses using the alternate (value <2) definition of recent gender knowledge.

Results

Recency of gender knowledge is presented in the Figure, results of hypothesized
associations (recency value <1) in Table I, and variable means and frequencies in Table |1
(available at www.jpeds.com). Controlling for age and sex assigned at birth, recent gender
knowledge was not significantly associated with depressive symptoms, psychological distress,
past diagnoses with mental health issues or neurodevelopmental disorders, gender dysphoria
symptoms, self-harm, past-year suicide attempt, having gender-supportive online friends, general
support from online friends or transgender friends, or gender support from parents. Recent
gender knowledge was associated with lower scores on anxiety severity/impairment (b= —3.272;
95% CI: -5.172, —1.373), and lower prevalence of marijuana use (PR=0.11; 95% CI: 0.02, 0.82),
counter to hypothesized directions of effect. For sensitivity analysis using the alternate (value
<2) definition of recent gender knowledge, we found all results substantively the same in
statistical significance and direction of effect, except past-year marijuana use, which now only

approached statistical significance (p=0.0677).

Discussion

We did not find support within a clinical population for a new etiologic phenomenon of
“ROGD” during adolescence. Among adolescents under age 16 seen in specialized gender
clinics, associations between more recent gender knowledge and factors hypothesized to be

involved in ROGD were either not statistically significant, or were in the opposite direction to
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what would be hypothesized. This putative phenomenon was posited based on survey data from
a convenience sample of parents recruited from websites,(10) and may represent the perceptions
or experiences of those parents, rather than of adolescents, particularly those who may enter into
clinical care. Similar analyses should be replicated using additional clinical and community
data sources. Our finding of lower anxiety severity/impairment scores in adolescents with more
recent gender knowledge suggests the potential for longstanding experiences of gender dysphoria
(or their social complications) playing a role in development of anxiety, which could also be

explored in future research.

Acknowledgment: The Trans Youth CAN! Study Team thank the trans youth and their families
who have generously shared their time and experience with us. We
acknowledge the contributions of the local site teams to participant
recruitment, in particular the team of research assistants involved in data
collection.
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Table 1. Associations between short-term awareness of gender and variables hypothesized to be associated with “rapid-onset gender

dysphoria,” controlling for age and sex assigned at birth

Dependent variable B? SE p PR? 95% CI ®

Mental health scales

Anxiety severity/impairment (OASIS) -3.272 0.961 0.0008 (-5.172 -1.373)

Depressive symptoms (MDS) -1.276 0.845 0.1328 (-2.944, 0.392)

Psychological distress (K6) -1.156 1.060 0.2771 (-3.248, 0.936)
Record of diagnosis with mental health disorder © -0.509 0.315 0.1059 0.60 (0.32, 1.11)
Record of diagnosis with neurodevelopmental disorder ¢ 0.066 0.362 0.8563 1.07 (0.52, 2.17)
Gender dysphoria/distress (TYC-GDS) -0.193 0.122 0.1139 (-0.434, 0.047)

Mental health related behaviors

Self harm, past year -0.052 0.191 0.7833 0.95 (0.65, 1.38)
Marijuana use, past year -2.178 1.010 0.0310 0.11 (0.02, 0.82)
Past-year suicide attempt -0.592 0.785 0.4505 0.55 (0.12, 2.58)

Social connection indicators ©

Reports having online friends supportive of gender -0.050 0.157 0.7505 0.95 (0.70, 1.29)
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Indicates online friends as source of general support -0.223 0.286 0.4366 0.80 (0.46, 1.40)
Indicates trans friends as source of general support -0.049 0.298 0.1016 0.61 (0.34, 1.10)
All parents supportive of gender identity/expression -0.004 0.202 0.9836 1.00 (0.67,1.48)

a. Estimates adjusted for age in years and sex assigned at birth. B = beta, regression parameter estimate; PR = prevalence ratio.

b. 95% confidence intervals for betas (for linear regressions) or PRRs (for modified Poisson regressions)

c. Extracted from medical record: any diagnosis from clinic or referrer of anxiety, depression, personality disorder, eating disorder.
Personality disorder diagnoses were uncommon (n=2) and no youth had a record of eating disorder diagnosis.

d. Extracted from medical record: any diagnosis from clinic or referrer of attention deficit hyperactivity disorder (ADHD), obsessive
compulsive disorder (OCD), or autism.

e. Hypothesized by other authors based on a survey of parents recruited from websites generally unsupportive of gender-affirming care.(10)
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Appendix

Additional members of the Trans Youth CAN! Study Group:

Joseph Bonifacio, MD, FRCPC, Adolescent Medicine, St. Michael’s Hospital, Unity Health
Toronto, TOI’OﬂtO, Ontario

Robert Couch, MSc, MD, FRCPC, Division of Pediatric Endocrinology, Department of
Pediatrics, Stollery Children’s Hospital, University of Alberta, Edmonton, Alberta

Jennifer Ducharme, PhD, C.Psych, Department of Clinical Health Psychology, Max Rady
College of Medicine, Rady Faculty of Health Sciences, University of Manitoba, Winnipeg,
Manitoba

Stephen Feder, MDCM, MPH, CCFP, Division of Adolescent Medicine, Department of
Pediatrics, Children’s Hospital of Eastern Ontario, University of Ottawa, Ottawa, Ontario

Lorraine Gale, MSW, Trans Youth CAN! Study Team, Toronto, Ontario

Shuvo Ghosh, MD, FAAP, Department of Pediatrics, Montreal Children’s Hospital, McGill
University Health Centre, Montreal, Quebec

Sandra Gotovac, PhD, Epidemiology and Biostatistics, Schulich School of Medicine &
Dentistry, Western University, London, Ontario

Natasha Johnson, MD, FRCPC, Division of Adolescent Medicine, Department of Pediatrics,
McMaster University, McMaster Children’s Hospital, Hamilton, Ontario

Carys Massarella, MD, FRCPC, St. Joseph’s Healthcare, Hamilton, Ontario

Arati Mokashi, MD, FRCPC, Department of Pediatrics, Division of Endocrinology, Dalhousie
University; IWK Health Centre, Halifax, Nova Scotia

Daniéle Pacaud, MD, FRCPC, Alberta Children’s Hospital, Department of Pediatrics, Cumming
School of Medicine, University of Calgary, Calgary, Alberta

Mark Palmert, MD, PhD, Division of Endocrinology, The Hospital for Sick Children,
Departments of Pediatrics and Physiology, University of Toronto, Toronto, Ontario

Joe Raiche, MD, FRCPC, Foothills Medical Centre, Department of Psychiatry, Cumming School
of Medicine, University of Calgary, Calgary, Alberta

Annie Pullen Sansfagon, PhD, School of Social Work, University of Montreal, Montreal, Quebec
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Elizabeth Saewyc, PhD, RN, jJFSAHM, FCAHS, FAAN, FCAN, School of Nursing, University
of British Columbia, VVancover, British Columbia

Kathy Nixon Speechley, PhD, Departments of Paediatrics and Epidemiology and Biostatistics.
Schulich School of Medicine & Dentistry, Western University, London, Ontario

Robert Stein, MDCM, FRCPC, Division of Pediatric Endocrinology, London Health Sciences
Centre, Schulich School of Medicine & Dentistry, London, Ontario

Francgoise Susset, PsyD, Meraki Health Centre, Montreal, Quebec

Julia Temple Newhook, PhD, Department of Gender Studies, Memorial University, St. John’s,
Newfoundland and Labrador

Ashley Vandermorris, MD, MSc, FRCPC, Division of Adolescent Medicine, Department of
Paediatrics, The Hospital for Sick Children, Toronto, Ontario

John Vandermeulen, MD, FRCPC, Division of Adolescent Medicine, Department of Pediatrics,
McMaster University, McMaster Children’s Hospital, Hamilton, Ontario
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Online content to accompany the following Brief Report:

Bauer GR, Lawson ML, Metzger DL, for the Trans Youth CAN! Research Team. Do clinical
data from transgender adolescents support the phenomenon of “rapid-onset gender dysphoria”?

Journal of Pediatrics, 2021.

Online Table 2.

Weighted frequencies or means for sociodemographic and study variables (n=173)

Variable Value

Age, n (Yow)

10-11 years 17 (8.5)

12-13 years 37 (22.6)

14-15 years 119 (68.9)
Ethnoracial background,® , n (%w)

Indigenous 33 (18.4)

Non-Indigenous visible minority ° 10 (6.6)

Non-Indigenous white 128 (75.0)
Immigration background, n (%w)

1 or more immigrant parent 126 (28.7)

No immigrant parents 44 (71.3)
Living environment, n (Y%w)

City 87 (55.2)

Suburb 59 (33.9)

Rural 27 (10.9)
Gender identity, n (%w)

Male or primarily a boy 125 (75.7)

Female or primarily a girl 32 (15.9)

Non-binary © 14 (8.3)

Mental health scales, meany (SD)

Anxiety severity/impairment (OASIS)

8.842 (4.548)

Depressive symptoms (MDS)

15.077 (4.030)

Psychological distress (K6)

10.746 (5.100)

Record of diagnosis with mental health disorder, n (%w)

92 (51.6)

Record of diagnosis with neurodevelopmental disorder,® , n (%w)

44 (25.9)

Gender dysphoria/distress (TYC-GDS), meany (SD)

4.048 (0.557)

Mental health related behaviors, n (%w)

Self harm, past year 110 (67.9)

Marijuana use, past year 29 (20.0)

Past-year suicide attempt 24 (16.9)
Social connection indicators,” n (%w)

Reports having online friends supportive of gender 109 (69.9)

Indicates online friends as source of general support 79 (49.3)

Indicates trans friends as source of general support 92 (55.8)
All parents supportive of gender identity/expression 109 (61.8)




Case 4:22-cv-00325-RH-MAF Document 136-14 Filed 04/07/23 Page 18 of 18

a. Coded to match Statistics Canada categories of Indigenous, visible minority, and white. Non-white, Non-
Indigenous ethnoracial backgrounds were indicated by the following numbers of participants: 6 Black
Canadian or African-American, 2 Black African, 4 Latin American, 4 East Asian, 1 Indo-Caribbean, 3
Black Caribbean, 1 Middle Eastern, and 1 Southeast Asian (participants could indicate more than one).

b.  The Canadian government defines visible minorities as “persons, other than Aboriginal peoples, who are
non-Caucasian in race or non-white in colour”.(1)

c. Response option was “non-binary or something other than male or female”.

d.  Extracted from medical record: any diagnosis from clinic or referrer of anxiety, depression, personality
disorder, eating disorder. Personality disorder diagnoses were uncommon (n=2) and no youth had a record
of eating disorder diagnosis.

e.  Extracted from medical record: any diagnosis from clinic or referrer of attention deficit hyperactivity
disorder (ADHD), obsessive compulsive disorder (OCD), or autism.

f.  Hypothesized by other authors based on a survey of parents.(2)

References
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Kevin G. WIlliams, Esg.
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Page 84

these meetings in more detail. So, how

many -- strike that.
You've been to two meetings

organi zed by ADF?

A. That's my recoll- -- yeah, two
meeti ngs. | think that's right.

Q. Al'l right. Let's start with the
first one. This was in 20177

A. That sounds about right, yeah.

Q. What - -

A. | think it was 2017, yeah.

Q. What month roughly?

A. | don't remember now.

Q. Do you know how they came to
invite you to that first meeting?

A. | do not.

Q. Bef ore that meeting, you had not

publi shed anything about gender
dysphoria, had you?
A. No.

Q. Bef ore that meeting, you had not

publ i shed anything about the risks of

of hormone bl ockers in minors; right?

use
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Page 85
A. No. | ' ve given -- | gave some
-- some -- | think they may have heard of

me not through publications, but through
public speaking.

Q. How | ong have you been doi ng
public speaking on the issues related to

gender dysphoria?

A. Since 2014.
Q. Let's start with the first
meeting. So, Dr. Hruz was al so present

at that meeting?

A. Yes.

Q. Was Dr. Levine present at that
meeting?

A. | don't think I've ever met Dr.
Levine, so | don't -- he couldn't have
been there because | would have
remembered meeting him and | don't

remember ever having met him

Q. How about Dr. McHugh?
A. No. | would have remember ed
hi m. He's a very famous person.
Q. How many people were present at

Veritext Lega Solutions
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Page 90

heart of the presentation was what's the
state of the science and where is the
reliable science comng from and what is
It -- what is it showi ng us, so. But
they also -- the audience wanted to have
an understandi ng of what these plastic
surgery interventions were. So there was
an extensive discussion of the
particulars of the surgeries, the details
about the surgeries, the typical outcomes
of the surgeries, so.

Q. | want to -- strike that.

One of the topics of discussion
at that meeting was about the need to
have expert witnesses for litigation,;
right?

MR. KNEPPER: Obj ection, form,
scope.

A. | remember -- | remember a
fairly long discussion about the poverty
of people who are willing to testify
because of the risk that they take in

testifying. That was a -- that was a

Veritext Lega Solutions
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Page 91

fairly long discussion. And t he
difficulty that that -- that people have
in finding expert witnesses because of
the risks they place themselves in, in
testifying.

Q. And people at that meeting were
asked whet her they would be willing to
partici pate as expert witnesses; right?

A. Yes.

Q. Before that meeting, you had
never testified as an expert witness?

A. Before this moment, | never
testified as an expert witness.

Q. Who made the introductory
remar ks at the beginning of this meeting?

MR. KNEPPER: Obj ection, form,

scope.

A. l'"mtrying to remember. It was
a -- it was an attorney whose first name
Is Jeff, and I"'mtrying to remember what
his | ast name was. But he seemed to be
the -- the -- kind of the emcee, if you
will. Yeah, Jeff. "1l see if, in the

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830
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Omar Gonzalez-Pagan
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Sent: Tuesday, April 4, 2023 8:22 AM

To: Omar Gonzalez-Pagan

Subject: RE: Question re peer-review process at JCEM

Dear Dr. Gonzalez-Pagan,

Thank you for your email. Usually the handling editor with make a decision on a Letter to the Editor without peer review,
but occasionally an external reviewer will be invited. It is at the editor’s discretion.

If a Letter to the Editor is accepted, the authors of the original article the letter is regarding will be invited to submit a
response.

Please let me know if you have any other questions.

Best regards,
Lisa Tetrault
JCEM Editorial Office

ENDOCRINE =‘I PUBLICATIONS
SOCETY

2055 L STREET NW, SUITE 600, WASHINGTON, DC 20036
T.202.971.3636 F.202.736.9705 D. 202.971.3636
publications@endocrine.org endocrine.org

From: Omar Gonzalez-Pagan <ogonzalez-pagan@Ilambdalegal.org>
Sent: Monday, April 3, 2023 4:58 PM

To: Publications <publications@endocrine.org>

Subject: Question re peer-review process at JCEM

Good afternoon,

| am writing to inquire about the review process for letters to the editor published in JCEM. Are these letters externally
peer-reviewed?

Thank you in advance for your attention to this matter.
Regards,

Omar Gonzalez-Pagan

Counsel and Health Care Strategist*

Pronouns: He/Him/His

Lambda Legal

120 Wall Street, 19th Floor

New York, New York 10005-3919

Work: 212-809-8585, ext. 2211 | Mobile: (617) 686-3464
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ADF nmenbers as | ong ago perhaps as six or seven years
ago. | have helped in providing input for patients and
have been asked by themto be an expert witness in cases
of child custody.

MR. GONZALEZ- PAGAN: Let's take if it's al
right, and I do believe that with the next set of
guestions we should be over. So, | truly hope that
we can be out of here probably by 4:30-ish. Let's
take a five-mnute break and go off the record.

DR VAN METER. That's fine with ne.

COURT REPORTER: W are off the record at 3:44

pm
(O f the record for a short break.)
(Back on the record.)
COURT REPORTER W are back on the record at
3:51 pm

BY MR GONZALEZ- PAGAN:

Q M. Van Meter, |'mgoing to show you what's
been marked as Exhibit 28. Wel|l before |I do that, we
left off with you letting me know your conmmuni cations
with the Alliance Defending Freedom is that right?

A Yes.

Q You said that they go back maybe five, six
years or so?

A. Yes.
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Q In 2017 the Alliance Defending Freedom hosted a
meeting in Arizona regardi ng transgender issues. Wre
you present at this neeting?

A | was present at one of their neetings.
think there was a neeting the year before, that the 2017
woul d have been the second or the first. | did go to a
nmeeting. That was the subject, but | believe it was the

second such neeting that they had had.

Q Andre Van Mol was present at that neeting as
well, correct?

A He was.

Q Paul Hruz was present at that neeting as well
correct?

A He was.

Q So was Patrick Lappert?

A Yes, he was. That's when he rem nded nme | knew

himfromthe Navy days.

Q Patrick Lappert actually has testified that one
of the topics discussed at that neeting was the need for
expert witnesses to support ADF's litigation efforts.

Was that a topic that was di scussed?

A |"msure it was. | can't state exactly, but |
woul d have conme away with the feeling that they wanted to
get to know who we were and get to know about us.

Q You have not provided expert testinony. W
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went through your expert testinony before. You did not
provi de any expert testinony regarding transgender issues
until 2017, is that right?

A Let nme think back. | think that's correct.

Q "' m going to show you now what's been marked as

Exhibit 28. Do you see this email ?

A | do.
Q It is subject line Medicaid coverage for gender
affirmng care, privileged and confidential. Then it has

a Bates stanp of G ossman0054, is that right?
A That's correct.
Q The first email is dated July 9, 2022. This is

after the hearing, is that right?

A Yes, it would have been after the hearing.

Q The | ast couple of sentences fromthis enail
fromMriam Gossman -- well actually before | get to
that, you're a recipient of this email, is that right?

A |"msorry. | was what?

Q You're one of the recipients of this email, is

that correct?
A Yes.
(Plaintiff's Exhibit No. 28 was
mar ked for identification.)
BY MR GONZALEZ- PAGAN:

Q In the last few sentences Mriam G ossman
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Statement on Dr. Kenneth Zucker and Gender Identity Disorder (5/23/2008)

Kenneth J. Zucker, Ph.D., C.Psych., the Chair of the DSM-V Sexual and Gender Identity Disorders
work group, is a widely respected and pre-eminent scholar in the world of academic sexology
research. As Chair of the work group for Sexual and Gender Identity Disorders, Dr. Zucker’s role is
to coordinate and facilitate the work of the three sub-work groups addressing Sexual Dysfunctions,
Paraphilias, and Gender Identity Disorders. Further information on the DSM-V development process
can be found at:
http://www.psych.org/MainMenu/Research/ DSMIV/DSMV/APA Statements/APA StatementonGIDa
ndTheDSMV.aspx

Dr. Zucker has published 97 peer-reviewed journal articles, 48 book chapters, and a landmark
textbook. His published work addresses psychosexual differentiation and its disorders, based on a
wide range of empirical research studies on children and adolescents with gender identity disorder,
with a focus on diagnosis and assessment, and their associated behavioral and psychological distress.
As the current Editor of Archives of Sexual Behavior, the premier human sexuality research journal,
he also has a wide familiarity with the disparate areas of sexual dysfunctions and paraphilias. Since
2001, he has been the Psychologist-in-Chief at the Centre for Addiction and Mental Health (CAMH),
is a Professor in the Departments of Psychiatry and Psychology at the University of Toronto, and is
on the Scientific Staff (Division of Child Psychiatry) at the Hospital for Sick Children. He was the
President of the International Academy of Sex Research in 2005-2006.

Dr. Zucker and his service team at CAMH in Toronto have the longest standing research-clinical
service for children and youth with gender identity problems in North America. Since the mid-
1970s, Dr. Zucker and his team have evaluated over 900 children and youth with gender identity
issues. Dr. Zucker is one of the few researchers who is doing long-term follow-up of the patients he
has treated.

The philosophy of Dr. Zucker’s team is to provide client-centered care that maximizes benefit and
minimizes harm to each child or youth. The goal of treatment is a well-adjusted youth, regardless of
ultimate gender identity or sexual orientation, who feels she or he has been genuinely helped by her
or his healthcare providers. Dr. Zucker has offered a variety of treatment options, understanding that
options may vary greatly with the age of the client. For younger clients, therapy options include
helping the child to overcome discomfort with his or her body, i.e., helping clients learn to live
comfortably in their natal sex. Diagnosis and treatment of other problems that may be present, such
as anxiety, depression, or substance abuse are also available, as are services for family members.

For adolescent patients (including those who first came to the clinic as young children), Dr. Zucker
follows the Standards of Care Guidelines of the World Professional Association for Transgender
Health. The treatment options include helping patients make a satisfactory transition to the opposite
sex, including the institution of hormonal treatment to facilitate transition. In some cases, treatment
may include helping an interested adolescent obtain sex-reassignment surgery.

For all patients, regardless of age, the focus of therapy is the patient’s gender identity, not the
patient’s sexual orientation. Dr. Zucker’s therapeutic approach has no relationship to so-called
reparative or sexual conversion therapies that attempt to change homosexual orientations to
heterosexual ones. The goal of his therapy is the opposite of conversion therapy in that he considers
well-adjusted transsexual, gay, lesbian or bisexual youth to be therapy successes, not failures.

Retrieved on 03/15/2023 from https://www.wthrockmorton.com/wp-content/uploads/2008/05/zucker-statement-final-may23-2008apa.doc



Case 4:22-cv-00325-RH-MAF Document 136-19 Filed 04/07/23 Page 1 of 7

.
A W W A
EY 7 & rsvcnoLosicar
wams mmmw ASSOCIATION
-—

a4

APA RESOLUTION on Gender Identity Change Efforts

FEBRUARY 2021

The foundational professional guideline for working with gender
diverse persons acknowledges that, “Psychologists understand
that gender is a nonbinary construct that allows for a range of
gender identities and that a person’s gender identity may not
align with sex assigned at birth.” (APA, 2015, p. 834). Gender
identity refers to “a person’s deep felt, inherent sense of being
a girl, woman, or female; a boy, a man, or male; a blend of male
or female; [or another] gender” (APA, 2015, p. 862). While
gender refers to the trait characteristics and behaviors culturally
associated with one's sex assigned at birth, in some cases,
gender may be distinct from the physical markers of biological
sex (e.g., genitals, chromosomes). Gender identity is also distinct
from gender expression, which refers to “the presentation of
an individual including physical appearance, clothing choice
and accessories, and behaviors that express aspects of gender
identity” (APA, 2015, p. 861). Cisgender refers to “a person
whose gender identity aligns with sex assigned at birth” (e.g., an
individual assigned female at birth who identifies as a woman/
girl; APA, 2015, p. 861). Transgender is “an umbrella term used
to describe the full range of people whose gender identity and/or
gender role do not conform to what is typically associated with
their sex assigned at birth” (APA, 2015, p. 863). For the purpose
of this resolution, we are using a broad definition of transgender
to include transgender women/girls, transgender men/boys,
nonbinary individuals (i.e., people who may identify as a gender
other than a woman/girl or a man/boy), and any individual who
articulates a gender identity different from societal expectations
based on their sex assigned at birth.

Some transgender and gender nonbinary individuals seek
gender-affirming medical care (e.g., hormone therapy, surgery)
while others do not. Similarly, some transgender and gender
nonbinary individuals seek to change their gender marker
and/or their name on legal documents, while others do not. In
this resolution, we strive to be inclusive of all gender diversity
regardless of a person’s pursuance of social, medical, or legal
transition.

The fields of psychiatry and psychology have a long history of
pathologizing individuals and those who question their gender
identity (Barkai, 2017; Benson, 2013; Bouman et al, 2014, Burke,
2011; Drescher, 2010; Nadal et al., 2010; Riggs et al. 2019). This
history is informed by, and parallels, the larger Western and
United States-based, medical-model, narratives that 1) define
gender as binary and conflate it with physical markers, 2) define
masculinity, and characteristics historically attributed to men/
boys, as superior to femininity and characteristics historically

attributed to women/girls, 3) create systems that confer
privilege to cisgender people and label cisgender identities and
expressions as normative, 4) discriminate against transgender
and gender nonbinary individuals (Stryker, 2017).

Gender identity change efforts (GICE) refer to a range of
techniques used by mental health professionals and non-
professionals with the goal of changing gender identity, gender
expression, or associated components of these to be in
alignment with gender role behaviors that are stereotypically
associated with sex assigned at birth, (Hill et al., 2010; SAMHSA,
2015). In addition to explicit attempts to change individuals'
gender according to cisnormative pressures, GICE has also
been a component of sexual orientation change efforts (SOCE).
As intense focus on cisnormative conformity is a frequent
characteristic of SOCE it is possible that authors in the literature
describing sexual orientation change efforts misgendered their
participants (Hipp et al., 2019). Moreover, “ex-gay"” literature and
discourse conceptualize gender diversity as asin, a mentalillness,
and harmful, perpetuating cisgenderism and transmisogyny
(Robinson & Spivey, 2019). Finally, Hipp et al. (2019) identified
forms of GICE that are often not discussed in the psychological
literature but that appear to disproportionately affect Black
transgender and gender nonbinary individuals including
violence, “church hurt” (i.e., religious or faith-based trauma), and
gatekeeping from gender affirming care. These efforts may be
referred to as “conversion therapies”, “corrective” treatments, or
“normalizing” therapies (Hill et al., 2010). However, to consider
these techniques as therapies or treatments is inaccurate and
inappropriate because, the incongruence between sex and
gender in and of itself is not a mental disorder (World Health
Organization, n.d.) so, any behavioral health or GICE technique
or treatment that seeks to change an individual's gender identity
or expressionis not indicated; thus, any behavioral health or GICE
effort that attempt to change an individual's gender identity or
expression is inappropriate (Hill et al. 2010; SAMHSA, 2015).

With roots in this history, GICE are founded on the notion that
any gender identity that is not concordant with sex assigned
at birth is disordered, and that a cisgender identity is healthier,
preferable, and superior to a transgender or gender nonbinary
identity (Ansara & Hegarty, 2011; Hill et al., 2010; Robinson &
Spivey, 2019).

GICE cause harm by reinforcing anti-transgender and anti-gender
nonbinary stigma and discrimination (Turban et al., 2020); and
by creating social pressure on an individual to conform to an
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identity and/or presentation that may not be consistent with
their sense of self (e.g., Bockting et al., 2013; Egan & Perry, 2001;
Meyer, 2003; Nadal et al., 2012; Russell et al., 2012; Toomey
et al., 2010; Sandfort et al., 2007). Furthermore, GICE are not
supported by empirical evidence as effective practices for
changing gender identity and are associated with psychological
and social harm (Brinkman et al., 2014; Carr, 1998; Gagné &
Tewksbury, 1998; Horn, 2007; Price et al., 2019; Smith & Leaper,
2006). The American Psychological Association (APA), as well
as other healthcare organizations, (e.g., American Counseling
Association, World Professional Association for Transgender
Health) have established empirically-supported practice
guidelines that encourage clinicians to use gender-affirming
practices when addressing gender identity issues (ACA, 2010;
APA, 2015; Coleman et al., 2012). Additionally, a number of
national and international professional healthcare organizations
have publicly warned against the harmful effects of GICE and
SOCE (Sexual Orientation Change Efforts) by endorsing the
United States Joint Statement Against Conversion Efforts (USJS,
n.d.), including the American Academy of Family Physicians,
American Academy of Nursing, American Association of Sexual
Educators, Counselors and Therapists, American Counseling
Association, American Medical Association, American Medical
Student Association, American Psychoanalytic Association,
The Association of LGBTQ Psychiatrists, Society for Affectional,
Intersex, and Gender Expansive Identities, Clinical Social Work
Association, GLMA: Health Professionals Advancing LGBTQ
Equality, The Association of Lesbian, Gay, Bisexual, Transgender
Addiction Professionals and their Allies, and the World
Professional Association for Transgender Health. A growing
number of states and municipalities have enacted laws that
prohibit licensed mental health professionals from engaging
in sexual orientation and gender identity change efforts with
minors (Movement Advancement Project, n.d.)

GENDER DIVERSITY, STIGMA,
AND DISCRIMINATION

WHEREAS diversity in gender identity and expression is part of
the human experience and transgender and gender nonbinary
identities and expressions are healthy, incongruence between
one's sex and gender is neither pathological nor a mental health
disorder (APA, 2009, 2015; SAMHSA, 2015);

WHEREAS gender diverse individuals experience cissexist
discrimination and prejudice throughout the lifespan and life
domains (APA, 2009) including significant discrimination in
healthcare settings (Burnes et al., 2016; Fredriksen-Goldsen et
al.,, 2014; Grant et al., 2011; James et al., 2016; Johns et al, 2019;
Lambda Legal, 2010; Macapagal et al., 2016; Reisner et al., 2015;
White Hughto et al., 2015);

RESOLUTION ON GENDER IDENTITY CHANGE EFFORTS

WHEREAS the practice of GICE reinforces stigma and
discrimination against transgender and gender diverse people
(Turban et al., 2020);

WHEREAS gender-related bias, victimization, discrimination,
criminalization, and forced-gender conformity experienced by
transgender and gender nonbinary people are associated with
poor psychosocial outcomes, such as heightened psychological
distress, compromised overall wellbeing, and disparities across
various contexts (e.g., healthcare, schools/education, workplace,
law) (Bockting et al., 2013; dickey et al., 2016; Egan & Perry, 2007;
Meyer, 2003; Nadal et al., 2012; Russell et al., 2012; Hendricks &
Testa, 2012; Toomey et al., 2010; Sandfort et al., 2007);

WHEREAS invalidation and rejection of transgender and
gender nonbinary identities and diverse gender expressions by
others (e.g., families, therapists, school personnel) are forms
of discrimination, stigma, and victimization, which result in
psychological distress (Bockting et al., 2013; D'Augelli et al.,
2006; Egan & Perry, 2001; Hendricks & Testa, 2012; Hidalgo et
al., 2015; Landolt et al., 2004; Meyer, 2003; Nadal et al., 2012;
Price, et al., 2019; Roberts et al., 2012; Sandfort et al., 2007;
Stotzer, 2012; Russell et al., 2012; Toomey et al., 2010; Truong et
al., 2020a, 2020b; Zongrone et al., 2020);

GICE AND RISKS OF HARM

WHEREAS individuals who have experienced pressure or
coercion to conform to their sex assigned at birth or therapy
that was biased toward conformity to one's assigned sex at
birth have reported harm resulting from these experience such
as emotional distress, loss of relationships, and low self-worth
(Brinkman et al., 2014; Carr, 1998; Gagné & Tewksbury, 1998;
Horn, 2007; Price et al., 2019; Smith & Leaper, 2006);

WHEREAS in one study of a large online sample of LGBTQ young
people, those who reported experiencing change efforts were
more than twice as likely to report having attempted suicide
and having multiple suicide attempts as those who did not
experience change efforts, (Green et al., 2020);

WHEREAS GICE have not been shown to alleviate or resolve
gender dysphoria (Bradley & Zucker, 1997; Cohen-Kettenis
& Kuiper, 1984; Gelder & Marks, 1969; Greenson, 1964; Pauly,
1965, SAMHSA, 2015);

WHEREAS GICE can cause undue stress and suffering and
interfere with healthy sexual and gender identity development
(Hiestand & Levitt, 2005; SAMHSA, 2015);

WHEREAS GICE can reduce one's willingness to pursue future
mental health treatment (Craig et al., 2017);
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WHEREAS GICE often involves the promotion of stereotyped
gender behaviors consistent with cultural expectations
(Coleman et al., 2012; Hill et al., 2010);

WHEREAS GICE are associated with harmful social and
emotional effects for many individuals, including but not limited
to, the onset or increase of depression, anxiety, suicidality, loss
of sexual feeling, impotence, deteriorated family relationships,
a range of post-traumatic responses, and substance abuse (c.f.
Burnes et al., 2016; Green et al.,, 2020; SAMHSA 2015 for a
review; Turban et al., 2019);

WHEREAS diverse gender expressions and transgender and
gender nonbinary identities are not mental disorders (American
Psychiatric Association, 2013) and many transgender and gender
nonbinary individuals lead satisfying lives and have healthy
relationships (APA, 2015; SAMHSA, 2015);

GENDER AFFIRMING PRACTICES

WHEREAS transgender and gender nonbinary people whose
gender has been affirmed report increased quality of life
(Ainsworth & Spiegel, 2010; APA, 2015; Gerhardstein &
Anderson, 2010; Kraemer et al., 2008; Newfield et al., 2006);

WHEREAS self-determination in defining one's gender identity
is a source of resilience for transgender and gender nonbinary
people and associated with improvements in wellbeing and
reductions in psychological distress (Menvielle & Tuerk, 2002;
Pickstone-Taylor, 2003; Rosenburg, 2002; Singh et al., 2017;
Singh et al., 2014);

WHEREAS
affirming psychological and medical practices report improved
psychological functioning, quality of life, treatment retention
and engagement, and reductions in psychological distress,
gender dysphoria, and maladaptive coping mechanisms (Austin
& Craig, 2015; de Vries et al., 2014; Haas et al., 2011; Sevelius,
2013; White Hughto & Reisner, 2016);

individuals who have experienced gender-

WHEREAS professional consensus recommends affirming
therapeutic interventions for transgender and gender nonbinary
adults who request that a therapist engage in GICE, and for trans
youth whose parents/guardians or other custodians (e.g., state,
foster care) request that a therapist engage in GICE (American
Counseling Association, 2009; APA, 2012; 2015; American
Psychiatric Association, 2018; Byne et al., 2012; Edwards-Leeper
etal., 2016);

WHEREAS affirming therapeutic practices and guidelines
recommend that the therapist should remain objective and
nonjudgmental to the outcome, focusing on empowering the
client to be active in exploring, discovering, and understanding
their own identity (American Counseling Association, 2009;

RESOLUTION ON GENDER IDENTITY CHANGE EFFORTS

APA, 2012; 2015; American Psychiatric Association, 2018; Byne
et al., 2012; Edwards-Leeper et al., 2016);

APA POLICY

WHEREAS APA opposes discrimination on the basis of gender
identity, gender expression, and transgender and gender
nonbinary identities, and actively opposes the adoption of
discriminatory legislation (APA, 2008);

WHEREAS APA supports the passage of laws and policies
protecting the legal rights and freedoms of transgender and
gender nonbinary people, regardless of gender identity or
expression (APA, 2008);

WHEREAS Psychologists’ work is based upon established
scientific and professional knowledge of the discipline. (APA,
2017b, p. 5);

WHEREAS APA recognizes that psychologists work is based
upon Respect for People's Rights and Dignity (Principle E),
Avoiding Harm (3.04), and Unfair Discrimination (3.01; APA,
2017b);

WHEREAS gender affirming psychotherapy is founded in clinical
practice guidelines, and harm has not been identified for any of
these gender-affirming treatment practices (APA, 2015, 2017b;
Byne et al., 2012);

WHEREAS the APA policy and practice guidelines (e.g.,
Multicultural Guidelines: An Ecological Approach to Context,
Identity, and Intersectionality; Guidelines for Psychological
Practice with Transgender and Gender Nonconforming People)
affirm that psychologists do not engage in discriminatory or
biased practices and urge psychologists to take a leadership role
in preventing discrimination towards transgender and gender
diverse people (APA, 2009, 2015, 2017a);

WHEREAS APA's 2005 Policy Statement on Evidence-Based
Practice in Psychology defines evidence-based practice as the
integration of the best available research with clinical expertise
in the context of patient characteristics, culture, and preferences
(APA, 2005);

BE IT THEREFORE RESOLVED that consistent with the APA
definition of evidence-based practice (APA, 2005), the APA
affirms that scientific evidence and clinical experience indicate
that GICE put individuals at significant risk of harm;

BE IT FURTHER RESOLVED that the APA opposes GICE
because such efforts put individuals at significant risk of harm
and encourages individuals, families, health professionals, and
organizations to avoid GICE;
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BE IT FURTHER RESOLVED that APA opposes the idea that
incongruence between sex and gender is a mental disorder (Hill
et al., 2010; SAMHSA, 2015; WHO).

BE IT FURTHER RESOLVED that after reviewing scientific
evidence on GICE harm, affirmative treatments, and professional
practice guidelines, the APA affirms GICE are associated with
reported harm.

BE IT FURTHER RESOLVED that the APA opposes GICE because
of their association with harm.

BE IT FURTHER RESOLVED that Transgender and gender
nonbinary identities, as well as other gender identities that
transcend culturally prescriptive binary notions of gender,
represent normal variations in human expression of gender.

BE IT FURTHER RESOLVEDthat neither transgender or gender
nonbinary identities nor the pursuit of gender-affirming medical
care constitutes evidence of a mental disorder.

BE IT FURTHER RESOLVED that APA opposes portrayals
of transgender and gender nonbinary people as mentally ill
because of their gender identities and expressions.

BE IT FURTHER RESOLVED that evidence supports psychologists
in their professional roles to use affirming and culturally relevant
approaches with individuals of diverse gender expressions and
identities.

BE IT FURTHER RESOLVED that APA is committed to promoting
accurate scientific data regarding gender identity and expression
in its own policy, public advocacy, judicial proceedings, media, and
public opinion;

BE IT FURTHER RESOLVED that APA encourages collaboration
between and among individuals and organizations to promote
the wellbeing of transgender and gender nonbinary people;

BE IT FURTHER RESOLVED that the APA encourages
psychologists to be aware of multiple and intersecting factors in
identity, such as sex assigned at birth, gender expression, gender
identity, age, race, ethnicity, religion, spirituality, socioeconomic
status, disability, national origin, and sexual orientation in
conceptualization, treatment, research, and teaching about
transgender and gender nonbinary people;

BE IT FURTHER RESOLVED that the APA opposes the
dissemination of inaccurate information about gender identity,
gender expression, and the efficacy of GICE, including the claim
that gender identity can be changed through treatment, the
characterization of transgender or gender nonbinary identity
as a mental disorder and the promotion of treatments that
prescribe gender identity or expression consistent with one’s
birth-assigned sex as effective for clients with gender dysphoria;

RESOLUTION ON GENDER IDENTITY CHANGE EFFORTS

BE IT FURTHER RESOLVED that APA encourages the development
and dissemination of evidence-based, multiculturally-informed, and
gender affirmative educational resources that inform psychologists,
the community and education and mental health institutions about
the harms of GICE;

BE IT FURTHER RESOLVED that APA re-affirms that APA (2015)
encourages psychologists to:

* Acknowledge the diversity and complexity of identities
and experiences and recognize transgender and gender
nonbinary identities as healthy expressions of gender

* Recognize that descriptions of any gender identity
or expression as unnatural, abhorrent, or unhealthy
perpetuate stigma for sexual and gender minorities, and
have negative mental health and social consequences

* Assist clients in a developmentally appropriate manner to
explore and understand the cultural and familial influence
on gender roles and expression. Psychologists are urged
to help clients in a developmentally appropriate manner
understand the societal contexts of sexism, heterosexism,
transphobia, racism and other forms of social oppression,
and to use a developmental multicultural- and gender-
affirmative framework in research, teaching, training, and
supervision;

BE IT FURTHER RESOLVED that the American Psychological
Association opposes GICE because there is evidence of former
participants reporting harm resulting from their experiences
of GICE and the contribution that such efforts make to social
stigma, injustice, and prejudice directed at gender diverse
individuals, consistent with other major professional mental
health associations, including the American Psychiatric
Association (2018); American Counseling Association (2017),
SAMHSA (2015), American Academy of Child & Adolescent
Psychiatry (2018), World Health Organization (n.d.) and World
Psychiatric Association (2016);

BE IT FURTHER RESOLVED that the APA, because of evidence
of harm and lack of evidence of efficacy, supports public policies
and legislation that prohibit, or aim to reduce GICE, cissexism,
and anti-transgender and anti-gender nonbinary bias and that
increase support for gender diversity;

BE IT FURTHER RESOLVED that the APA supports collaboration
and partnerships with global, national and state and local
partners to achieve the aims of this resolution;

BE IT FURTHER RESOLVED that the APA promotes professional
training in gender-affirming practices and opposes professional
training in GICE in any stage of the education of psychologists,
including graduate training, continuing education, and
professional development.
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