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From: L2 (216} ] (HHS/QCR) </O=EXCHANGELABS/QU=EXCHANGE ADMINISTRATIVE GRQUP
rOm:  FYDIBOHF235PDLT)/CN=RECIPIENTS/CN=0BDEC12AD0974EACABABEOI2F2B37C91

(036} | [yl (HHS/OCR) fo=ExchangeLabsfou=Exchange Administrative Group |

(b}(5) (GEGH |
(b}5) [

Mitchell, Steven M (HHS/QCR) fo=Exchangelabs/ou=Exchange Administrative Group
{FYDIBOHF235PDLT)/cn=Recipients/cn=userf53b56e8 <Steven. Mitchell @HHS. GOV >,

Garcia, Art (HHS/OCR} fo=ExchangeLabs/ou=Exchange Administrative Group

{FYDIBOHFZ35PDLT)/cn=Recipients/cn=3f3e15a704cd4274bb9916d41a1923a9-Garda, Art
<Art.Garcia@HHS.GOV:>

Subject: RE: MW Region - GAC complaints
Date: 2022/11/15 17:11:00
Importance: High

To:

Priority: Urgent
Type: Note

Hi folks — we are sorting through the implications of the Neece v. Becerra decision that was issued on
Friday as it relates to our gender identity enforcement. | believe Melanie is sending an email this
evening or tomorrow to flag this, but let’s pull this down and/or reschedule for next week once we have
clearer guidance from OGC. Thank you, [(b}8)

[0)6}] X6} ][] [6) ] Esq., MSW (she/her)
Senior Advisor to the Director

Phone: [(0)6)
Email: [0)6) I

————— Criginal Appointment-—--

From: (HHS/OCR) [2)6) |

Sent: Tuesday, November 8, 2022 6:31 PM

To: (HHS/OCRY); Mitchell, Steven M {HHS/OCR); Garcia, Art (HHS/OCR};
{HHS/OCR)

Subject: MW Region - GAC complaints

When: Wednesday, November 16, 2022 10:00 AM-10:45 AM (UTC-05:00) Eastern Time {US & Canada).
Where: Microsoft Teams Meeting

To discuss the following cases:

Insurance Cases:

b))
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Texas Transgender ‘Abuse’ Policy
Portends Biden Investigation

March 10, 2022, 5:40 AM
« Biden administration says state policy violates federal law
+ Options for HHS response are limited, but DOJ could intervene

The administration has just two options to stop Texas from investigating families for
child abuse if they are suspected of seeking gender-affirming care for transgender
children—pulling federal health funding or suing the state.

Attorneys say both options are likely being discussed at the Departments of Justice and
Health and Human Services, especially in light of strong statements and

quidance opposing the state’s actions by President Joe Biden and his agencies March
2.

A Texas judge last week issued an injunction against the state’s child protective
services agency temporarily blocking it from investigating the parents of a transgender
teen for alleged child abuse.

Opponents of the Texas policy are waiting for more federal actions. New York Attorney
General Letitia James called on the DOJ Wednesday to investigate Texas Gov. Greg
Abbott’s policy.

Advocates and former HHS officials said the likely road for the administration is an HHS
or DOJ investigation and possible DOJ involvement in the ongoing litigation. Withdrawal
of federal health funds for an entire state agency is possible, but it would be a “nuclear
option,” said Leon Rodriguez, who ran the HHS’s Office of Civil Rights (OCR) under
President Barack Obama. He’s now a partner as Seyfarth Shaw LLP.

The OCR enforces Section 1557 of the Affordable Care Act, which “prohibits
discrimination on the basis of race, color, national origin, sex, age, and disability in
covered health programs or activities.” It typically handles complaints about actions of
individual health providers or hospitals. It rarely uses its enforcement power against an
entire state’s policy.

“Short of litigating or initiating funding removal or withdrawal proceedings, there’s not a
whole lot in their toolkit said Joseph Wardenski, a former DOJ civil rights attorney.



A supporter of Texas’s authority says the Biden administration is going too far by
including transgender issues in the ACA’s nondiscrimination clause. “| see no basis for
them to be able to enforce Section 1557 against any state by reinterpreting sex to cover
something that is not in the statute, which is what it sounds like they’re trying to,” said
Roger Severino, former Trump administration OCR director. “They’re on thin ice in their
announcement suggesting they have an authority that is actually blocked by court
injunctions.”

But, other observers like Katie Keith, director of the health policy and the law initiative at
Georgetown Law's O’Neill Institute, pointed out that the injunctions are fairly narrow and
only applied to specific plaintiffs.

‘I suspect the Administration is carefully weighing what else they can do and how
quickly they can do it, looking for the widest positive impact while not creating
challenges in other lawsuits,” Laura Durso, who was OCR chief of staff until earlier this
year, said in an email.

The HHS actions thus far “made crystal clear that any enforcement of this policy
violates multiple federal laws. In addition, HHS also mobilized its own law enforcement
arm and invited parents who are targeted by this policy to bring individual complaints to
HHS,” said Shannon Minter, legal director for the National Center for Lesbian Rights.

Gender-affirming care for children with gender dysphoria often includes puberty
blocking drugs, which are reversible. Sex hormone treatment isn’t recommended until
around the age of 16, when a minor has the mental capacity to give informed consent,
under the Endocrine Society’s medical guidelines. And genital surgeries aren'’t
recommended, and typically aren’'t available, until a patient has reached the age of 18.

Call for Complaints

HHS Secretary Xavier Becerra put out a rare call March 2 asking people in Texas to file
complaints if they believe they were “being targeted by a child welfare investigation
because of this discriminatory gubernatorial order.”

This is the “clearest invitation I've ever seen to a marginalized population to file
complaints,” said Matthew Cortland, a senior resident fellow at Data for Progress
working on disability and health care.



(Getting these complaints would not only help the agency investigate allegations of
federal law violations, but it could also help the agency as it prepares to come out with a
new 1857 regulation.

Severino said a new regulation is the OCR’s only option. “The only way | see for HHS to
do anything in enforcement on gender identity is to pass a new regulation that would
have to be upheld in court.”

Regulations from both the Obama administration and Trump administration
implementing Section 1557 are still fied up in court. Those court cases found that the
word “sex” could not be interpreted to include gender identity in the regulations.
However, the Biden administration announcedin May 2021 that it would interpret “sex”
in the statute itself to include gender identity in light of the Supreme Court’s finding in
Bostock v. Clayton County.

Complaint data “would give OCR more of a record to come out more strongly in
rulemaking if they got a bunch of complaints,” said Keith. That could lead to policies that
“‘more directly combat” the actions by Texas and others like it.

Once the agency receives a complaint, it can investigate. If the OCR finds a civil rights
violation occurred, it can file a complaint with an HHS administrative law judge. If the
judge finds a violation, the HHS then has the authority to order various streams of
federal funding be withheld, said Rodriguez.

The option to remove federal funds has “almost never been used. We only used it once
during the time that | was director,” and that was against an individual, he said

What “makes it a really brutal penalty is that it's everything. So there’s no sliding scale
here, there's no sentencing guidelines. This is a 100% withhold if it is implemented,”
Rodriguez said.

Lawsuit Involvement
The Biden administration could get involved in one other major way—a lawsuit.

The DOJ is probably waiting to see what happens in the Texas courts before getting
involved. The existing case, backed by the ACLU and Lambda Legal, is going well so
far for the plaintiffs, Wardenski said.



“‘Part of why the guidance OCR released is so powerful is that every move they make
on this issue is heavily scrutinized and will brought up in court,” Durso said.

The DOJ could also file a statement of interest in this case, like it did in Arkansas when
the state passed a law prohibiting gender-affirming care for transgender children, Keith
said

The ACLU will be able to use the HHS guidance in its case, Cortland said. “HHS clearly
staked out a position that providing supportive medical care to trans children is not
abuse.”

To contact the reporter on this story: Shira Stein in Washington
at sstein@bloomberglaw.com

To contact the editor responsible for this story: Fawn Johnson
at fiohnson@bloombergindustry.com

Other coverage from the Bulletin:

Texas Loses Appeal Over Investigation Of Family Of Transgender Teen,
Files Lawsuit Against HHS.

The AP (3/9, DeMillo) reports, “A Texas court on Wednesday tossed out the state’s
appeal of an order preventing child welfare officials from investigating the parents of a
transgender teenager over gender-confirming care the youth received.” The court
“dismissed Republican Attorney General Ken Paxton’s appeal of the temporary order a
judge issued last week halting the investigation by the Department of Family and
Protective Services into the parents of the 16-year-old girl.” Meanwhile, “Paxton on
Wednesday also filed a challenge in federal court to guidance that President Joe Biden’s
administration issued in response to the Texas governor’s directive.”

CNN (3/9, Rose, Maxouris, 89.21M) reports, "On March 2, the US Department of
Health and Human Services released guidance saying healthcare providers who report
families seeking gender-affirming care or refuse to provide treatment may be violating
federal law,” with HHS Secretary Xavier Becerra adding in a statement, "HHS will take
immediate action if needed.” However, “in its federal court filing Wednesday, Texas
argued federal protections over care for transgender youth are an ‘erroneous
interpretation of federal law’ and said the guidance threatens state agencies with losing
funding if they don't abide by the ‘HHS’s misinterpretation of their obligations’ under
the law.”

The Hill (3/9, Dress, 5.69M) and the Texas Tribune {3/9, Park, 258K) also report.
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Children and Families issued a separate memorandum to agencies that serve LGBTQ young people in the
child welfare system. HHS’s announcements were highlighted in a statement from President Biden
focused on responding to attacks on transgender youth and their families by leaders in Texas.

What Is Happening In Texas?

The OCR guidance itself does not name Texas, but statements from President Biden and Secretary
Becerra do. Why the emphasis on Texas? On February 22, Governor Abbott directed the Texas
Department of Family and Protective Services (DFPS), the state’s child welfare agency, to investigate
parents and providers in instances where a child receives gender-affirming care as “child abuse.”
Governor Abbott’s directive is based on an advisory opinion from Attorney General Paxton that
identifies medical procedures and treatments that he asserts qualify as “child abuse” under Texas law.

Under the directive, certain licensed professionals (e.g., doctors, nurses, teachers, etc.) and members of
the general public are asked report any known instance of this “abuse” —or face penalties for the failure
to do so. DFPS and other state agencies were also directed to follow the Attorney General’s opinion.
{Parts of the directive are reminiscent of Texas’ law restricting abortion access, known as 5.B. 8, where
people are asked to report their neighbors and friends to the authorities for seeking highly personal
health care services.)

Attorney General Paxton’s advisory opinion grossly misstates the evidence base for gender-affirming
care and repeatedly misrepresents this type of care as elective. As discussed below, every major medical
association has affirmed that gender-affirming care is medically necessary to treat gender dysphoria.
The advisory opinion also distastefully compares gender-affirming care {the provision of which is highly
individualized and done in conjunction with a child’s medical team) to our nation’s horrific legacy of
forced sterilization.

Investigations And Lawsuits

Gov. Abbott’s directive has already sparked investigations by state officials into the parents of
transgender young people and providers. One family was visited by DFPS on February 25 for interviews,
only days after the directive was issued, and asked for access to their child’s medical records.

On March 1, this family, along with a clinical psychologist, sued Governor Abbott and DFPS in state
court. The plaintiffs are represented by the ACLU and Lambda Legal. In their complaint, the plaintiffs
noted that the directive has caused “terror and anxiety ... and singled out transgender youth and their
families for discrimination and harassment.” They went to great lengths to describe the medical
standards in place for transgender youth by heavily citing clinical guidelines from the Endocrine Society
and the World Professional Association for Transgender Health {WPATH). They also explained that
puberty-delaying treatment is reversible and does not cause infertility (contrary to assertions in the
advisory opinion} and underscored the benefits and strong evidence base for gender-affirming care.

On March 2, a Texas judge blocked DFPS from investigating the plaintiffs by issuing a temporary
restraining order against the agency. This protects these parents and provider, but the court’s order is
limited only to those plaintiffs already under investigation. The court did not set aside Governor
Abbott’s entire directive, at least not yet—the court scheduled a hearing for March 11 to assess whether
to block the directive more broadly.

A Note On Gender-Affirming Care



It is the overwhelming consensus among medical experts that gender-affirming care is medically
necessary, effective, and safe when clinically indicated to alleviate a medical condition known as gender
dysphoria {formerly known as gender identity disorder). According to the American Medical Association,
untreated gender dysphoria “can result in clinically significant psychological distress, dysfunction,
debilitating depression and, for some people without access to appropriate medical care and treatment,
suicidality and death.” Contrary to Attorney General Paxton’s views, numerous studies and meta-
analyses—including a comprehensive literature review on the issue—have demonstrated the significant
benefits of gender-affirming care. This data and evidence base is cited in the lawsuit noted above.

WPATH has long maintained a set of evidence-based standards of care for transgender people. And
experts on minor health like the American Academy of Pediatrics, the American Academy of Child and
Adolescent Psychiatry, the American Counseling Association, the American Psychiatric Association, the
American Psychological Association, the Endocrine Society, the National Association of Social Workers,
the Pediatric Endocrine Society, and the Society for Adolescent Health and Medicine have issued
statements and guidelines in support of access to care for transgender people, including young people.
There are a range of clinical care programs that provide age-appropriate gender-affirming care for young
people across the country, without the devastating impacts that Texas officials claim.

Major payers also view gender-affirming care as medically necessary. In a recent letter to federal
officials, AHIP emphasized its strong support for “ensuring that appropriate gender-affirming care is
available and accessible to enrollees.” This is in addition to prior support for full nondiscrimination
protections for LGBTQ people. Fortune 500 companies and state Medicaid programs have also adopted
clear policies to require the coverage of gender-affirming care.

OCR’s Guidance

OCR’s guidance from March 2 underscores the importance of medically appropriate and necessary
gender-affirming care for transgender young people and explains how efforts to restrict access to this
type of care, like those announced by Texas, could violate federal civil rights laws and privacy
protections. Care denials, restrictions on care, and reporting on those who access care could violate
Section 1557 of the ACA, Section 504 of the Rehabilitation Act, the Americans with Disabilities Act, and
HIPAA. OCR urges families and providers who have faced discrimination to file a complaint with OCR.

Per OCR, attempts to restrict or characterize gender-affirming care as “abuse” are dangerous, can
discourage providers from offering this life-saving care, and will negatively affect the health and well-
being of transgender and gender nonconforming youth. Overall, the goal of the guidance is to help
ensure that young people can access care without discrimination and to respond to fear from families
and providers about attempts to portray gender-affirming care as “abuse.”

Section 1557

Section 1557 is the ACA's primary nondiscrimination provision and applies to any program or activity
that is administered by a federal agency or any entity established under Title | of the ACA. Under Section
1557, an individual cannot be excluded from participation in, denied the benefits of, or subjected to
discrimination based on race, color, national origin, age, disability, or sex by any health program or
activity of which any part receives federal financial assistance. Per prior guidance from 2021, HHS
interprets sex discrimination to include discrimination based on sexual orientation and gender identity.






“child abuse” is inconsistent with state law, was not adopted using proper procedures, and is
unconstitutional. These arguments raise real questions about whether any disclosure of sensitive patient
information about gender-affirming care is truly “required by law” for purposes of this narrow HIPAA
exception {and in general}, such that providers and others should feel compelled to comply with it.

QOverall, OCR cautions covered entities against voluntarily reporting protected health information related
to gender-affirming care to state authorities except in the narrowest of circumstances and only when
truly compelled to comply with a legally enforceable requirement. Providers who are concerned about
their reporting obligations should seek legal advice. As with the statutes noted above, OCR encourages
families to file a complaint with OCR if there has been a violation of a patient’s health privacy rights.

Remedies

Complaints are important to enable OCR to investigate and enforce the laws noted above based on
specific facts and circumstances. While the agency has other tools {such as compliance reviews),
complaints will help OCR target its action, conduct thorough investigations, and maximally enforce
federal laws. Complaints could also inform forthcoming rulemaking on Section 1557.

Specific complaints will also make clearer which federal laws apply to a given situation. While the laws
cited above—Section 1557, Section 504, Title Il, and HIPAA—are broad and powerful, they vary in scope,
and each may not apply in every circumstance. In the context of Section 1557, questions about the
scope of the law are exacerbated by dueling regulatory interpretations over who qualifies as a covered
entity. There could, for instance, be questions about whether these laws theoretically apply to DFPS
itself—whereas a specific complaint could underscore why these federal laws apply.

Setting aside these types of questions, OCR makes clear that federal protections apply to health care
providers that receive federal funding. Medical facilities, for instance, should not direct doctors or staff
to stop providing gender-affirming care or turn patients away. If OCR received a complaint about a
situation like this, what might happen? The remedy would depend on the circumstances, but OCR would
investigate and work to achieve voluntary compliance {through, say, a resolution agreement). Absent
voluntary compliance, a violation of these laws would enable OCR to take enforcement actions such as
levying financial penalties, terminating federal funding, or referring the entity to the Department of
Justice for further legal action.

There is prior precedent for investigating state agencies in response to complaints about discrimination.
A prominent recent example was a dispute between HHS OCR and California. In 2020, OCR issued a
notice of violation to California, asserting that a state law requiring health insurance plans to cover
abortion violated federal conscience protections. OCR later moved to disallow $800 million annually in
California Medicaid funds, an action that now-Secretary of HHS (then-Attorney General of California)
Becerra defended against. You can see other examples of action against state agencies, albeit under
different laws, in recent resolution agreements in Alabama, Pennsylvania, and Oregon.

The Biden administration may also have other options at its disposal to protect transgender youth,
although it is not clear what would be the most effective. Among other options, the Administration for
Children and Families could open a compliance review for DFPS. That could lead to an improvement plan
and potentially financial penalties. The Department of Justice could try to sue Texas, as the agency
recently did over 5.B. 8; alternatively, the department could at least file a “statement of interest” in the
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PRIVILEGED AND CONFIDENTIAL

MEMORANDUM
TO: [EX©) |HHS/OCR
[0)6) | HHS/OCR
[PX6) |HHS/OCR
Section 1557 Team, HHS/OCR
FROM: Vatsala Kumar, Intern, HHS/OCR
RE: Draft Responses to Expected NPRM Comments re Proposed Inclusion of Gender

Aftirming Care Provisions

DATE: June 24, 2022

I. QUESTION PRESENTED

b)(5)

II. GENERAL COMMENTS AND DRAFT RESPONSES

b)(5)

b)(5)

Comment ]

(0)(5)

b)(5)

Response.

b)(5)
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Surgical treatment for Gender Dysphoria may be indicated for individuals who provide the following documentation:

s For breast surgery, a written psychological assessment from at least one Qualified Behavicral Health Provider experienced
in treating Gender Dysphaoria® is required. The assessment must document that an individual meets all of the following
criteria:
= Persistent, well-documented Gender Dysphoria
o Capacity to make a fully informed decision and to consent for treatment
= Must be at least 18 years of age {age of majority}
¢ Favorable psychosocial-behavioral evaluation to provide screening and identification of risk factors or potential

postoperative challenges

* For genital surgery, a written psychological assessment from at least two Qualified Behavioral Health Providers experienced
in treating Gender Dysphoria*, who have independently assessed the individual, is required. The assessment must
document that an individual meets all of the following criteria:
< Persistent, welldocumented Gender Dysphoria
< Capacity to make a fully informed decision and to consent for treatment
< Must be at least 18 years of age {age of majority)

Favorable psychosocialkbehavioral evaluation to provide screening and identification of risk factors or potential

postoperative challenges
= Complete at least 12 months of successful continuous fulltime real-life involvement in the experienced gender
= Complete 12 months of continuocus hocrmone therapy appropriate for the experienced gender (unless medically

contraindicated)

s Treatment plan that includes ongoing follow-up and care by a Qualified Behavicral Health Provider experienced in treating
Gender Dysphoria®

o

When the above criteria are met, the following surgical procedures to treat Gender Dysphoria are medically necessary
and covered as a proven benefit:

s Bilateral mastectomy or breast reduction”

Clitoroplasty {creation of clitoris)

Hysterectomy {removal of uterus)

Labiaplasty (creation of labia)

Laser or electrolysis hair removal in advance of genital reconstruction prescribed by a physician for the treatment of
Gender Dysphoria

Metoidioplasty (creation of penis, using clitoris)

Orchiectomy {removal of testicles)

Penectomy (removal of penis)

Penile prosthesis

Phalloplasty (creation of penis}

Salpingo-cophorectomy {removal of fallopian tubes and ovaries)
Scrotoplasty (creation of scrotum)

Testicular prostheses

Urethroplasty {reconstruction of female urethra)

Urethroplasty (reconstruction of male urethra)

Vaginectomy {removal of vagina)

Vaginoplasty (creation of vagina)

Vulvectomy (removal of vulva)

*When bilateral mastectomy or breast reduction is performed as a stand-alone procedure, without genital reconstruction
procedures, completion of hormone therapy prior to the breast procedure is not required.

Certain ancillary procedures, including but not limited to the following, are considered cosmetic and not medically
necessary, when performed as part of surgical treatment for Gender Dysphoria {check the federal, state or contractual

requirements for benefit coverage™ ™)

Refer to the Benefit Considerations section as member specific benefit plan language may vary.

s Abdominoplasty (also refer to the Medical Policy titled Panniculectomy and Body Contouring Procedures)
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Blepharoplasty (alsc refer to the Medical Policy titled Brow Ptosis and Eyelid Repair)

Bedy contouring {e.qg., fat transfer, lipoplasty, panniculectomyy) (also refer to the Medical Policy titled Panniculectomy and
Body Contouring Procedures)

Breast enlargement, including augmentation mammaplasty and breast implants

Brow lift

Calf implants

Cheek, chin and nose implants

Face/forehead lift and/or neck tightening

Facial bone remaodeling for facial feminization

Hair transplantation

Injection of fillers or neurotoxins {also refer to the Medical Benefit Drug Policy titled Botulinum Toxins A and B)

Laser or electrolysis hair removal not related to genital reconstruction

Lip augmentation

Lip reduction

Liposuction (sucticn-assisted lipectomy) {also refer 1o the Medical Policy titled Panniculectomy and Bedy Contouring
Procedures)

Mastopexy

Pectoral implants for chest masculinization

Rhinoplasty {also refer to the Medical Policy titled Rhinoplasty and Other Nasal Surgeries)

Skin resurfacing {e.qg., dermabrasion, chemical peels, laser)

Thyroid cartilage reduction/reduction thyroid chondroplasty/trachea shave {removal or reduction of the Adam’s apple)
Voice modification surgery (e.g., laryngoplasty, glottoplasty or shortening of the vocal cords)

Voice lessons and voice therapy

*“Note: For New York plans, refer to the Benefit Considerations secticn for more information.

Gender Dysphoria in Adolescents and Adults: A disorder characterized by the following diagnostic criteria [Diagnostic and
Statistical Manual of Mental Disorders, 5" edition, Text Revison (DSM-5-TR™}]:
A. A marked incongruence between one's experienced/expressed gender and assigned gender, of at least 6 months’

B.

duration, as manifested by at least two of the following:

1. A marked incongruence between one’s experienced/expressed gender and primary and/or secondary sex
characteristics {or in young adolescents, the anticipated secondary sex characteristics)

2. Astrong desire to be rid of one's primary and/or secondary sex characteristics because of a marked incongruence

with one's experienced/expressed gender {or in young adolescents, a desire to prevent the development of the

anticipated secondary sex characteristics)

A strong desire for the primary and/or secondary sex characteristics of the other gender

A strong desire to be of the other gender {or some alternative gender different from one’s assigned gender)

A strong desire to be treated as the other gender {or scme alternative gender different from one's assigned gender})

A strong conviction that one has the typical feelings and reactions of the other gender {or some alternative gender

different from one’s assigned gender).

The condition is associated with clinically significant distress or impairment in social, occupational or other important areas

of functioning.

e

Gender Dysphoria in Children: A disorder characterized by the following diagnostic criteria [Diagnostic and Statistical Manual
of Mental Disorders, 5" adition, Text Revision (DSM-5-TR™]:
A. A marked incongruence between one’s experienced/expressed gender and assigned gender, of at least 6 months’

duration, as manifested by at least six of the following {one of which must be criterion A1):

1. Astrong desire to be of the other gender or an insistence that one is the other gender (or some alternative gender
different from one’s assigned gender).

2. In boys (assigned gender), a strong preference for cross-dressing or simulating female attire; or in girls (assigned
gender), a strong preference for wearing only typical masculine clothing and a strong resistance to the wearing of
typical feminine clothing.
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Description of Services

Gender Dysphoria is a condition in which there is a marked incongruence between an individual’'s experienced/expressed/
alternative gender and assigned gender {DSM-5-TR). Treatment options include behavioral therapy, psychotherapy, hormone
therapy, and surgery for gender transformation. Surgical treatments for gender dysphoria may include the following:
clitoroplasty, hysterectomy. labiaplasty, mastectomy. orchiectomy. penectomy, phalloplasty or metoidioplasty {alternative to
phalloplasty), placement of testicular and/or penile prostheses, salpingo-cophorectomy, scrotoplasty, urethroplasty,
urethroplasty, vaginectomy, vaginoplasty and vulvectomy.

Other terms used to describe surgery for gender dysphoria include gender affirming surgery, sex transformation surgery, sex
change, sex reversal, gender change, transsexual surgery, transgender surgery, and sex reassignment.

Benefit Considerations

Coverage Information

Benefit coverage for health services is determined by the federal, state or contractual requirements that may require coverage
for a specific service.

Unless otherwise specified. if a plan covers treatment for Gender Dysphoria. coverage includes psychotherapy, hormone
therapy, puberty suppressing medications and laboratory testing to monitor the safety of hormone therapy. This benefit also
includes certain surgical treatments listed in the Coverage Rationale section. Refer to the Medical Benefit Drug Policy titled
Gonadotropin Releasing Hormone Analogs.

Limitations and Exclusions

Certain treatments and services are not covered. Examples include, but are not limited to:

s Treatment received outside of the United States

*  Reproduction services, including, but not limited to, sperm preservation in advance of hormone treatment or Gender
Dysphoria surgery, cryopreservation of fertilized embryos, cocyte preservation, surrogate parenting, donor eggs, donor
sperm and host uterus {refer tc the federal, state or contractual requirements for benefit coverage)

s Transportation, meals, lodging or similar expenses

s Cosmetic procedures {refer to the Medical Paolicy titled Cosmetic and Reconstructive Procedures and the Coverage
Rationale section). Refer to the section below for additional information on New York plans

e Heversal of genital surgery or reversal of surgery {0 revise secondary sex characteristics

Coverage does not apply to membaers who do not meet the indications listed in the Coverage Rationale section above.

For New York Plans Only

Certain ancillary procedures may be considered cosmetic and not medically necessary when performed as part of surgical
treatment for Gender Dysphoria. Clinical review for medical necessity of ancillary procedures is conducted on a case-by-case
basis.

Clinical Evidence

Almazan et al. {2021) conducted a secondary analysis of the 2015 United States Transgender Survey {USTS) that included
27.715 transgender and gender diverse {TGD} people to evaluate whether gender-affirming surgeries were associated with
better mental health cutcomes including psychological distress, substance use and suicide risk when compared to TGD people
who do not undergo gender-affirming surgeries. The survey was conducted across all 50 states, Washington, DC, U.S.
territories and U.S. military bases abroad. The exposure group included respondents who indicated they had undergone 1 or
more gender-affirming surgeries at least 2 years prior to submitting survey responses. This group was compared to
respondents who indicated a desire to undergo 1 or more types of gender-affirming surgeries but denied having had any
gender-affirming surgeries. Of the 27,715 respondents, 3,558 (12.8%) indicated they had undergone 1 or more gender-affirming
surgeries at least 2 years prior to the survey while 59.2% {n = 16,401) indicated a desire to undergo a gender-affirming surgery
but had not done so as of the time they responded to the survey. Demographics of the respondents to the survey showed that
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B81.1% (n = 16,182 were between the ages of 18 and 44 years, 82.1% (n = 16,386) identified as white, 38.8% {n = 7,751}
identified as transgender women, 32.5% {n = 6,489} identified as transgender men and 26,6% (n = 5,300) identified as
nonkinary. After adjusting for sociodemographic factors, the authors concluded that the analysis showed TGD people with a
history of gender-affirming surgery had significantly lower odds of past-month psychological distress, past-year tobacco
smoking, and past-year suicidal ideation compared with TGD people who did not have any gender-affirming surgery. Limitations
noted by the authors included the nonprobability sampling of the database, the self-reporting structure of the measures, and
the risk of confounding. The authors concluded that the study showed a positive association between gender-affirming surgery
and improved mental health outcomes for TGD pecple who seek gender affirming surgical interventions.

Scandurra et al. (2019) performed a systematic review assessing the health of nonbinary and genderqueer (NBGQ) individuals
compared to binary transgender {BT) and cisgender individuals. Eleven studies were included in the review. Results related to
the difference in health between NBGQ and BT were mixed, with some finding a better health status while others a worse one.
Results related to the differences in health between NBGQ and cisgender individuals highlighted higher health needs in NBGQ
individuals compared with cisgender counterparts. The authors noted the need for research expansicn in terms of both
methodology and research contents.

Wernick et al. (2019) conducted a systematic review of the psychological benefits of gender-affirming surgery. Thirty-three
studies were included in the analysis. Overall, most of the studies comparing pre- and post-operative data on quality of life,
body image/satisfaction, and overall psychological functioning among individuals with gender dysphoria suggested that
gender-affirming surgery leads to multiple, significant psychological benefits. Qf the studies comparing psychological well-
being between individuals who did or did not undergo surgery, most demenstrated a trend of belter mental health among
individuals who underwent surgery compared with those who did not. The authors encouraged future research to focus on
standardizing the assessment of psychological functioning pre- and post-gender-affirming surgery to gather longitudinal data
that will allow for more definitive conclusions to be made about factors that contribute to the psychological benefits of surgery.

Cohen et al. (2018) conducted a systematic review of surgical options and associated cutcomes for transmasculine top
surgery. Twenty-two studies were included (n = 2,447}. The authors reported that future research is needed to improve patient
selection, surgical decision making, and patient-reported outcomes for different chest contouring techniques.

Mahfouda et al. (2019} conducted a systematic review of the available published evidence on gender-affirming hormone and
surgical interventions in transgender children and adolescents, amalgamating findings on mental health outcomes, cognitive
and physical effects, side-effects, and safety variables. The small amount of available data suggest that when clearly indicated
in accordance with international guidelines, gender-affirming hormone therapy and chest wall masculinization in transgender
males are associated with improvements in mental health and quality of life. Evidence regarding surgical vaginoplasty in
transgender females younger than age 18 years remains extremely scarce and conclusions cannot yet be drawn regarding its
risks and benefits in this age group. Further research on an international scale is urgently warranted to clarify long-term
outcomes on psychological functioning and safety.

A Hayes report on sex reassignment surgery (2018; updated 2021) for the treatment of gender dysphoria made the following

conclusions:

s Studies suggest that following sex reassignment surgery, patients reported decreased gender dysphoria and improved
body image satisfaction. However, results were mixed regarding effects of sex reassignment surgery on quality of life and
psychological symptoms.

s  Few studies compare ocutcomes in patients who received sex reassignment surgery with stand-alone hormone therapy. The
results of these studies suggest that sex reassignment surgery may improve gender dysphoria, quality of life, body image
and psychological symptoms to a greater extent than hormone therapy alone. However, the results were conflicting.

s  Few studies compared outcomes in patients who received different components of sex reassignment surgery. For most
outcome measures, there was only a single study available. This evidence is therefore insufficient to support definitive
congclusions regarding the comparative effectiveness of different components of sex reassignment surgery for treating
gender dysphoria.

« Not all studies reported all outcomes; the following findings therefore do not inform overall incidence of complications.
Following sex reassignment surgery, there were very low rates of regret of surgery (0% to 8% per study) and suicide (2% to
3% per study). Complications following sex reassignment surgery were common, and SOme were Serious.
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Dreher et al. {2018) conducted a systematic review and meta-analysis to evaluate the epidemiclogy, presentation, management,
and outcomes of neovaginal complications in the MtF transgender reassignment surgery patients. Selected studies reported on
1,684 patients with an overall complication rate of 32.5% and a reoperation rate of 21.7% for non-esthetic reasons. The most
commeon complication was stenosis of the neo-meatus {14.4%). Wound infection was associated with an increased risk of all
tissue-healing complications. Use of sacrospinous ligament fixation (S5L) was associated with a significantly decreased risk of
prolapse of the neovagina. The authors concluded that gender-affirmation surgery is important in the treatment of gender
dysphoric patients, but there is a high complication rate in the reported literature. Variability in technique and complication
reporting standards makes it difficult to assess the accurately the current state of MtF gender reassignment surgery. Further
research and implementation of standards is necessary to improve patient outcomes.

Manrigue et al (2018) conducted a systematic review of retrospective studies on the cutcomes of MtF vaginoplasty to minimize
surgical complications and improve patient cutcomes for transgender patients. Forty-six studies met the authors eligibility
criteria. A total of 3.716 cases were analyzed. The results showed the overall incidence of complications as follows: 2% fistula,
14% stenosis and strictures, 1% tissue necrosis, and 4% prolapse. Patient-reported outcomes included a satisfaction rate of
93% with overall results, B7% with functicnal cutcomes, and 90% with esthetic outcomes. Ability to have orgasm was reported
in 70% of patients. The regret rate was 1%. The authors concluded that multiple surgical techniques have demonstrated safe
and reliable means of MtF vaginoplasty with low overall complication rates and with a significant improvement in the patient's
quality of life. Studies using different techniques in a similar population and standardized patient-reported ocutcomes are
required to further analyze cutcomes among the different procedures and to establish best-practice guidelines.

Van Damme et al. {2017) conducted a systematic review of the effectiveness of pitch-raising surgery pertormed in MiF
transsexuals. Twenty studies were included: eight using cricothyroid approximation, six using anterior glottal web formation and
six using other surgery types or a combination of surgical techniques. A substantial rise in postoperative frequency was
identified. The majority of patients seemed satisfied with the outcome. However, none of the studies used a control group and
randomization process. Further investigation regarding long-term results using a stronger study design is necessary.

Gaither et al. {(2017) retrospectively reviewed the records of 330 MtF patients from 2011 to 2015, to assess surgical
complications related to primary penile inversion vaginoplasty. Complications included granulation tissue, vaginal pain, wound
separation, labial asymmetry, vaginal stenosis, fistula formation, urinary symptoms including spraying stream cr dribbling,
infection, vaginal fissure or vaginal bleeding. Median age at surgery was 35 years, and median follow-up in all patients was 3
months. The results showed that 85 of the patients presented with a postoperative complication with the median time to a
complication being 4.4 months. Rectoneovaginal fistulas developed in 3 patients, and 30 patients required a second operation.
Age, body mass index and hormone replacement therapy were not associated with complications. The authors concluded that
penile inversion vaginoplasty is a relatively safe procedure. Most complications due to this surgery develop within the first 4
months postoperatively. Age. body mass index and hormone replacement therapy are not associated with complications and,
thus, they should not dictate the timing of surgery.

An ECRI special report systematically reviewed the clinical literature to assess the efficacy of treatments for gender dysphoria.
The authors identified limited evidence from mostly low-quality retrospective studies. Evidence on gender reassignment surgery
was mostly limited to evaluations of MtF individuals undergoing vaginoplasty, facial feminization surgery and breast
augmentation. Outcomes included mortality, patient satisfaction, physical well-being, psychological-related outcomes, quality of
life, sexual-related cutcomes, suicide and adverse events. Concluding remarks included the need for standardized protocols
and prospective studies using standardized measures for correct interpretation and comparability of data (ECRI, 2016).

Morrison et al. {2016) conducted a systematic review of the facial ferminization surgery literature. Fifteen studies were included,
all of which were either retrospective or case series/reponts. The studies covered a variety of facial feminization procedures. A
total of 1,121 patients underwent facial feminization surgery, with seven complications reported, although many studies did not
explicitly comment on complications. Satisfaction was high, although most studies did not use validated or quantified
approaches to address satisfaction. The authors noted that further studies are needed to better compare different techniques
to more robustly establish best practices. Prospective studies and patient-reported cutcomes are needed to establish quality of
life outcomes for patients.

Frey et al. {2016} conducted a systematic review of metoidioplasty and radial forearm flap phalloplasty {RFFP) in FtM
transgender genital reconstruction. Eighteen studies were included: 7 for metoidicplasty and 11 for RFFP. The quality of
evidence was low to very low for all included studies. In studies examining metoidioplasty, the average study size and length of
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follow-up were 54 patients and 4.6 years, respectively [1 study did not report {NR}]. Eighty-eight percent underwent a single-
stage reconstruction, 87% reported an aesthetic neophallus (3 NR) and 100% reported erogenous sensation {2 NR). Fifty-one
percent of patients reported successful intercourse {3 NR) and 89% of patients achieved standing micturition {3 NR). In studies
examining RFFP, the average study size and follow-up were 60.4 patients and 6.23 years, respectively (6 NR}). No patients
underwent single-stage reconstructions (8 NR). Seventy percent of patients reparted a satisfactorily aesthetic neophallus {4 NR}
and 69% reported erogenous sensation {6 NRJ. Forty-three percent reported successful penetration of partner during
intercourse {6 NR) and 839% achieved standing micturition {8 NR). Compared with RFFP, metoidioplasty was significantly more
likely to be completed in a single stage, have an aesthetic result, maintain erogenous sensation. achieve standing micturition
and have a lower overall complication rate. The authors reported that, althocugh the current literature suggests that
metoidioplasty is more likely to yield an “ideal” neophallus compared with RFFP. any conclusion is severely limited by the low
qguality of available evidence.

Using a retrospective chart review, Buncamper et al. {2016) assessed surgical outcome after penile inversion vaginoplasty.
Outcome measures were intracperative and postoperative complications, recperations, secondary surgical procedures and
possible risk factors. Of 475 patients who underwent the procedure, 405 did not have additional full-thickness skin grafts while
70 did have grafts. Median follow-up was 7.8 years. The most frequently observed intracperative complication was rectal injury
(2.3 percent). Short-term postoperative bleeding that required transfusion (4.8 percent), reoperation (1.5 percent) or both (0.4
percent) occurred in some cases. Major complications were three (0.6 percent) rectoneovaginal fistulas, which were
successfully treated. Revision vaginoplasty was performed in 14 patients (2.9 percent). Comorbid diabetes was associated with
a higher risk of local infection, and use of psychotropic medication predisposed to postoperative urinary retention. Successful
vaginal construction without the need for secondary functional recperations was achieved in the majority of patients.

Bouman et al. {2016) prospectively assessed surgical outcomes of primary total laparoscopic sigmoid vaginoplasty in 42
transgender women with penoscrotal hypoplasia. Mean follow-up time was 3.2 +2.1 years. The mean cperative duration was
210 =44 minutes. There were no conversions to laparotomy. One rectal perforation was recognized during surgery and
immediately oversewn without long-term consequences. The mean length of hospitalization was 5.7 1.1 days. One patient died
as a result of an extended-spectrum beta-lactamase-positive necrotizing fasciitis leading to septic shock, with multiorgan failure.
Direct postoperative complications that needed laparoscopic reoperation occurred in three cases (7.1 percent). In seven cases
{17.1 percent), long-term complications needed a secondary carrection. After 1 year, all patients had a functional neocvagina
with a mean depth of 16.3 1.5 cm.

Despite the significant increase in genital gender affirming surgery {GAS) within the past 50 years, there is limited data
regarding hair removal practices in preparation for genital GAS. Genital GAS involves reconstruction of the genitals to match a
patient's identified sex. The use of hair-bearing flaps in this procedure may result in postoperative intra-vaginal and intra-urethral
hair growth and associated complications, including lower satisfaction with genital GAS. In 2018, Zhang et al. conducted a
literature review, recommendations from experience, and a practical laser hair removal {LHR) approach to hair removal prior to
genital GAS.

Horbach et al. {2015) conducted a systematic review of vaginoplasty techniques in MtF individuals with gender dysphoria.
Twenty-six studies were included {mostly retrospective case series of low to intermediate quality). Qutcome of the penile skin
inversion technique was reported in 1,461 patients and bowel vaginoplasty in 102 patients. Necovaginal stenosis was the most
frequent complication in both techniques. Sexual function and patient satisfaction were overall acceptable, but many different
outcome measures were used. Quality of life was only reported in one study. Comparison between techniques was difficult due
1o the lack of standardization. The authors concluded that the penile skin inversion technique is the most researched surgical
procedure. Qutcome of bowel vaginoplasty has been reported less frequently but does not seem 1o be inferior. The available
literature is heterogenecus in patient groups, surgical procedure, cutcome measurement tools and follow-up. There is a need
for prospective studies with standardized surgical procedures, larger patient groups and longer follow-up pericds. Uniformity in
outcome measurement tools such as validated questionnaires and scores for sexual function and quality of life is mandatory for
correct interpretation and comparability of data.

Bouman et al. {2014) conducted a systematic review of surgical techniques and clinical outcomes of intestinal vaginoplasty.
Twenty-one studies were included {n = 894). All studies had a retrospective design and were of low guality. Prevalence and
severity of procedure-related complications were low. The main postoperative complication was introital stenosis. necessitating
surgical correction in 4.1% of sigmoid-derived and 1.2% of ileurn-derived vaginoplasties. Neither diversion colitis nor cancer was
reported. Sexual satisfaction rate was high. but standardized questionnaires were rarely used. Quality of life was not reported.
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The authors concluded that prospective studies, using standardized measures and questionnaires, are warranted to assess
functional ocutcomes and quality of life.

Djordjevic et al. {2013} evaluated 207 patients who underwent single-stage metoidioplasty, comparing two different surgical
technigues of urethral lengthening. The procedure included lengthening and straightening of the clitoris, urethral
reconstruction and scrotoplasty with implantation of testicular prostheses. Buccal mucosa graft was used in all cases for dorsal
urethral plate formation and joined with one of the two different flaps: longitudinal dorsal clitoral skin flap {n = 49} (group 1} and
labia mincra flap {(n = 158} (group 2). The median follow-up was 39 months. The total length of reconstructed urethra ranged
from9.1t0 12.3cmingroup 1 and from 8.4 to 14.2 cm in group 2. Voiding while standing was significantly better in group 2
{93%) than in group 1 {87.82%). Urethral fistula occurred in 16 patients in both groups. Overall satisfaction was noted in 193
patients. The authors concluded that combined buccal mucosa graft and labia minora flap was the method of choice for
urethroplasty in metoidioplasty, minimizing postoperative complications.

In a non-randomized study, Dhejne et al. {2011) evaluated mortality, morbidity and criminal rates after gender reassignment
surgery in 324 individuals (MtF n = 191; FtM n = 133). Random population controls {10:1) were matched by birth year and birth
sex or reassigned final sex. The authors reported substantially higher rates of overall mortality, death from cardiovascular
disease and suicide, suicide atempts and psychiatric hospitalizations in sex-reassigned individuals {(both MtF/FtM) compared
1o a healthy control population. FtMs had a higher risk for criminal convictions.

Murad et al. {2010) conducted a systematic review to evaluate the effects of hormone therapy on patients undergoing gender
reassignment surgery. The authors identified 28 eligible studies, all of which were observational and most lackad controls.
These studies enrolled 1,833 participants with gender dysphoria {1,093 MitF; 801 RtM). After gender reassignment surgery,
individuals reported improvement in gender dysphoria (80%), psychological symptoms {78%), sexual function {72%) and guality
of life (80%). The authors concluded that very low guality evidence suggests that gender reassignment, that includes hormonal
interventions, is likely to improve gender dysphoria, psychological functioning and comorbidities, sexual function and overall
quality of life.

Sutcliffe et al. (2009) systematically reviewed five individual procedures for MtF gender reassignment surgery: clitoroplasty,
labiaplasty, orchiectomy, penectomy and vaginoplasty. Further evaluations were made of eight surgical procedures for FtM
gender reassignment surgery: hysterectomy, mastectomy, metoidioplasty, phalloplasty, salpingo-cophorectomy,
scrotoplasty/placement of testicular prostheses, urethroplasty and vaginectomy. Eighty-two published studies (38 MtF; 44 Fti)
were included in the review. For MtF procedures, the authors found no evidence that met the inclusion criteria concerning
labiaplasty, penectomy or orchiectomy. A large amount of evidence was available concerning vaginoplasty and clitoroplasty
procedures. The authors reported that the evidence concerning gender reassignment surgery in both MtF and FtM individuals
with gender dysphoria has several limitations including lack of controlled studies, lack of prospective data, high loss to follow-
up and lack of validated assessment measures. Some satisfactory outcomes were reported, but the magnitude of benefit and
harm for individual surgical procedures cannot be estimated accurately using the current available evidence.

World Professional Association for Transgender Health (WPATH})

WPATH, formerly known as the Harry Benjamin International Gender Dysphoria Association, is an advocacy group devoted to
transgender health. WPATH guidelines {2012} present eligibility and readiness criteria for transition-related treatment, as well as
competencies of health care providers. WPATH is currently reviewing their Standards of Care with an anticipated release date
for their update of 2022.

WPATH describes the transition from one gender to another in the following three stages:

s Living in the gender role consistent with gender identity

s The use of hormone therapy after living in the new gender role for a least three months

s  Gender-affirmation surgery after living in the new gender role and using hormonal therapy for at least 12 months

Clinical Practice Guidelines

American Academy of Pediatrics (AAP)

In a 2018 policy statement entitled Ensuring Comprehensive Care and Support for Transgender and Gender-Diverse Children
and Adclescents, the AAP states the following regarding surgery: Surgical approaches may be used to feminize or masculinize
features, such as hair distribution, chest, or genitalia, and may include removal of internal organs, such as ovaries or the uterus
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(affecting fertility). These changes are irreversible. Although current protocols typically reserve surgical interventions for adulis,
they are occasionally pursued during adolescence on a case-by case basis, considering the necessity and benefit to the
adolescent’s overall health and often including multidisciplinary input from medical, mental health, and surgical providers as
well as from the adolescent and family {Rafferty et al, 2018).

American College of Obstetrics and Gynecology (ACOG)

An ACOG committes opinion (2021} provides guidance on health care for transgender and gender diverse individuals. The
document does not make specific recommendations regarding surgery but does provide an overview of surgical procedures
and education for clinicians who care for transgender patients before and after surgery.

Endocrine Society

Endocring Society practice guidelines {Hembree et al., 2017) addressing endocrine treatment of gender-dysphoric/

gender-incongruent persons makes the following recommendations regarding surgery for sex reassignment and

gender confirmation:

s Suggest that clinicians delay gender-affirming genital surgery involving gonadectomy and/or hysterectomy until the patient
is at least 18 years old or legal age of majority in his or her country (Recommendation based on low gquality evidence).

s A patient pursue genital gender-affirming surgery only after the mental health practitioner {MHP} and the clinician
responsible for endocrine transition therapy both agree that surgery is medically necessary and would benefit the patient's
overall health and/or well-being {Strong recommendation based on low quality evidence).

s Surgery is recommended only after completion of at least one year of consistent and compliant hormone treatment unless
hormene therapy is not desired or medically contraindicated {Ungraded Good Practice Statement).

s The physician responsible for endocring treatment medically clears individual for surgery and collaborates with the surgeon
regarding hormone use during and after surgery {Ungraded Good Practice Statement).

s Recommend that clinicians refer hormone treated transgender individuals for genital surgery when (Strong
recommendation based on very low quality evidence):
= The individual has had a satisfactory social role change
< Theindividual is satisfied about the hormonal effects
< Theindividual desires definitive surgical changes

s Suggest that clinicians determine the timing of breast surgery for transgender males based upon the physical and mental
health status of the individual. There is insufficient evidence to recommend a specific age requirement {Recommendation
based on very low quality evidence)

University of California, San Francisco (UCSF} Center of Excellence for Transgender Health

The UCSF Center of Excellence evidence-based guidelines for the primary and gender-affirming care of transgender and
gender nonbinary people address various surgical procedures, including risks, complications, approaches and perioperative
and postoperative care (Deutsch, 2016).

U.S. Food and Drug Administration (FDA)

This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage.

Gender transformation surgeries are procedures, and therefore, not subject to FDA regulation. However, medical devices,
drugs, biclogics or tests used as a part of these procedures may be subject to FDA regulation. Refer to the following website to
search by product name. Available at: hitp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm.

{Accessed July 12, 2022)
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health benefits. The UnitedHealthcare Medical Policies are intended to be used in connection with the independent

professional medical judgment of a qualified health care provider and do not constitute the practice of medicine or medical
advice.
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Favorable psychosocial-behavioral evaluation to provide screening and identification of risk factors or potential

postoperative challenges

o Complete at least 12 months of successful continuous fulltime real-life experience in the desired gender

Complete 12 months of continuous cross-sex hormone therapy appropriate for the desired gender (unless medically

contraindicated)

¢ Treatment plan that includes ongoing follow-up and care by a Qualified Behavioral Health Provider experienced in treating
Gender Dysphoria®

1

When the above criteria are met, the following surgical procedures to treat Gender Dysphoria are medically necessary
and covered as a proven benefit:

¢ Bilateral mastectomy or breast reduction”

Clitoroplasty (creation of clitoris)

Hysterectomy {removal of uterus)

Labiaplasty {creation of labia)

Laser or electrolysis hair removal in advance of genital reconstruction prescribed by a physician for the treatment of
Gender Dysphoria

Metoidioplasty {creation of penis, using clitoris)

Orchiectomy (removal of testicles)

Penectomy {removal of penis)

Penile prosthesis

Phalloplasty {creation of penis)

Salpingo-ocophorectomy {removal of fallopian tubes and ovaries)
Scrotoplasty (creation of scrotumj

Testicular prostheses

Urethroplasty {reconstruction of female urethra)

Urethroplasty (reconstruction of male urethra)

Vaginectomy (removal of vagina)

Vaginoplasty (creation of vagina)

Vulvectomy (removal of vulva)

* & o @

“When bilateral mastectomy or breast reduction is performed as a stand-alone procedure, without genital reconstruction
procedures, completion of hormone therapy prior to the breast procedure is not required.

Certain ancillary procedures, including but not limited to the following, are considered cosmetic and not medically
necessary, when performed as part of surgical treatment for Gender Dysphoria:

Refer to the Benefit Considerations section as member specific benefit plan language may vary.

Note: For fully insured group policies in New York, refer to the Benefit Considerations section for more information.

¢ Abdominoplasty (also refer to the Coverage Determination Guideline titled Panniculectomy and Body Contouring
Procedures)

¢ Blepharoplasty (also refer to the Coverage Determination Guideline titled Blepharoplasty, Blepharoptosis and Brow Ptosis
Repair}

¢ Body contouring (e.g., fat transfer, lipoplasty, panniculectomy) (also refer to the Coverage Determination Guideline titled
Panniculectomy and Body Contouring Procedures)

¢ Breast enlargement, including augmentation mammaplasty and breast implants

e Browlift

¢ Calfimplants

¢ Cheek, chin and nose implants

* Injection of fillers or neurctoxins {also refer to the Medical Benefit Drug Policy titled Botulinum Toxins A and B)

¢ Face/forehead lift and/or neck tightening

¢ Facial bone remodeling for facial feminization

¢ Laser or electrolysis hair removal not related to genital reconstruction

¢ Hairtransplantation
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Gender Dysphoria in Adolescents and Adults: A disorder characterized by the following diagnostic criteria {Diagnostic and

Statistical Manual of Mental Disorders, 5" edition [DSM-5]):

A. A marked incongruence between one’s experienced/expressed gender and assigned gender, of at least 6 months’
duration, as manifested by at least two of the following:

1. A marked incongruence between one's experienced/expressed gender and primary and/or secondary sex

characteristics [{or in young adolescents, the anticipated secondary sex characteristics)].

2. A strong desire to be rid of one's primary and/or secondary sex characteristics because of a marked incongruence
with one's experienced/expressed gender [or in young adolescents, a desire to prevent the development of the
anticipated secondary sex characteristics)].

A strong desire for the primary and/or secondary sex characteristics of the other gender.

A strong desire to be of the other gender (or some alternative gender different from one’s assigned gender).

A strong desire to be treated as the other gender {or some alternative gender different from one’s assigned gender).

A strong conviction that one has the typical feelings and reactions of the other gender {or some alternative gender

different from one's assigned gender).

B. The condition is associated with clinically significant distress or impairment in social, occupational or other important areas
of functioning.

S

Gender Dysphoria in Children: A disorder characterized by the following diagnostic criteria {Diagnostic and Statistical Manual

of Mental Disorders, 5" edition [DSM-5]}:

A. A marked incongruence between one’s experienced/expressed gender and assigned gender, of at least & months’
duration, as manifested by at least six of the following (one of which must be criterion A1):

1. A strong desire to be of the other gender or an insistence that one is the other gender {cr some alternative gender

different from one’s assigned gender).

2. In boys (assigned gender), a strong preference for cross-dressing or simulating female attire; or in girls {assigned
gender), a strong preference for wearing only typical masculine clothing and a strong resistance to the wearing of
typical feminine clothing.

Astrong preference for cross-gender roles in make-believe play or fantasy play.

Astrong preference for the toys, games or activities stereotypically used or engaged in by the other gender.

A strong preference for playmates of the other gender.

In boys (assigned gender), a strong rejection of typically masculine toys, games and activities and a strong avoidance
of rough-and-tumble play; or in girls {assigned gender), a strong rejection of typically feminine toys, games and
activities.

7. Astrong dislike of ones’ sexual anatomy.

8. A strong desire for the primary and/or secondary sex characteristics that match one's experienced gender.

B. The condition is associated with clinically significant distress or impairment in social, school or other important areas of
functioning.

I

Qualified Behavioral Health Provider:
* Recommended minimum credentials for behavioral health providers working with adults presenting with gender dysphoria

{World Professional Association for Transgender Health [WPATH] Guidelines, version 7. 2012}:

o A minimum of a master’s degree or its equivalent in a clinical behavioral science field. This degree should be granted
by an institution accredited by the appropriate national or regional accrediting board. The behavioral health provider
should have documented credentials from a relevant licensing board;

- Competence in using the current version of the Diagnostic Statistical Manual of Mental Disorders (DSM) and/or the

International Classification of Diseases (ICD) for assessment and diagnostic purposes;

Ability to recognize and diagnose coexisting mental health concerns and to distinguish these from gender dysphoria,

Documented supervised training and competence in psychotherapy or counseling;

Knowledgeable about gender nonconforming identities and expressions, and the evaluation and treatment of gender

dysphoria;

< Continuing education in the assessment and treatment of gender dysphoria;

= Develop and maintain cultural competence o facilitate their work with transsexual, transgender, and gender
nonconforming clients.

oo

o
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benefit also includes certain surgical treatments listed in the Coverage Rationale section. Refer to the Drug Policy titled
Gonadotropin Releasing Hormone Analogs.

Limitations and Exclusions

Certain treatments and services are not covered. Examples include, but are not limited to:

¢ Treatment received outside of the United States

¢ Reproduction services, including, but not limited to, sperm preservation in advance of hormone treatment or Gender
Dysphoria surgery, cryopreservation of fertilized embryos, cocyte preservation, surrogate parenting, donor eggs, donor
sperm and host uterus {(see the Reproduction exclusion in the member specific benefit plan document)
Transportation, meals, lodging or similar expenses
Cosmetic procedures (refer to the Coverage Determination Guideling titled Cosmetic and Reconstructive Procedures and
the Coverage Rationale section). See below for additional information on New York fully insured group policies.

¢ Reversal of genital surgery or reversal of surgery to revise secondary sex characteristics

Coverage does not apply to members who do not meet the indications listed in the Coverage Rationale section above.

For Fully Insured Group Policies in New York Only

Certain ancillary procedures may be considered cosmetic and not medically necessary when performed as part of surgical
treatment for Gender Dysphoria. Clinical review for medical necessity of ancillary procedures is conducted on a case-by-case
basis.

Clinical Evidence

Scandurra et al. {2019) performed a systematic review assessing the health of nonbinary and genderqueer (NBGQ) individuals
compared to binary transgender (BT} and cisgender individuals. Eleven studies were included in the review. Results related to
the difference in health between NBGQ and BT were mixed, with some finding a better health status while others a worse one.
Results related to the differences in health between NBGQ and cisgender individuals highlighted higher health needs in NBGQ
individuals compared with cisgender counterparts. The authors noted the need for research expansion in terms of both
methodology and research contents.

Wernick et al. (2018} conducted a systematic review of the psychological benefits of gender-affirming surgery. Thirty-three
studies were included in the analysis. Overall, most of the studies comparing pre- and post-operative data on quality of life,
body image/satisfaction, and overall psychological functioning amaong individuals with gender dysphoria suggested

that gender-affirming surgery leads to multiple, significant psychological benefits. Of the studies comparing psychological well-
being between individuals who did or did not undergo surgery, most demonstrated a trend of better mental health among
individuals who underwent surgery compared with those who did not. The authors encouraged future research to focus on
standardizing the assessment of psychological functioning pre- and post-gender-affirming surgery to gather

longitudinal data that will allow for more definitive conclusions to be made about factors that contribute to the psychological
benefits of surgery.

Cohen et al. {2019} conducted a systematic review of surgical options and associated outcomes for transmasculine top
surgery. Twenty-two studies were included {n=2447). The authors reported that future research is needed to improve patient
selection, surgical decision making, and patient-reported outcomes for different chest contouring technigues.

Mahfouda et al. (2019} conducted a systematic review of the available published evidence on gender-affirming cross-sex
hormone (CSH) and surgical interventions in transgender children and adolescents, amalgamating findings on mental health
outcomes, cognitive and physical effects, side-effects, and safety variables. The small amount of available data suggest that
when clearly indicated in accordance with international guidelines, gender-affirming CSHs and chest wall masculinization in
transgender males are associated with improvements in mental health and quality of life. Evidence regarding surgical
vaginoplasty in transgender females younger than age 18 years remains extremely scarce and conclusions cannot yet be drawn
regarding its risks and benefits in this age group. Further research on an international scale is urgently warranted to clarify long-
term outcomes on psychological functioning and safety.
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A Hayes report on sex reassignment surgery (2018; updated 2021) for the treatment of gender dysphoria made the following

conclusions:

« Studies suggest that following sex reassignment surgery, patients reported decreased gender dysphoria and improved
body image satisfaction. However, results were mixed regarding effects of sex reassignment surgery on quality of life and
psychological symptoms.

« Few studies compare outcomes in patients who received sex reassignment surgery with stand-alone hormone therapy. The
results of these studies suggest that sex reassignment surgery may improve gender dysphoria, quality of life, body image
and psychological symptoms to a greater extent than hormone therapy alone. However, the results were conflicting.

* Few studies compared ocutcomes in patients who received different components of sex reassignment surgery. For most
outcome measures, there was only a single study available. This evidence is therefore insufficient to support definitive
conclusions regarding the comparative effectiveness of different components of sex reassignment surgery for treating
gender dysphoria.

« Not all studies reported all outcomes; the following findings therefore do not inform overall incidence of complications.
Following sex reassignment surgery, there were very low rates of regret of surgery (0% to 6% per study) and suicide {2% to
3% per study). Complications following sex reassignment surgery were common, and S0me were Serious.

Dreher et al. (2018} conducted a systematic review and meta-analysis to evaluate the epidemiclogy, presentation, management,
and outcomes of neovaginal complications in the MtF transgender reassignment surgery patients. Selected studies reported on
1,684 patients with an overall complication rate of 32.5% and a reoperation rate of 21.7% for non-esthetic reasons. The most
common complication was stenosis of the neo-meatus (14.4%). Wound infection was associated with an increased risk of all
tissue-healing complications. Use of sacrospinous ligament fixation (SSL) was associated with a significantly decreased risk of
prolapse of the neovagina. The authors concluded that gender-affirmation surgery is important in the treatment of gender
dysphoric patients, but there is a high complication rate in the reported literature. Variability in technigue and complication
reporting standards makes it difficult to assess the accurately the current state of MtF gender reassignment surgery. Further
research and implementation of standards is necessary to improve patient outcomes.

Manrigue et al {2018) conducted a systematic review of retrospective studies on the cutcomes of MtF vaginoplasty to minimize
surgical complications and improve patient outcomes for transgender patients. Forty-six studies met the authors eligibility
criteria. A total of 3716 cases were analyzed. The results showed the overall incidence of complications as follows: 2% fistula,
14% stenosis and strictures, 1% tissue necrosis, and 4% prolapse. Patient-reported outcomes included a satisfaction rate of
939% with overall results, 87% with functional cutcomes, and 90% with esthetic outcomes. Ability to have orgasm was reported
in 70% of patients. The regret rate was 1%. The authors concluded that multiple surgical techniques have demonstrated safe
and reliable means of MtF vaginoplasty with low overall complication rates and with a significant improvement in the patient's
quality of life. Studies using different techniques in a similar population and standardized patient-reported outcomes are
required to further analyze outcomes among the different procedures and to establish best-practice guidelines.

Van Damme et al. {(2017) conducted a systematic review of the effectiveness of pitch-raising surgery performed in MtF
transsexuals. Twenty studies were included: eight using cricothyroid approximation, six using anterior glottal web formation and
six using other surgery types or a combination of surgical technigues. A substantial rise in postoperative frequency was
identified. The majority of patients seemed satisfied with the outcome. However, none of the studies used a control group and
randomization process. Further investigation regarding long-term results using a stronger study design is necessary.

Gaither et al. {2017) retrospectively reviewed the records of 330 MtF patients from 2011 to 2015, to assess surgical
complications related to primary penile inversion vaginoplasty. Complications included granulation tissue, vaginal pain, wound
separation, labial asymmetry, vaginal stenosis, fistula formation, urinary symptoms including spraying stream or dribbling,
infection, vaginal fissure or vaginal bleeding. Median age at surgery was 35 years, and median follow-up in all patients was 3
months. The results showed that 95 of the patients presented with a postoperative complication with the mediantime to a
complication being 4.4 months. Rectoneovaginal fistulas developed in 3 patients, and 30 patients required a second operation.
Age. body mass index and hormone replacement therapy were not associated with complications. The authors concluded that
penile inversion vaginoplasty is a relatively safe procedure. Most complications due to this surgery develop within the first 4
months postoperatively. Age, body mass index and hormone replacement therapy are not associated with complications and,
thus, they should not dictate the timing of surgery.
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An ECRI special report systematically reviewed the clinical literature to assess the efficacy of treatments for gender dysphoria.
The authors identified limited evidence from maostly low-guality retrospective studies. Evidence on gender reassignment surgery
was mostly limited to evaluations of MtF individuals undergoing vaginoplasty. facial feminization surgery and breast
augmentation. Qutcomes included mortality, patient satisfaction, physical well-being, psychological-related cutcomes, quality of
life, sexual-related outcomes, suicide and adverse events. Concluding remarks included the need for standardized protocols
and prospective studies using standardized measures for correct interpretation and comparability of data (ECRI, 20186).

Morrison et al. {2018} conducted a systematic review of the facial feminization surgery literature. Fifteen studies were included,
all of which were either retrospective or case series/reports. The studies covered a variety of facial feminization procedures. A
total of 1121 patients underwent facial feminization surgery, with seven complications reported, although many studies did not
explicitly comment on complications. Satisfaction was high. although most studies did not use validated or quantified
approaches to address satisfaction. The authors noted that further studies are needed to better compare different techniques
to more robustly establish best practices. Prospective studies and patient-reported outcomes are needed to establish quality of
life outcomes for patients.

Frey et al. (2018} conducted a systematic review of metoidioplasty and radial forearm flap phalloplasty {(RFFP) in FIM
transgender genital reconstruction. Eighteen studies were included: 7 for metoidioplasty and 11 for RFFP. The quality of
evidence was low to very low for all included studies. In studies examining metoidioplasty, the average study size and length of
follow-up were 54 patients and 4.6 years, respectively {1 study did not report [NR]). Eighty-eight percent underwent a single-
stage reconstruction, 87% reported an aesthetic neophallus (3 NR) and 100% reported erogenous sensation (2 NR). Fifty-one
percent of patients reported successful intercourse {3 NR) and B9% of patients achieved standing micturition (3 NR}. In studies
examining RFFP, the average study size and follow-up were 60.4 patients and 6.23 years, respectively (6 NR). No patients
underwent single-stage reconstructions (8 NR). Seventy percent of patients reported a satisfactorily aesthetic neophallus (4 NR}
and 69% reported erogenous sensation {6 NR}. Forty-three percent reported successful penetration of partner during
intercourse (6 NR) and 89% achieved standing micturition {6 NR). Compared with RFFP, metoidioplasty was significantly more
likely to be completed in a single stage, have an aesthetic result, maintain erogenous sensation, achieve standing micturition
and have a lower overall complication rate. The authors reported that, although the current literature suggests that
metoidioplasty is more likely to yield an "ideal" neophallus compared with RFFP, any conclusion is severely limited by the low
quality of available evidence.

Using a retrospective chart review, Buncamper et al. (2016) assessed surgical outcome after penile inversion vaginoplasty.
Qutcome measures were intraoperative and postoperative complications, reoperations, secondary surgical procedures and
nossible risk factors. Of 475 patients who underwent the procedure, 405 did not have additional full-thickness skin grafts while
70 did have grafts. Median follow-up was 7.8 years. The most frequently observed intraoperative complication was rectal injury
(2.3 percent). Short-term postoperative bleeding that required transfusion {4.8 percent), reoperation (1.5 percent) or both (0.4
percent) occurred in some cases. Major complications were three (0.6 percent) rectoneovaginal fistulas, which were
successfully treated. Revision vaginoplasty was performed in 14 patients (2.2 percent). Comorbid diabetes was associated with
a higher risk of local infection, and use of psychotropic medication predisposed to postoperative urinary retention. Successful
vaginal construction without the need for secondary functional recperations was achieved in the majority of patients.

Bouman et al. {2016) prospectively assessed surgical outcomes of primary total laparoscopic sigmoid vaginoplasty in 42
transgender women with penoscrotal hypoplasia. Mean follow-up time was 3.2 £ 2.1 years. The mean operative duration was
210 + 44 minutes. There were no conversions to laparctomy. One rectal perforation was recognized during surgery and
immediately oversewn without long-term conseqguences. The mean length of hospitalization was 5.7 + 1.1 days. One patient
died as a result of an extended-spectrum beta-lactamase-positive necrotizing fasciitis leading to septic shock, with multiorgan
failure. Direct postoperative complications that needed laparoscopic reoperation occurred in three cases (7.1 percent). In seven
cases {17.1 percent), long-term complications needed a secondary correction. After 1 year, all patients had a functional
neovagina with a mean depth of 16.3 + 1.5 cm.

Despite the significant increase in genital gender affirming surgery {(GAS) within the past 50 years, there is limited data
regarding hair removal practices in preparation for genital GAS. Genital GAS involves reconstruction of the genitals to match a
patient's identified sex. The use of hair-bearing flaps in this procedure may result in postoperative intra-vaginal and intra-urethral
hair growth and associated complications, including lower satisfaction with genital GAS. In 2016, Zhang et al. conducted a
literature review, recommendations from experience, and a practical laser hair removal (LHR) approach to hair removal prior to
genital GAS.
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Horbach et al. {20135) conducted a systematic review of vaginoplasty technigues in MtF individuals with gender dysphoria.
Twenty-six studies were included {mostly retrospective case series of low to intermediate quality). Qutcome of the penile skin
inversion technigue was reported in 1,461 patients and bowel vaginoplasty in 102 patients. Neovaginal stenosis was the most
frequent complication in both techniques. Sexual function and patient satisfaction were overall acceptable, but many different
outcome measures were used. Quality of life was only reported in one study. Comparison between techniques was difficult due
to the lack of standardization. The authors concluded that the penile skin inversion technique is the most researched surgical
procedure. Qutcome of bowel vaginoplasty has been reported less frequently but does not seem to be inferior. The available
literature is heterogeneous in patient groups, surgical procedure, cutcome measurement tools and follow-up. There is a need
for prospective studies with standardized surgical procedures, larger patient groups and longer follow-up periods. Uniformity in
outcome measurement tools such as validated questionnaires and scores for sexual function and gquality of life is mandatory for
correct interpretation and comparability of data.

Bouman et al. {2014) conducted a systematic review of surgical technigques and clinical ocutcomes of intestinal vaginoplasty.
Twenty-one studies were included {n=894). All studies had a retrospective design and were of low gquality. Prevalence and
severity of procedurerelated complications were low. The main postoperative complication was introital stenosis, necessitating
surgical correction in 4.1% of sigmoid-derived and 1.2% of ileum-derived vaginoplasties. Neither diversion ¢olitis nor cancer was
reported. Sexual satisfaction rate was high, but standardized questionnaires were rarely used. Quality of life was not reported.
The authors concluded that prospective studies, using standardized measures and questionnaires, are warranted to assess
functional outcomes and quality of life.

Djordjevic et al. (2013} evaluated 207 patients who underwent single-stage metoidioplasty, comparing two different surgical
techniques of urethral lengthening. The procedure included lengthening and straightening of the clitoris, urethral
reconstruction and scrotoplasty with implantation of testicular prostheses. Buccal mucosa graft was used in all cases for dorsal
urethral plate formation and joined with one of the two different flaps: longitudinal dorsal clitoral skin flap (n=49) (group 1) and
labia minora flap (n=158) (group 2). The median follow-up was 39 months. The total length of reconstructed urethra ranged
from9.110 12.3cmin group 1 and from 9.4 to 14.2 cm in group 2. Voiding while standing was significantly better in group 2
{93%) than in group 1 {87.82%). Urethral fistula occurred in 16 patients in both groups. Overall satisfaction was noted in 193
patients. The authors concluded that combined buccal mucosa graft and labia minora flap was the method of choice for
urethroplasty in metoidioplasty, minimizing postoperative complications.

In a non-randomized study, Dhejne et al. (2011) evaluated mortality, morbidity and criminal rates after gender reassignment
surgery in 324 individuals (MtF n=131; FIM n=133). Random population controls {10:1) were matched by birth year and hirth
sex or reassigned final sex. The authors reported substantially higher rates of overall mortality, death from cardiovascular
disease and suicide, suicide attempts and psychiatric hospitalizations in sex-reassigned individuals (both MtF/FtM) compared
10 a healthy control population. FIMs had a higher risk for criminal convictions.

Murad et al. {2010) conducted a systematic review to evaluate the effects of hormone therapy on patients undergoing gender
reassignment surgery. The authors identified 28 eligible studies, all of which were observational and most lacked controls.
These studies enrolled 1833 participants with gender dysphoria {1093 MtF; 801 FtM). After gender reassignment surgery,
individuals reported improvement in gender dysphoria (80%), psychological symptoms (78%), sexual function {72%) and guality
of life {80%). The authors concluded that very low quality evidence suggests that gender reassignment, that includes hormonal
interventions, is likely to improve gender dysphoria, psychological functioning and comorbidities, sexual function and overall
quality of life.

Sutcliffe et al. {2009) systematically reviewed five individual procedures for MtF gender reassignment surgery: clitoroplasty,
labiaplasty, orchiectomy, penectomy and vaginoplasty. Further evaluations were made of eight surgical procedures for FtM
gender reassignment surgery: hysterectomy, mastectomy, metoidioplasty, phalloplasty, salpingoc-cophorectomy,
scrotoplasty/placement of testicular prostheses, urethroplasty and vaginectomy. Eighty-two published studies (38 MtF; 44 FthM)
were included in the review. For MtF procedures, the authors found no evidence that met the inclusion criteria concerning
labiaplasty, penectomy or orchiectomy. A large amount of evidence was available concerning vaginoplasty and clitoroplasty
nrocedures. The authors reported that the evidence concerning gender reassignment surgery in both MtF and FtM individuals
with gender dyspharia has several limitations including lack of controlled studies, lack of prospective data, high loss to follow-
up and lack of validated assessment measures. Some satisfactory cutcomes were reported, but the magnitude of benefit and
harm for individual surgical procedures cannot be estimated accurately using the current available evidence.
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World Professional Association for Transgender Health (WPATH)

WPATH. formerly known as the Harry Benjamin International Gender Dysphoria Association, is an advocacy group devoted to
transgender health. WPATH guidelines (2012} present eligibility and readiness criteria for transition-related treatment, as well as
competencies of health care providers.

WPATH describes the transition from one gender to ancther in the following three stages:

¢ Living in the gender role consistent with gender identity

¢ The use of cross-sex hormone therapy after living in the new gender role for a least three months

¢ (Genderaffirmation surgery after living in the new gender role and using hormonal therapy for at least 12 months

Clinical Practice Guidelines
American Academy of Pedialrics (AAP)

In a 2018 policy statement entitled Ensuring Comprehensive Care and Support for Transgender and Gender- Diverse Children
and Adolescents, the AAP states the following regarding surgery: Surgical approaches may be used to feminize or masculinize
features. such as hair distribution, chest, or genitalia, and may include removal of internal organs, such as ovaries or the uterus
(affecting fertility). These changes are irreversible. Although current protocols typically reserve surgical interventions for adults,
they are occasionally pursued during adolescence on a case-by case basis, considering the necessity and benefit to the
adolescent’s overall health and often including multidisciplinary input from medical, mental health, and surgical providers as
well as from the adolescent and family.

American College of Obstelrics and Gynecology (ACOG)

An ACOG committee opinion {2021) provides guidance on health care for transgender and gender diverse individuals. The
document does not make specific recommendations regarding surgery but does provide an overview of surgical procedures
and education for clinicians who care for transgender patients before and after surgery.

Endocrine Socjety

Endocrine Society practice guidelines (Hembree et al., 2017) addressing endocrine treatment of gender-dysphoric/

gender-incongruent persons makes the following recommendations regarding surgery for sex reassignment and

gender confirmation:

¢ Suggest that clinicians delay gender-affirming genital surgery involving gonadectomy and/or hysterectomy until the patient
is at least 18 years old or legal age of majority in his or her country (Recommendation based on low gquality evidence).

¢ A patient pursue genital gender-affirming surgery only after the mental health practitioner {MHP) and the clinician
responsible for endocrine transition therapy both agree that surgery is medically necessary and would benefit the patient’s
overall health and/or well-being {Strong recommendation based on low quality evidence).

¢ Surgery is recommended only after completion of at least one year of consistent and compliant hormone treatment unless
hormone therapy is not desired or medically contraindicated {Ungraded Good Practice Statement).

e The physician responsible for endocrine treatment medically clears individual for surgery and collaborates with the surgeon
regarding hormone use during and after surgery {Ungraded Good Practice Statement).

¢ Recommend that clinicians refer hormone treated transgender individuals for genital surgery when (Strong
recommendation based on very low gquality evidence):
o The individual has had a satisfactory social role change
= The individual is satisfied about the hormonal effects
-~ The individual desires definitive surgical changes

« Suggest that clinicians determine the timing of breast surgery for transgender males based upon the physical and mental
health status of the individual. There is insufficient evidence to recommend a specific age requirement {Recommendation
based on very low quality evidence]

University of California, San Francisco (UCSF) Center of Excellence for Transgender Health

The UCSF Center of Excellence evidence-based guidelines for the primary and gender-affirming care of transgender and
gender nonbinary people address various surgical procedures, including risks, complications, approaches and perioperative
and postoperative care {Deutsch, 2016).
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U.S. Food and Drug Administration (FDA)

This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage.

Gender transformation surgeries are procedures, and therefore, not subject to FDA regulation. However, medical devices,
drugs, biologics, or tests used as a part of these procedures may be subject to FDA regulation. See the following website to
search by product name. Available at: hitp://www.gccessdata.fda.qgov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm.

{Accessed August 24, 2021)
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Instructions for Use

This Medical Policy provides assistance in interpreting UnitedHealthcare standard benefit plans. When deciding coverage, the
member specific benefit plan document must be referenced as the terms of the member specific benefit plan may differ from
the standard plan. In the event of a conflict, the member specific benefit plan document governs. Before using this policy,
please check the member specific benefit plan document and any applicable federal or state mandates. UnitedHealthcare
reserves the right to modify its Policies and Guidelines as necessary. This Medical Policy is provided for informational
purposes. It does not constitute medical advice.

This Medical Policy may alsoc be applied to Medicare Advantage plans in certain instances. In the absence of a Medicare
National Coverage Determination {NCD}, Local Coverage Determination {LCDJ, or other Medicare coverage guidance, CMS
allows a Medicare Advantage Organization (MAQ]) to create its own coverage determinations, using objective evidence-based
rationale relying on authoritative evidence {(Medicare IOM Pub. No. 100-16, Ch. 4, §90.5).

UnitedHealthcare may also use tools developed by third parties, such as the InterQual’ criteria, to assist us in administering
health benefits. UnitedHealthcare Medical Policies are intended to be used in connection with the independent professional
medical judgment of a qualified health care provider and do not constitute the practice of medicine or medical advice.
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GENDER TRANSITION SERVICES UNDER
THE MARYLAND MEDICAID PROGRAM
Covered Services and Limitations
Effective 12/10/15

Covered Services:

1) Outpatient psychotherapy/mental health services for gender dysphoria and associated co-
morbid psychiatric diagnoses. The benefits are the same as any other outpatient mental health
service covered by Behavioral Health.

2) Continuous hormone replacement therapy. Includes hormones injected by a medical
provider in an office setting and oral and self-injected hormones covered under the pharmacy
benefit.

3) Outpatient Laboratory testing to monitor continuous hormone therapy.

4) Gender reassignment surgery:

Male-to-Female Transition Female-to-Male Transition
Orchiectomy Vaginectomy
Penectomy Hysterectomy
Clitoroplasty Mastectomy
Labiaplasty Salpingo-oophorectomy
Vaginoplasty Ovariectomy
Thyroid Chondroplasty Metoidioplasy
Phalloplasty
Scrotoplasty
Placement of Testicular Protheses
Urethroplasty for both types of transition

For individuals planning to undergo gender reassignment surgery, all of the following criteria
must be met:

a. The individual is at least 18 years of age; and
b. The individual has capacity to make fully informed decisions and consent for treatment; and

¢. The individual has been diagnosed with gender dysphoria and exhibits all of the
following:

1. The desire to live and be accepted as a member of the opposite sex, usually accompanied
by the wish to make his or her body as congruent as possible with the preferred sex
through surgery and hormone treatment; and

Source: STATE OF MARYLAND EMPLOYEE AND RETIREE ITEALTIT AND WELFARE BENEFITS PROGRAM
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2. The gender dysphoria (pre and post diagnosis) has been present persistently for at least
two years; and

3. The gender dysphoria is not a symptom of another mental disorder; and

4. The gender dysphoria causes clinically significant distress or impairment in social,
occupational, or other important areas of functioning; and

d. The individual regularly participates in psychotherapy and/or ongoing clinical treatment
throughout the real-life experience may be required when recommended by a treating
medical or behavioral health practitioner or when medically necessary; and

e. If the individual has significant medical or mental health issues present, they must be
reasonably well controlled. If the individual is diagnosed with severe psychiatric disorders
and impaired reality testing (e.g., psychotic episodes, bipolar disorder, dissociative identity
disorder, borderline personality disorder), an effort must be made to improve these
conditions with psychotropic medications and/or psychotherapy before surgery is
contemplated; and

f. The individual will require two referrals from qualified mental health professionals who
have independently assessed the individual. If the first referral is from the individual’s
psychotherapist, the second referral should be from a person who has only had an evaluative
role with the individual. Two separate letters, or one letter signed by both {(e.g., if practicing
within the same clinic) are required; and

g. At least one of the professionals submitting a letter must have a doctoral degree (Ph.D.,
M.D., Ed.D., D.Sc., D.S.W., or Psy.D) and be capable of adequately evaluating co-morbid
psychiatric conditions. One letter is sufficient if signed by two providers, one of whom has
met the doctoral degree specifications, in addition to the specifications set forth above. One
letter signed by an appropnate provider is sufficient to support benefits for a mastectomy.
The medical documentation should include the start date of living full time in the new
gender, when applicable; and

h. The individual has undergone a minimum of 12 months of continuous hormonal therapy
when recommended by a mental health professional and provided under the supervision of a
physician, unless the individual has a medical contraindication; and

i.  Documentation that the individual is required to have completed 12 months of continuous

hormonal therapy prior to hysterectomony/salpingo-oophorectomy, orchiectomy,
vaginectomy or vaginoplasty procedures; and

J. Hormonal therapy is not required as a prerequisite to a mastectomy.

Source: STATE OF MARYLAND EMPLOYEE AND RETIREE ITEALTIT AND WELFARE BENEFITS PROGRAM
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5) Augmentation mammoplasty. Provided the criteria above for gender reassignment surgery
have been satisfied, augmentation mammoplasty {(including breast prosthesis if necessary) may
be covered for male-to-femal transgender mdividuals if the Physician prescribing hormones and
the treating surgeon have documented that, after undergoing hormone treatment for 12 months,
breast size continues to cause clinically significant distress in social, occupational, or other areas
of functioning.

Post Transition Services. Gender-specific services may be medically necessary for transgender
persons appropriate to their anatomy. Examples include:

- Breast cancer screening may be medically necessary for female to male transgender
persons who have not undergone a mastectomy;

- Prostate cancer screening may be medically necessary for male to female transgender
individuals who have retained their prostate.

Coverage Limitations and Exclusions

The surgenes and procedures identified below are excluded from coverage. {This list may not be
all-inclusive):

1) Abdominoplasty

2) Blepharoplasty

3) Breast enlargement procedures, except in connection with a covered augmentation
mammoplasty

4) Brow lift

5) Cheek implants

6) Chin/nose implants

7) Collagen injections

8) Cryopreservation, storage, and thawing of reproductive tissue (i.e., oocytes, ovaries,
testicular tissue) and the charged associated therewith (e.g., office, hospital, ultrasounds,
laboratory test, etc.)

9) Electrolysis

10) Face/forehead lifts

11) Hair removal/hairplasty/hair transplantation

12) Facial bone reconstruction

13) Hair removal/hairplasty/hair transplantation

14) Jaw shortening/sculpturing/facial bone reduction

15) Laryngoplasty

16) Lip reduction/enhancement

17) Liposuction

18) Mastopexy

19) Neck tightening

20) Nipple/areola reconstruction, except in connection with a covered augmentation
Mammoplasty or mastectomy

21) Penile prosthesis (non-inflatable/inflatable), except in connection with a covered
phalloplasty (implantation of the prosthesis shall not be considered a second state

Source: STATE OF MARYLAND EMPLOYEE AND RETIREE IEALTII AND WELFARE BENEFITS PROGRAM
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phalloplasty) in a female-to-male transition {subsequent replacement or correction of
such prosthesis subject to rules and limitations applicable to all prosthetic devises)

22) Removal or redundant skin, except in connection with a covered surgery

23) Replacement of tissue expander with permanent prosthesis testicular insertion, except as
a component of a covered placement of a testicular prosthesis

24) Reversal of genital or breast surgery or reversal of surgery to revise secondary sex
characteristics

25) Rhinoplasty

26) Second stage phalloplasty

27) Surgical correction of hydraulic abnormality of inflatable (multi-component) prosthesis
including pump and/or cylinders and/or reservoir

28) Testicular prostheses, except as a component of a covered placement of a testicular
Prosthesis (subsequent replacement or correction of such prosthesis subject to rules and
Limitations applicable to all prosthetic devises)

29) Testicular expanders, except as a component of a covered placement of a testicular
prosthesis

30) Voice modification surgery

31) Voice therapy/voice lessons

Source: STATE OF MARYLAND EMPLOYEE AND RETIREE ITEALTIT AND WELFARE BENEFITS PROGRAM
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