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November 7, 2022

VIA EMAIL

|(b)(6) |
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OCR Transaction Number: 04-22-452005-""° vs Humana/Medicaid
(D)6}

Dear Ms,

On November 8, 2021, the U.S. Department of Health and Human Services (HHS), Office for
Civil Rights (OCR), received your complaint alleging that Humana Medicaid
(Humana/Covered Entity) discriminatorily denied coverage for health-related services
based on her sex (gender identity) in violation of Section 1557 of the Patient Protection and
Affordable Care Act (Section 1557). Specifically, you alleged that in October 2021, Humana
denied your request to cover medically necessary transition-related surgery, ignored the
medical necessity documentation provided, and deemed the procedure cosmetic.!

LEGALAUTHORITY

OCR enforces federal civil rights laws which prohibit discrimination in the delivery of health
and human services based on race, color, national origin, disability, age, sex, religion, and the
exercise of conscience, and also enforces the Health Insurance Portability and Accountability
Act (HIPAA) Privacy, Security and Breach Notification Rules.

OCR is responsible for enforcing Section 1557 of the Patient Protection and Affordable Care
Act. Section 1557 provides that "an individual shall not, on the grounds prohibited under
Title VI of the Civil Rights Act of 1964 (42 U.S.C. § 2000d et seq.) [race, color, or national
origin], Title [X of the Education Amendments of 1972 (20 U.S.C. § 1681 et seq.) [sex], the
Age Discrimination Act of 1975 (42 U.S.C. § 6101 et seq.) [age], or Section 504 of the
Rehabilitation Act of 1973 (29 US.C. § 794 et seq.) [disability], be excluded from
participation in, be denied the benefits of, orbe subjected todiscrimination under, any health
program or activity, any part of which is receiving Federal financial assistance.” As a health
program or activity receiving FFA from HHS, the Covered Entity is obligated to comply with
Section 1557.

BACKGROUND

The Complainant stated that that in October 2021, Humana denied her request to cover
her medically necessary transition-related surgery, ignored the documentation provided by

1 Allegations were summarized and de notinclude all daims made.
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November 7, 2022

VIA EMAIL

Troy Barsky
Crowell & Moring LLP
tharsky@crowell.com

()6}

OCR Transaction Number: 04-22-452005- vs Humana/Medicaid

Dear Mr. Barsky:

On November 8, 2021, the U.S. Department of Health and Human Services (HHS), Office for
Civil Rights (OCR), received the above referenced complaint filed by [)6) |
(Complainant) against Humana Medicaid (Humana/Covered Entity) alleging that the
Covered Entity discriminatorily denied coverage for health-related services based on her sex
(gender identity) in violation of Section 1557 of the Patient Protection and Affordable Care
Act (Section 1557). Specifically, the Complainant alleged that in October 2021, the Covered
Entity denied her request to cover medically necessary transition-related surgery, ignored
the medical necessity documentation provided, and deemed the procedure cosmetic. !

LEGALAUTHORITY

OCR enforces federal civilrights laws which prohibit discrimination in the delivery of health
and human services based on race, color, national origin, disability, age, sex, religion, and the
exercise of conscience, and also enforces the Health Insurance Portability and Accountability
Act (HIPAA) Privacy, Security and Breach Notification Rules.

OCR is responsible for enforcing Section 1557 of the Patient Protection and Affordable Care
Act Section 1557 provides that "an individual shall not, on the grounds prohibited under
Title VI of the Civil Rights Act of 1964 (42 U.S.C. § 2000d et seq.) [race, color, or national
origin], Title IX of the Education Amendments of 1972 (20 US.C. § 1681 et seq.) [sex], the
Age Discrimination Act of 1975 (42 U.S.C. § 6101 et seq.) [age], or Section 504 of the
Rehabilitation Act of 1973 (29 US.C. § 794 et seq.) [disability], be excluded from
participation in, be denied the benefits of, or be subjected todiscrimination under, any health
program or activity, any part of which is receiving Federal financial assistance.” As a health
program or activity receiving FFA from HHS, the Covered Entity is obligated to comply with
Section 1557.

1 Allegations were summarized and de notinclude all dlaims made.
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Please feel free to contact me should you have any questions or need any further information. Thank
you in advance for the care that you will provide to I©X6):

Sydney T. King, M.S., LPCC Sydney@TheSelfCollective.com
Ohio #E.2001814 Ph: 614-427-0875
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Sincerely,
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Sydney T. King, M.S., LPCC
The Self Collective, LLC
Sydnev@TheSelfCollective.com
Ph: 614-427-0875; Fax: 614-421-7987

04/15/2022

To:

UK HealthCare

1000 S. Limestone
University of Kentucky
Lexington, KY 40536

Re:
e o) |(hefthey); DOR®®: BT
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Please feel free to contact me should you have any questions or need any further information. Thank
you in advance for the care that you will provide to X6}

A1

Sydney T. King, M.S., LPCC Sydney@TheSelfCollective.com
Ohio #E.2001814 Ph: 614-427-0875




05/06/2022

WellCare of Kentucky
2480 Fortune Dr Ste 200
Lexington, KY 40509

b}B). (bHTHC}
Member Name:
Member Number ID:
Provider Name:
Payer:

Flan name:

Contact Name:

Contact Email:

Contact Phone Number:
Contact Address:

Subject: Request for [LEVEL 2 Appeal]

To Whom It May Concern:
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LAW360, 01/24/2023 [Article and Court Briefs attached]

In separate petition filings, the DOJ and the Catholic Benefits Association sought to alter a
three-judge panel’s December 9 published opinion in the lawsuit from religious groups that
the federal government had appealed. While the DOJ sought an en banc rehearing with the goal
of reversing the court's decision, the CBA wanted to broaden the religious groups' win by
extending the injunction's application beyond what the panel decided, according to the parties’
filings.

Anti-discrimination laws are faltering in the face of artificial intelligence; here's what to do about
it

ABA Journal, 01/24/2023

"On the basis of." These four words from the Civil Rights Act of 1964 underlie the modern
conception of illegal bias. From federal anti-discrimination statutes to state and local laws, this
phrase nearly unites them all. The problem? As artificial intelligence systems automate more
analyses, it is all too easy for decisions to become less transparent and decision-makers less
accountable. Some conscientious developers are improving Al systems' technical transparency.
But those advances are not universal, and they do not necessarily explain the processes behind
those systems’ outputs to the public or the courts.

When Lyndon B. Johnson Chose the Middle Ground on Civil Rights—and Disappointed
Everyone

Smithsonian Magazine, 01/23/2023

Smithsonian takes a look back on the time of the years that preceded the signing of the Civil
Rights Act of 1964. On August 7, 1957, Senate Majority Leader Lyndon B, Johnson voted yea
on the first civil rights bill passed by Congress in 82 vears. He was joined by 71 of his Senate
colleagues, including 43 Republicans and 28 Democrats, 4 of them liberals from the South like
Johnson himself. One month later, on September 9, President Dwight D. Eisenhower signed
the Civil Rights Act of 1957. Limited in its scope and effectiveness, particularly when compared
with legislation passed in the 1960s, the 1957 bill walked a treacherous tightrope that "was
going to disappoint both the opponents of civil rights and the proponents of civil rights."

HIPAA

HHS Offers HIPAA Guidance on Online Tracking Technologies

Journal of Federal Action, March-Aprif 2023, Pgs.117-125,

In this article, the authors discuss privacy issues between patients and healthcare companies
relating to cookies, pixels, and other tracking technologies. The authors talk about the stance
that HHS OCR has taken after getting involved in this public debate. This article covers the shift
from whether tracking tools on websites and apps infringe on consumer privacy by allowing their
information to be shared to claims that healthcare companies specifically are improperly
disclosing patient confidence by integrating digital advertising, analytics, and security tools into
the code on public websites. The authors explain the pushback that healthcare companies have
shared, stating that these tools are ubiquitous on the internet and serve legitimate business
purposes.

Exclusive: DeSantis is surveying number of students who received gender-affirming treatment,
could be violating HIPPA

Newsbreak, 01/24/2023

Governor DeSantis and his administration are apparently conducting a poll to determine the
number of students who have undergone gender reassignment surgery or similar procedures,
which may violate HIPPA. Florida Governor Ron DeSantis has requested information from state




colleges regarding the number of students who have sought or received therapy for gender
dysphoria. According to a released survey, this treatment may include sex reassignment
surgery and hormone prescriptions, among other options, and c¢laims to protect students'
identities in completing the information,

2022 Healthcare Data Breach Report

HIPAA Journal, 01/24/2023

For the first time since 2015, there was a year-over-year decline in the number of data breaches
reported to HHS' OCR, albeit only by 1.13%, with 707 data breaches of 500 or more records
reported. Even with that reduction, 2022 still ranked as the second-worst-ever year in terms of
the number of reported breaches. As the year drew to an end, data breach numbers started to
decline from a high of 75 data breaches in October. In addition to the slight reduction in reported
data breaches, there was also a drop in the number of breached records, which fell by 13.15%
from 54.09 million records in 2021 to 51.9 million records in 2022.

Federal Fix to Telehealth Rules Would Secure Delivery System

Bloomberg Law, 01/23/2023

The pandemic has brought about a seismic shift to telehealth. State and federal regulators
continue to scramble to implement more permanent and sustainable solutions that will allow
ongoing and seamless delivery and payment for telehealth services. The renewed federal public
health emergency declaration through April 2023 remains a vital policy. A Frankenstein-like quilt
of federal and state laws, regulations, and waivers serves as a regulatory Band-Aid for
telehealth.

NEWS OF INTEREST TO OCR

Medicare Invites Public Comment as it Considers National Coverage Determination for HIV
PrEP

HIV.gov Blog

CMS announced that it had initiated a national coverage analysis for Medicare coverage of
PrEP. The analysis, which involves reviewing the evidence and considering public comments,
will inform NCD by the agency. The public comment period closes on February 11, 2023.
Instructions on submitting comments can be found on this page of the CMS website. The
USPSTF recently published a draft recommendation with a grade A for prescribing PrEP with
effective antiretroviral therapy to persons at increased risk of HIV acquisition to decrease the
risk of acquiring HIV infection. You can track the progress of the analysis on this page of CMS'
website,

CHILD WELFARE

Unmet Needs: Critics Cite Failures In Health Care For Vulnerable Foster Children

Cobb County Courtier, 01/25/2023

One night last month, a 9-year-old boy who had autism and talked about killing himself was
among about 70 foster care children and youth under state supervision sleeping in hotels across
GA. GA's designated health insurer for foster care, Amerigroup Community Care, had denied
the boy placement in a psychiatric residential treatment facility. He stayed in a hotel for more
than a month before receiving a temporary emergency placement in a foster home. The boy and
the other children stayving in the hotels lacked permanent placements, and many weren't getting
help for their complex mental and behavioral needs. The frustration over gaps in care had
gotten so bad that Candice Broce, commissioner of the GA DHS, sent a scathing six-page

letter to the state Medicaid agency in August — signaling an unusual interagency conflict.




Maryland's foster system sued over administration of psychotropic drugs to children

WAMU.org, 01/23/2023

The ACLU of Maryland, joined by other state and national nonprofits, has filed a class action
lawsuit against the state for allegedly failing to conduct adequate oversight of psychotropic drug
administration in children in Maryland's foster care system, potentially harming thousands of
children. ... The suit, filed by the ACLU, Disability Rights Maryland, and Children's Rights,
alleges that over the course of a decade, the state's DHSS Administration has failed to maintain
adequate medical records and has not established a policy of informed consent, where an adult
responsible for the child could consult on their medications. It also alleged that the state had not
built a secondary review system to ensure children's medications were properly prescribed.
According to the suit, the alleged failures disproportionately harm and jeopardize Black children,
who are overrepresented in the state's foster care system.

DISABILITIES

For People With Disabilities, Losing Abortion Access Can Be a Matter of Life or Death

Time Magazine, 01/24/2023

The fall of Roe v. Wade, and the subsequent wave of abortion bans and restrictions in
US states, have grave implications for the estimated 26% of US adults with a

disability. Pregnancy can be dangerous for anyone, but people who enter pregnancy with
underlying health issues are at even greater risk. Ensuring all people, including those
with disabilities, have access to essential medical care includes guaranteeing "the option
of termination if it's better for their health.” In addition, abortion bans represent a threat
to bodily autonomy, "a core principle of the disability rights movement,” as the

AAPD wrote in a statement after a draft of the Supreme Court's decision to

overturn Roe leaked last May. "Policies that restrict access to abortion will drastically
exacerbate threats to the autonomy, health, and overall well-being of disabled people.”
Since then, a dozen US states-including many in the South, the US region

with the highest rate of disability-have almost entirely banned abortion. For

people with disabilities, those laws only compound long-standing obstacles to

abortion care.

Senior Clinic At Alaska Regional To Close In February, Leaving Vulnerable Patients With
Limited Options For Care

Anchorage Daily News, 01/23/2023

A longtime Anchorage medical clinic for seniors has announced it's closing at the end of
February, prompting concern from patients and providers about dwindling healthcare options
locally for some of Anchorage's most vulnerable residents.

GENERAL

Federal Workforce: Strengthening Diversity, Equity, Inclusion, and Accessibility

GAQ Report: GAQ-23-106254, 01/24/2023

Big Picture: As the nation's largest employer, the federal government strives to be a model for
diversity, equity, inclusion, and accessibility (DEIA) and, according to EQO 14035, to cultivate a
workforce that draws from the full diversity of the nation. In this Snapshot, we highlight selected
findings and recommendations we have made between 2017 and 2022 to enhance DEIA in the
federal workforce.

HEALTH DISPARITIES
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Maternal Deaths And Disparities Increase In Mississippi

AP, 01/27/2023

Deaths from pregnancy complications have become more prevalent in Mississippi, and racial
disparities in the health of those who give birth have widened in recent years, according to a
report released Thursday by the state's Department of Health. The Mississippi Maternal
Mortality Report shows that the maternal mortality rate increased by 8.8% between 2013-2016
and 2017-2019, with the latter period being the most recent one analyzed by researchers.

LGBTQIA+

Judge Curbs Florida Probe Into US Medicine's Trans Treatment Standards

Washington Post, 01/26/2023

A legal battle over Florida's ban on Medicaid spending for gender-affirming medical care spilled
into Washington on Thursday as a federal judge partially granted an urgent request by 18
American medical and mental health groups to quash subpoenas sent to them by the state after
they opposed the prohibition. The professional associations accused Florida of targeting
members such as the American Academy of Pediatrics, the American Psychological
Association, and the Endocrine Society after they expressed the widely accepted medical view
that care such as puberty blockers, hormones, and gender transition surgery can be an
appropriate treatment for transgender youth and adults.

GOP State Lawmakers Push a Growing Wave of Anti-Transgender Bills

New York Times, 01/25/2023

Four states could ban transition care into young adulthood. Lawmakers in several others want to
restrict drag shows in ways that could affect transgender performers broadly. It's part of a long-
term plan. Over the past three years, Republican state lawmakers have put forward a barrage of
bills to regulate the lives of transgender youths, restricting the sports teams they can play on,
bathrooms they ¢an use, and medical care they can receive. But even by those standards, the
start of the 2023 legislative season stands out for the aggressiveness lawmakers are pushing
into new territory. The bills they have proposed — more than 150 in at least 25 states — include
bans on transition care into young adulthood; restrictions on drag shows using definitions that
could broadly encompass performances by transgender people; measures that would prevent
teachers in many cases from using names or pronouns matching students' gender identities;
and requirements that schools out transgender students to their parents.

Appeals Court to hear arguments on transgender health care ban for state employees

The Pulse, 01/25/2023

The US Court of Appeals for the Fourth Circuit will hear oral arguments Wednesday in a case in
which the state was found 1o have violated the rights of state employees and their families with
a blanket exclusion of gender-affirming care for transgender people under the state health plan.
Last year a federal judge in Winston-Salem ruled the ban viclated the Equal Protection Clause
of the US Constitution and Title VII of the Civil Rights Act of 1864 through discrimination based
on sex and transgender status. That decision came just months after the US Supreme court
denied the state's petition to review a lower court ruling that the state health plan wasn't entitled
to sovereign immunity and could be sued for violating the nondiscrimination provisions of the
ACA.

REPRODUCTIVE HEALTH

Lawsuits Show Focus Of Abortion Battle Shifting To Medication




Roll Call, 01/25/2023

The third — Alliance for Hippocratic Medicine v. FDA — could have the broadest impact of the
three cases. In November, the conservative legal advocacy group Alliance Defending Freedom
challenged the FDA's approval of mifepristone, citing concerns about its safety. ADF is seeking
an emergency ruling to pull approval of the drug nationwide. "If the FDA were forced to withdraw
its approval, that would mean that mifepristone would be taken off the shelves nationwide and
woulld therefore decimate access to abortion {0 people across the country regardless of where
they live or the laws of their state," said Jennifer Dalven, director of the reproductive freedom
project at the ACLU, speaking in a press call last week.

Watch: Fifty Years After 'Roe,' Abortion Rights Battle Shifts To The States

KHN, 01/24/2023

Sunday marked the 50th anniversary of the Supreme Court's landmark ruling in Roe v. Wade,
granting federal constitutional protection for the right to seek an abortion. Last year, a very
different Supreme Court overturned Roe, erasing that federal right for women across the United
States and giving individual states broad authority to regulate and restrict abortion within their
borders. In this report co-produced by PBS NewsHour, KHN senior correspondent Sarah
Varney joins "PBS News Weekend" anchor John Yang to discuss how abortion opponents and
supporters are taking their campaigns to the states, the impact of abortion bans on medical care
for women, and the emerging conflicts over medication abortion pills.

As States Seek To Limit Abortions, Montana Wants To Redefine What Is Medically Necessary
KHN, 01/24/2023

Montana's conservative leaders, stymied by the courts from passing laws that impose significant
statewide abortion restrictions, seek to tighten the state's Medicaid rules to make it more difficult
for low-income women to receive abortions. The Montana Department of Public Health and
Human Services proposes to define when an abortion is medically necessary, limit who can
perform such services, and require preauthorization for most cases.

Justice Department To Monitor New Anti-Abortion Bills In State Legislatures

CNN, 01/23/2023

Upcoming state-level pushes to restrict abortion access further will be on the radar of the US
Justice Department, top DOJ officials said Monday as they touted the work the Biden
administration has sought to do to shore up abortion access in the wake of the Supreme Court's
Roe v. Wade reversal last year, "We've obviously been very active in monitoring what's
happening in the states and locally, and given that most state legislatures now are coming back
into session, we'll be continuing to do so and looking at any laws that may get passed that
infringe on federal protections,” said Associate Attorney General Vanita Gupta, who leads a
department task force on reproductive rights that was launched after the Supreme Court's
decision.

SEX-BASED HARASSMENT

Doctor Who Molested Patients Convicted Of Federal Sex Counts

AP, 01/25/2023

A gynecologist accused of molesting hundreds of patients during a decades-long career was
convicted of federal sex crime charges Tuesday in a victory for accusers who were outraged
when an initial state prosecution resulted in no jail time. Robert Hadden, 64, of Englewood, New
Jersey, was convicted after less than a day of deliberations at a two-week trial in which nine
former patients described how he abused them sexually during examinations when they were
most vulnerable.




HIPAA

US Department of Justice Disrupts Hive Ransomware Variant

Justice News, 01/26/2023

DOJ announced its months-long disruption campaign against the Hive ransomware group,
targeting over 1,500 victims in over 80 countries worldwide, including hospitals, school districts,
financial firms, and critical infrastructure. Since late July 2022, the FBI has penetrated Hive's
computer networks, captured its decryption keys, and offered them to victims worldwide,
preventing them from paying the $130 million in ransom demanded. Since infiltrating Hive's
network in July 2022, the FBI has provided over 300 decryption keys to Hive victims who were
under attack. In addition, the FBI distributed over 1,000 additional decryption keys to previous
Hive victims.

Feds Warn of Malicious Use of RMM Software in Callback Phishing Attacks

HIPAA Journal, 01/25/2023

Cybercriminals increasingly use legitimate remote monitoring and management (RMM) software
in their attacks, according to a recent joint alert from the CISA, NSA, and MS-ISAC. The
campaign was first identified in October 2022 and involves callback phishing. The emails used
in this campaign are difficult for email security solutions to identify as malicious as they contain
no malicious hyperlinks or attachments. The emails notify the recipient about an impending
charge, and a phone number is provided for the user to call to avoid the charge being applied.

Downloaders, Ransomware, Among Top Healthcare Cyberattack Tactics in Q4

Health IT Security, 01/25/2023

Ransomware remained a primary healthcare cyberattack tactic in Q4 2022, BlackBerry noted in
its news. Ransomware "still poses the biggest threat for the healthcare sector in particular,” the
report indicated. BlackBerry’s Threat Research and Intelligence team leveraged data collected
by its security solutions between September 1 and November 30, 2022, along with information
from public and private intelligence sources. Throughout the 90-day period, researchers
observed threat actors using a variety of tactics, from downloaders to ransomware, infostealers,
and remote access Trojans (RATs).

VA: Contractors Have 1 Hour to Report a Security Incident

ISMG, 01/25/2023

Contractors for the Department of Veterans Affairs will have a single hour to report security and
privacy incidents after their discovery under a finalized change to departmental regulations. A
rule slated for publication in the Federal Register on Wednesday says the one-hour reporting
requirement will apply to private sector entities handling "sensitive personal information." The
department, the largest civilian government agency, defines that term broadly as including data
safeguarded by HIPAA, proprietary information, or any information whose improper disclosure
"could adversely affect the ability of VA to accomplish its mission.” Any contractor reporting a
breach under the updated VA acquisition regulations will also be subject to paying liquidated
damages according to a formula the VA says "will be set forth in VA internal policy." In the event
that a contractor could provide evidence of the value of actual damages, the department could
be willing to accept that amount in lieu of liquidated damages.

Hacking Accounted For Nearly 80% of Healthcare Data Breaches Last Year

Health IT Security, 01/23/2023

Nearly 80% of healthcare data breaches reported to the HHS OCR in 2022 were attributed to
hacking and IT incidents. Fortified Health Security noted in its "2023 Horizon Report,” signifying




a 45% increase from just five years ago. Moreover, 70% of reported breaches (impacting more
than 500 individuals each) affected healthcare providers, with business associates and health
plans making up a much smaller portion of the total number of impacted entities. 51.4M
healthcare records were breached in 2022, compared to 49.4M in 2021. As previously reported,
many of the top ten largest healthcare data breaches reported to HHS in 2022 stemmed from
third-party vendors, underscoring the need for better third-party risk management. Fortified
Health Security suggested that these trends will continue into 2023 and beyond.,

PATIENT SAFETY

The Persisting Risks Posed by Legacy Medical Devices

ISMG, 01/23/2023

Recently enacted US legislation requiring vendors to design cybersecurity into medical devices
is a good first step, but healthcare delivery organizations, for many years to come, will continue
to face serious risks involving older equipment still in use. The legislation, part of an omnibus
funding bill signed into law by President Joe Biden in December, requires manufacturers to
provide detailed assurance of device cybersecurity as part of their premarket product
submissions to the FDA, Many of these older devices often lack encryption, contain hard-coded
credentials, and pose other security concerns.

CONNECT WITH OCR
Email: ocrmail@hhs.gov
Subscribe to the OCR Listservs
Website | Twitter | YouTube
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To:

ccC:

Subject:
Date:
Priority:
Type:

Good morning,

s}l (s} HHS/OCR) /O=EXCHANGELABS/QU=EXCHANGE ADMINISTRATIVE GROUP

(b}B} suUs
(b}B} |

Mitchell, Steven M (HH5/QCR) fo=ExchangelLabs/ou=Exchange Administrative Group
{FYDIBOHF23SPDLT)/cn=Recipients/cn=userf53b56e8 <Steven.Mitchell@HHS.GOV>;

Garcia, Art (HHS/OCR) fo=Exchangelabs/ou=Exchange Administrative Group
{FYDIBOHF235PDLT)/cn=Recipients/cn=3f3e15a704cd4274bb9916d41a1923a9-Gardia, Art
<Art.Garcia@HHS.GOV>

[ix] (HHS/OCR) fo=ExchangelLabs/ou=Exchange Administrative Group
_(b)(ﬁ)

I(FYDIBOHF:»_'35PDLT),J’(:n= Reicipientsicn= (bdec12ad0974eacababe32f2b37c91
(b }B}

MW Region - GAC complaints
2022/11/08 10:30:50
Normal

Note

Thanks for sending over new GAC complaints. We thought it would be a good idea to touch base on the
cases, as well as your State Medicaid complaints. Below is a list of the GAC cases that we show for your

Region.

I’'m not sure if you want others to join the call, but it looks like the following times are available next
week. Do any of these work? Thanks, I(0)6}

Wed. 11/16: 10-10:30am ET/9-9:30am CT
Fri. 11/18: 10-10:30am ET/9-9:30am CT; 11-11:30 ET/10-10:30 CT; 12-12:30pm ET/11-11:30am CT

Insurance Cases:

()5}
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(0)(5)

Medicaid Cases:

b)(5)

From: Garcia, Art (HHS/QCR) <Art.Garcia@HHS.GOV>
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Subject: FW: Recent comments related to coverage of gender-affirming care
Date: 2023/02/21 12:04:59

Priority: Normal
Type: Note

[0)6)] [226) T[] [036)_| Esq., MSW (she/her)
Senior Advisor to the Director

Phone: [0)6]

Email: [()6} I

From: Baker, Kellan <KBaker@whitman-walker.org>

Sent: Wednesday, February 8, 2023 4:34 PM

To: Rainer, Melanie Fontes (05/0CR) <Melanie.Rainer@hhs.gov>; (HHS/OCR}
(D)6} [ [o)8) | Keene, Jamie D. EOP/WHO
(D)6} |

Subject: Recent comments related to coverage of gender-affirming care

Dear Melanie, |b}86) | Katie, and Jamie,

| hope you’re welll | wanted to share the attached comments that relate to ongoing issues around
coverage of gender-affirming care. | have shared these with colleagues at CMS as well but wanted to flag
them for you all as well.

The comments cover the NBPP rule, particularly the proposal from CMS to create a risk adjustment HCC
for gender dysphoria, and the EHB RFI. In the EHB RFI, we note that a scan we conducted earlier this
year found blanket exclusions of gender-affirming care in 41 out of the 51 EHB benchmark plans. The
language of these exclusions is reproduced in the comment for reference.

We look forward to working with the administration to address the pervasive problem of these
exclusions, as well as to look for alternative means beyond risk adjustment to advance the accessibility
and guality of coverage for transgender people.

All the best,
Kellan

Kellan E. Baker, PhD, MPH, MA
Executive Director, Whitman-Walker Institute
kbaker@whitman-walker.org | (202) 797-4417

Disclaimer


mailto:kbaker@whitman-walker.org
mailto:Melanie.Rainer@hhs.gov
mailto:KBaker@whitman-walker.org

The information contained in this communication from the sender is confidential. It is intended solely for use by the
recipient and others authorized to reccive it. If you arc not the recipient, you arc hercby notified that any

disclosure, copying, distribution or taking action in relation of the contents of this infoermation is strictly prohibited
and may be unlawful.

This email has becen scanned for viruses and malware, and may have been automatically archived by Mimecast, a
leader in email security and cyber resilience. Mimercast integrates email defenses with brand protection, security
awareness training, web security, compliance and other essential capabilities. Mimecast helps protect large and
small organizations from malicious activity, human error and technology failure; and to lead the movement toward
building a more resilient world. To find out more, visit our website.

Sent Date: 2023/02/21 12:05:05
Delivered Date: 2023/02/21 12:04:59
Message Flags: Unread Unsent



UNITED STATES OF AMERICA
BEFORE THE DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

Patient Protection and Affordable Care Act; HHS Notice of Benefit and Payment
Parameters for 2024
Agency Docket No. CMS-9899-P, RIN 0938-AU9%7

Comments of the Federal LGBTQI Health Policy Roundtable and the LGBTQIA+
Primary Care Alliance

Pursuant to the Department’s December 21, 2022, notice, 87 Fed. Reg. 244, the Federal
LGBTQI Health Policy Roundtable and the LGBTQIA+ Primary Care Alliance submit these
comments on the Department of Health and Human Services (hereinafter HHS or the Department)
and Centers for Medicare & Medicaid Services (CMS) Notice of Benefit and Payment Parameters
for 2024 under the Patient Protection and Affordable Care Act (ACA).
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Interest and Expertise of Commenters

The Federal LGBTQI Health Policy Roundtable is a coalition of community health centers and
national advocacy organizations that share a focus on laws and policies that affect the health well-
being of lesbian, gay, bisexual, transgender and nonbinary, queer, and intersex (LGBTQI)
populations. Individually and collectively, our organizations work with agencies and offices within
the Department — and with other parts of the Administration — to promote legal reforms and federal
policies that advance the health and dignity of sexual and gender diverse people. Our community
health center members provide primary health care, gender-affirming care, HIV specialty care, and
mental health and substance use treatment services to many tens of thousands of individuals and
families, many of whom identify as lesbian, gay, bisexual, transgender, queer, or nonbinary. These
centers have years of experience helping patients navigate the complexities of the ACA and the
health insurance marketplaces and to enroll in Qualified Health Plans (QHPs). Our membership
also includes national advocacy organizations representing LGBTQI communities throughout the
country.

The LGBTQIA+ Primary Care Alliance includes Federally Qualified Health Centers (FQHCs),
State Primary Care Associations, community health centers, and other health care organizations
and providers throughout the nation. Alliance members specialize in best practices for providing
culturally responsive and compassionate health care and related services for persons identifying as
lesbian, gay, bisexual, transgender and gender diverse, queer, intersex, and/or asexual or on the
ace spectrum (LGBTQIA+). The Alliance members joining in these comments collectively serve
several hundred thousand individuals and families every year, in the Northeast, Mid-Atlantic,
Midwest, South, and West. Our members also advocate for federal, state, and local laws and public
policies that advance the health and well-being of sexual and gender diverse people, with particular
emphasis on persons of color, immigrants, people with disabilities and chronic illnesses, low-
income individuals and families, transgender and gender diverse persons, sex workers, drug users,
and other particularly marginalized communities.

Comments

Payment HCC for Gender Dysphoria

We appreciate the opportunity to respond to the request for information on a possible payment
Hierarchical Condition Category (HCC) for gender dysphoria. Gender dysphoria is a recognized
medical condition that can seriously affect the health and well-being of transgender people. While
we share the goal of ensuring that people with gender dysphoria can access coverage for the
medically necessary health care services they need  which are robustly supported by the scientific
literature and more than five decades of medical practice—we do not believe that an HCC for
gender dysphoria is likely to serve that goal under current circumstances in the U.S. health care
system. We are also concerned that risk adjustment for gender dysphoria may inappropriately
reinforce the perception that transgender identity should inherently be pathologized as a medical



condition, rather than as a natural variation in human identity and experience. We therefore do not
support further consideration of such an HCC at this time.

In considering the appropriateness of risk adjustment for gender dysphoria, we referred to the ten
principles outlined by CMS in the 2014 Notice of Benefit and Payment Parameters Rule. Below
we discuss each of the principles that led us to determine that an HCC for gender dysphoria is not
warranted at this time.

Principle 1—Diagnostic categories should be clinically meaningful. Gender dysphoria is
recognized as a serious medical condition in the Diagnostic and Statistical Manual of Mental
Disorders {DSM-5) and the International Classification of Diseases {ICD), as well as by every
major U.S. medical professional association. The primary means of coding for gender dysphoria
in the U.S. is a series of mental health condition codes (F64.x) in the 10™ edition of the ICD (ICD-
10). A history of discriminatory insurance exclusions for the treatment of gender dysphoria,
however, has long discouraged U.S. clinicians from using these codes, and some clinicians have
resorted to using non-specific codes such as E34.9 (endocrine disorder, unspecified) to capture a
need for gender-affirming care without flagging the patient as transgender. While there are
indications that the F64.x series codes are being used more often as blanket exclusions of coverage
for gender-affirming care receded over the past decade, the current political landscape in the U.S.
is increasingly hostile to transgender people and their health care needs. As such, it is impossible
to determine whether coding practices will reliably move in the direction of more consistent and
accurate coding for gender dysphoria, or whether these codes will once again be avoided by many
clinicians and patients potentially in differential patterns based on state laws for fear of
triggering a transgender-specific coverage exclusion or disclosing a patient’s transgender 1dentity
to state authorities.

Further, in the continuing absence of patient self-reported data on transgender status in most U.S.
health care organizations, some clinicians append codes for gender dysphoria to claims for
encounters where care is provided to a transgender person for purposes other than gender
affirmation. The misapplication of these codes merely to identify a transgender person rather than
to indicate the provision of a service to treat gender dysphoria dilutes the clinical relevance of
these codes for risk adjustment purposes.

Finally, the existing codes do not differentiate among appropriate treatment courses for gender
dysphoria or incongruence and thus do not specify uniform clinical trajectories that would justify
risk adjustment. The expert Standards of Care for the Health of Transgender and Gender Diverse
People (Version 8, 2022)! emphasizes that the course of care for gender dysphoria is highly
individualized and that determinations of medical necessity should be made by providers in close
consultation with individual patients: while some people with gender dysphoria may need mental

I ' World Professional Association for Transgender Health. (2022). Standards of Care for the Health of Transgender
and Gender Diverse People (8th Version). 23 Int’l J. Trans. Health Supp. 1.
https://doi.org/10.1080/26895269.2022.2100644
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counseling, hormone therapy, and surgeries, others may need only some or none of these services.
The course of care for gender dysphoria is also very different not only between individuals but by
age: for pre-pubescent children, the only medical intervention that may be indicated is mental
health counseling to assist the child and their family in exploring the child’s gender through non-
medical interventions such as social support. For adolescents, gender affirmation may include
mental health support as well as puberty delay medications and eventually exogenous hormone
therapy; surgeries are generally not indicated for adolescents and are only performed very rarely
and in the presence of severe and debilitating gender dysphoria that is not alleviated by other care
alone. For adults, the course of gender-affirming care may include a combination of mental health
support, hormone therapy, and surgeries.

In the Fo4.x code series in the ICD-10, however, while support for children with gender dysphoria
is captured in the code F64.2 (gender identity disorder of childhood), care for adolescents versus
adults and between patients with differing degrees of clinical severity is not differentiated by the
F64.0 (transsexualism}, F64.8 (other gender identity disorder), and F64.9 (gender identity disorder,
unspecified)} codes. The ICD-11 code series maintains this approach with the codes HA60 (gender
incongruence of adolescence or adulthood), HA61 (gender incongruence of childhood), and HA6Z
{gender incongruence, unspecified). Moreover, the ICD-10 codes currently in use in the U.S. to
describe the presence of gender dysphoria or a need for gender-affirming care also include the
highly non-specific codes Z87.890 (personal history of sex reassignment) and F64.1 (dual-role
transvestism).

For these reasons, we do not believe that coding for gender dysphoria/incongruence as reflected
by the DSM-5, ICD-10, or ICD-11 frameworks currently captures discrete clinical trajectories to
a degree sufficient to justify risk adjustment under this principle.

Principle 2—Diagnostic categories should predict medical expenditures. Putative claims of
higher health care costs are routinely used against transgender people to argue that coverage for
gender dysphoria is a burden on the health care system and should be restricted or eliminated. The
available evidence shows, however, that removing exclusions of coverage for gender dysphoria
from insurance plans is cost-neutral or extremely low-cost. The City and County of San Francisco
initially raised premiums when they became the first major U.S. employers to remove blanket
exclusions for gender-affirming care in 2001. But after five years, “beneficial cost data led Kaiser
and Blue Shield to no longer separately rate and price the transgender benefit—in other words, to
treat the benefit the same as other medical procedures such as gallbladder removal or heart
surgery.™ A 2013 survey of employers providing coverage for gender-affirming care to their
employees found that two-thirds of the employers that provided information on the actual costs of
utilization of gender dysphoria treatments reported zero costs, and those employers who reported

2 City and County of San Francisco Human Rights Commission, Sar Francisco City and County Transgender
Health Benefit
(Aug. 7. 2007, https://transhealthproject.org/documents/1 9/SE_transgender health benefit.pdf



https://transhealthproject.org/documents/19/SF

some costs said that the costs were very low or minimal.* An analysis of gender-aftirming care
uptake by transgender people over 6.5 vears in one California health plan found a utilization rate
of 0.062 per 1,000 covered persons.* Estimates from other states show equally low utilization and
related low costs, with North Carolina estimating costs at 0.011% to 0.027% of premiums;> Alaska,
0.03% to 0.05%:;° and Wisconsin, “immaterial at 0.1% to 0.2% of the total cost.”” Cost estimates
under Wisconsin Medicaid were “actuarially immaterial, as they are equal to approximately
0.008% to 0.03%™® of Wisconsin’s share of its Medicaid budget. Similarly, an analysis in the
military context concluded that the financial cost of covering gender-aftirming care was “too low
to matter™ or, as military leadership noted, *“*budget dust,” hardly even a rounding error.”!° This
is because only a small percentage of the U.S. population is transgender, and, as noted above, not
all transgender people need or use a full scope of services related to the treatment of gender
dysphoria.

While we support continuing research to better understand patterns of utilization and expenditures
in relation to gender dysphoria, we note that etforts to conduct this research can be susceptible to
inherent bias that stems from the fact that, in the absence of self-reported demographic data on
transgender status that can be linked to claims data, transgender people can only be identified
through encounters with the health care system that result in the generation of claims and related
costs. As such, claims data analyses may paint a distorted picture in which transgender people
appear to use more health care services and incur higher costs in comparison to people who may
have very low or zero utilization and who are presumed to be cisgender due to the absence of codes
for gender dysphoria. Any future analyses assessing possible relationships between gender
dysphoria and health care costs should rely on self-reported data on transgender status so that
transgender and cisgender enrollees can be fairly compared, and they should use long time
horizons and incorporate potential cost-savings in long-term mental health and surgical needs that
may be realized by timely treatments such as puberty delay medications in adolescence.

3 Herman JL. The Williams Institute, Costs and Benefits

of Providing Transition-Related Health Care Coverage in Emplovee Health Benefits Plans: Findings From a Survey
of Emplovers (Sept. 2013), htips:/escholarship.org/conlent/qt3z38157s/q15:38157s.pd M=n2{121.

* State of California Department of Insurance, Economic Impact Assessment: Gender Nondiscrimination in Health
Insurance, Reg. File No. REG-2011-00023 (Apr. 13, 2012), at 5, http://transgenderlawcenter.org/wp-
content/uploads/2013/04/Economic-Impact-Assessment-Gender-Nondiscrimination-In-Health-Insurance. pd[

3 Segul Consulting memorandum to Mona Moon, Executive Administrator of the North Carolina State Health Plan,
re: Transgender Cost Estimate, Nov. 29, 2016, https://files.nc.gov/ncshp/documents/hoard-of-trustees/3aii-3-The-
Segal-Company-Transgender-Cost-Estimate-Memorandum. pdf

® Plaintiffs” Motion for Partial Summary Judgment, Fletcher v. Alaska, No. 1:18-cv-00007-HRH (D. Alaska July 1,
2019), https://www.lambdalegal org/sites/default/files/lepal-docs/downloads/fletcher ak 20190701 plaintitfs-
motion-for-partial-summary-judgment. pdf

7 Bovden v, Conlin, 341 F. Supp. 3d 979, 1000 (W.D. Wis. 2018).

8 Fluck v. Wis. Dept of Health Servs., 395 F. Supp. 3d 1001, 1008 ({W.D. Wis. 2019).

? Belkin A. Caring for our transgender troops — The negligible cost of transition-related care, 2015 New Eng J Med
373:1089-1092, at 1092, https://www.nejm.org/doi/full/10. 1056/NEIMp1509230.

1V Declaration of Raymond Edwin Mabus, Jr., Former U.S. Sceretary of the Navy, in Suppor of Plaintift”s Motion
for Preliminary Injunction, Doe v. Trump. No. 17-cv-1597-CKK (D.D.C.) filed Aug. 31, 2017, at 41}, available at
http://files.eqct.org/wp-content/uploads/2017/09/13-Ps-App-PL pdf
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Principle 3 Diagnostic categories that will affect payments should have adequate sample
sizes to permit accurate and stable estimates of expenditures. Transgender people are estimated
to make up less than 1% of the U.S. population.!! In claims data analyses, the prevalence of people
presumed to be transgender based on the presence of codes for gender dysphoria is typically a tiny
fraction of a percent.?> When these already small cohorts are broken down by age to more
accurately reflect potential differences in expenditures, the sample sizes for predicting costs
become even smaller. Widespread and consistent collection of demographic data on transgender
status, as recommended by a 2022 report from the National Academies of Sciences, Engineering,
and Medicine,"* and linkages of these data with information on health care utilization and
expenditures are needed to even begin to build sample sizes that would be sufficient to satisfy this
principle.

Principle 10—Discretionary diagnostic categories should be excluded from payment models.
As discussed in relation to Principle 1, a great deal of variation currently exists in the degree to
which clinicians are aware of the appropriate application of codes for gender dysphoria treatment.
Moreover, given elements of the current U.S. political environment that increasingly threaten the
safety of transgender people and the providers who care for them, coding practices are unlikely to
soon stabilize across age groups, states, and insurance programs. Until transgender people are
afforded sufficient protection from discrimination in health coverage and care—and until their
health care needs are correctly viewed as legitimate and justified on the basis of the scientific
literature that has established the medical necessity of this care—gender dysphoria codes will
continue to be treated by providers and patients alike as not only discretionary but potentially
dangerous.

Finally, we note that there is no inherent relationship between gender dysphoria/incongruence and
any other diagnoses, which the ICD-11 further emphasized by moving gender incongruence from
the mental and behavioral health chapter to a separate chapter on “conditions related to sexual
health,” where the only other entries are sexual dysfunctions and sexual pain disorders. Given the
lack of a meaningful clinical relationship between gender dysphoria/incongruence and other
conditions in the ICD-10 and ICD-11, these codes should not be combined with other diagnoses
to form a broader HCC that is inclusive of gender dysphoria.

' Herman JL, Flores AR, O'Neill KK. (2022). How Many Adults and Youth Identify as Transgender in the United
States. Los Angeles: The Williams Institute. hiips://williamsinstitute. law.ucla.edu/publications/trans-adults-united-
states/

12 See, e.g., Jasuja GK, de Groot A, Quinn EK, et al. Beyond Gender ldentity Disorder Diagnoses Codes: An
Examination of Additional Methods to Identify Transgender Individuals in Administrative Databases. Med Cuare
2020:;58(10):903-11.

13 National Academies of Sciences, Engineering, and Medicine. (2022). Measuring Sex, Gender Identity, and Sexual
Orientation. Washington, DC: National Academies Press.
htips://nap.nationalacadeinies.org/catalog/26424/measuring-sex-gender-identity-and-sexual-orientation
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In sum, as long as transgender people continue to be the targets of state-sanctioned mistreatment
and exclusion in health coverage and care, the primary means of ensuring access to gender-
affirming care must be robust nondiscrimination protections that apply and are enforced
nationwide. A strong bulwark of laws and policies protecting transgender people from
discrimination in health care and coverage, as well as clear indications that regulators and carriers
in states across the country understand and respect the medical necessity of gender-affirming care,
are necessary prerequisites for any further consideration of an HCC for gender dysphoria.

Repeal of Prohibitions on Door-to-Door and Other Direct Contacts

We support lifting the prohibition of door-to-door canvassing by Navigators and
Assisters. Whitman-Walker Health, (WWH), an LGBTQ+ serving FQHC in the Washington, DC
area, has offered navigation services since before the ACA was implemented. We highlight their
services as one of the nation’s longest-running navigation providers.

We agree that door to door canvassing should include non-navigator assistance personnel
sending highly trained Assisters/Navigators door to door is not an efficient use of resources but
using non-Navigator support personnel help achieve community outreach and education goals and
facilitates effective connections to Navigators via “warm hand offs” from educators to
Assisters/Navigators. In recognition of their expanded role in assisting patients and clients in
accessing social and health care services, these comments also call Navigators and Assisters,
“Patient Benefit Insurance Navigators” (PBINs),

We support the view that repealing restrictions on an Exchange's ability to allow Navigators, non-
Navigator assistance personnel, and certified application counselors to offer application or
enrollment assistance by going door-to-door or through other unsolicited means of direct contact
is a positive step that would enable Assisters to reach a broader consumer base in a timely
manner—helping to reduce uninsured rates and health disparities by removing underlying barriers
to accessing health coverage.

As part of an integrated service model, the PBIN team serves an important role to help ensure
access to care by removing or addressing barriers to care from insurance or lack of insurance issues
or cost of care issues. Specifically at WWH, the PBIN team helps WWH patients and DC area
residents with health insurance eligibility, enrollment, and literacy, connecting people to Medicaid,
Medicare, and Qualified Health Plans on the exchange, subsidies, and other insurance options for
which they may be eligible. The PBIN team serve as certified DC Health Link Assisters, providing
critical consumer outreach and enrollment assistance to uninsured and under-insured DC residents.
Given WWH’s patient population and geographic location, the PBIN team also counsels clients
from Maryland and Virginia and receives calls from other areas for assistance and advice. The
PBIN team works across three sites and manages an Insurance Helpline (where callers get
immediately connected to a navigator for assistance). These avenues ensure that the navigators
connect promptly and efficiently so that they can screen all patients and area consumers for eligible



insurance coverage, assist them in applying for benefits as applicable, and handle and resolve any
eligibility or coverage issues.

Evidence shows that millions of people find the process of applying for and using health insurance
overwhelming. Many lack basic health insurance literacy. Navigators can help demystify the
complexity of applying for and using health insurance. They can also help reduce health disparities
by improving health literacy in rural and underserved communities, including Black, Indigenous,
and other communities of color. Questions and problems accessing care are not limited to the
eligibility and enrollment issues. And with many people seeking assistance qualifying for
Medicaid or subsidies, issues are not limited to open enrollment periods.

WWH’s insurance navigation services are year-round services by trained experts who can help
consumers break down barriers and promote access and health insurance literacy. Given this, it is
vital that funding and the scope of services of Navigators include eligibility and enrollment,
counseling and all the post-enrollment and access activities highlighted. We support expanded
funding for Navigator services and ask that HHS intentionally recognizes that PBINs are trained
experts on complex systems and supporting the professional development of expert navigators
through year-long employment improves efficiency and supports innovation. Additionally,
professional navigation should be available year-round to support continuous enrollment, special
enrollment periods (SEP), and the full life cycle of consumers years as qualifying events occur.
Funding only for open enrollment often results in temporary, seasonal jobs. Temporary
employment misses the life cycle of qualifying events and fails to take advantage of the expanded
access to SEPs proposed within the notice.

The Biden Administration has been supportive of market reforms that facilitate patient access to
health insurance marketplaces, but navigator services are still not emphasized in a way that reflects
their essential importance to consumer access. PBINs are service delivery and workforce
specialists who unlock access to much needed health care services. As described brietly above,
they operate year-round on the front-line of our operations, conducting more than just eligibility
and enrollment screenings. PBINs also screen clients and patients for other needs, including health-
harming legal issues that affect social determinants of health, like housing, employment, and
education, and health related social needs like food security, transportation, and income. Given
our focus on the LGBTQ community, PBINs also screen for alignment with name and gender
marker on identity documents to ensure being asked for your insurance card and identification at
a health visit isn't creating a barrier for people.

Expert navigators are trained to screen for social determinants of health and legal issues in the
natural course of conversation when enrolling patients and clients, and to identify upstream issues
to improve health. WWH navigation services are available in Spanish, English, and Amharic and
are an essential part of a culturally competent practice. Screening for these additional barriers is
organic, as the PBINs have much of this information from their screening for health insurance
options - income, family size, immigration status, name, gender marker, employment status,



housing status. By using that information to identify potential other needs, the PBINs serve as a
"upstream screener” and connector to other services like legal services who can assist to break
down other systemic barriers critical to increased patient engagement, empowerment of
consumers, and improving overall health care delivery. Conducting insurance navigation helps
build health insurance literacy for our diverse patient population, helps give providers more care
options when patients are insured, and helps our health center have stronger financial stability and
long-term sustainability.

It is our experience that no matter someone's education, age, or computer literacy, people need
navigation services. Despite the reforms that we have seen increasing enrollment periods,
expanding tax credits for enrollees, protections from renewals and terminations of Medicaid during
the COVID-19 public health emergency (PHE), and expansions of insurance coverage, consumer
needs for Navigation services remain high and we are as busy as ever helping people navigate the
very complicated health care system.

We support the proposal that changes rules to allow sharing information with Navigators of
consumers who have been determined ineligible for Medicaid. The NPRM makes clear that
consumers may only be approached when ineligible for Medicaid. Unfortunately, this regulation
misses the opportunity to leverage PBIN expertise to support re-enrollment. Navigators need to
be able to talk eligibility across options and engage by helping consumers to recertify Medicaid or
discuss life events — new job/higher income, family size shift, etc — that may change eligibility.
Sharing of information should be seen as part of supporting a “no wrong door” policy and a
coordinated, robust screening process.

We support the change to allow Assisters and Navigators to offer application assistance door-to-
door and through other unsolicited means at this stage of the implementation of the ACA. We
agree that now that the Exchanges and their Assister programs have been in operation for almost
10 years, Assisters have more name recognition and consumer trust within the communities the
Assisters serve. Accordingly, HHS believes that its previous concerns related to consumers'
privacy and security interests and consumers not knowing what to expect when interacting with
Assisters have been sufficiently mitigated with the measures HHS has enacted such that a blanket
prohibition on unsolicited direct contact of consumers by Assisters for application or enrollment
assistance is no longer necessary.

Regarding Providing Correct Information to the FFEs (§ 155.220G)

We support a statutory requirement to
“...explicitly require agents, brokers, or web-brokers assisting consumers with completing
eligibility applications through the FFEs and SBE-FPs to confirm with those consumers
the accuracy of the information entered on their applications prior to application
submission or document the consumer has reviewed and confirmed the information to be
accurate.”



This regulation reasonably incentivizes the agent to take due care when engaging with clients and
establishes a duty to confirm the information with the consumer. The rule seems likely to improve
the accuracy of the information received in applications by establishing a second level of review
and is constructed to support consumer-driven and informed consent of consumers as well.

The requirements on the documentation of consent seem carefully calibrated to balance the need
for ease of understanding, storage of the information, and creating incentives for agents and
brokers to explore and innovate new best practices for their business and the consumers they serve.
The minimum standard of keeping records for 10 years helps establish consumer expectations and
uniformity across brokers and agents.

Regarding Documenting Receipt of Consumer Consent (§ 155.2204))

We are concerned about the security of consumer consent records and want to ensure strong data
security and data hygiene standards are applied to any potentially sensitive information, including
private health data. For example, is the consumer consent documentation kept, but not the
underlying consumer application data? What happens to the consent confirmation? Is it encrypted,
or otherwise kept physically and digitally secure? How long do brokers retain consumer
application data? Under what conditions is this data kept? Large troves of consumer data retained
by agencies and brokers represent a substantial risk to consumer privacy, which can be minimized
by leveraging emergent best and promising practices on data retention and storage.

Regarding Failure to File and Reconcile Process (§ 155.305(f))

We agree that the costs of the current policy that ends a consumer's coverage are outweighed by
the benefits of encouraging robust enrollment and participation in insurance programs. The
proposed rule to not terminate because someone failed to file taxes for two years is an excellent
addition. As noted, the IRS records may be inaccurate, and it is important that consumers not be
improperly removed from a plan due to error on the part of the government.

Additionally, this change supports consumers who may not properly understand the consequences
of failing to file, due perhaps historical expectations that lack of income negates the necessity to
file taxes. In our practice, many consumers do not fully understand — even with coaching — the
relationship between taxes and health insurance. The connection in many minds is non-obvious,
complicated, and questionable. Finally, many people file late, some files years late after realizing
they need to. This new language i1s a good relaxation of the original requirement to enhance
consumer protections in support of continuity of coverage, and reduce the resources allocated to
needless appeals. The proposed rule extending the grace periods instituted during the COVID-19
PHE will give consumers ample time to adjust to new requirements while Navigators and Assisters
implement HHS s new flexibilities to engage in consumer education and the new requirements
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that support accurate reporting of consumer data, ensuring the efficient administration of HHS
TESOUTCES.

Rather than provide an extra year of flexibility, we suggest that it may further support HHS’s
objectives to remove the penalty entirely. This would ensure that eligible consumers retain
coverage under all circumstances. HHS should consider the impact of eliminating the penalty on
the market and if HHS has a less restrictive means of administering the filing requirement. For
example, consumers found to be ineligible for APTC could be charged premiums retroactively.

Regarding Income Inconsistencies (88 155.315 and 155.320)

We support the proposed regulation allowing self-attestation of projected income and family size
in the absence of data from the IRS or when such data from the IRS fails to reflect a change of
circumstance that is relevant to a consumer's eligibility for insurance atfordability programs. Self-
attestation and alternative documentation procedures support, to the greatest extent practicable, the
inclusion of potentially eligible consumers in the insurance programs. This is an excellent use of
Department resources as a high value is placed on consumer participation in insurance plans and
incentivizes the IRS to provide timely information to the Exchange. The added flexibility supports
an approach that meets consumers needs and balances the Department’s interest in the judicious
use of federal funds.

We support the range of additional flexibilities, especially the mandatory extension for consumers
to provide documentation supporting their eligibility for advanced premium tax credits (APTCs)
and cost sharing reductions (CSRs). Many patients who benefit most from these programs are
working in households with multiple sources of income woven together to support a family. These
beneficiaries are well-poised to benefit from these changes, and potentially deeply harmed when
incorrectly removed from coverage. The additional flexibilities support consumers with the needed
time to understand the requested information and gather it from across their household.

Annual Eligibility Redeternunation {§ 155.335)

We support the proposed rule directing re-enrollment into lower or same cost, high generosity
plans. This proposal is well calibrated to protect consumers who are most likely to need additional
support and could benefit from the updated guided auto enrollment rules. As HHS notes, the
proposed change will have a protective effect on consumers, likely lowering out of pocket costs
while directing consumers to high-value products on the exchanges when they do not actively re-
enroll themselves.

Special Enrollment Periods (§ 155.420)

We support the proposed change to requirements to allow a household to enter a special enrollment
period based on a single member of that household having a qualifying event. This change supports
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inclusion of households with different family structures and access to atfordable insurance options
for more consumers, especially those who move from Medicaid plans to marketplace plans. This
will be particularly important for consumers facing the end of Medicaid enrollment flexibilities
upon the expiration of the COVID-19 PHE, which is expected starting April 1, 2023. The proposed
change more accurately reflects the lived experiences of consumers, in which often the changed
circumstances of a single person within a household are part of a larger ecosystem of resources,
income, and insurance products. For example, a qualifying event, like a birth, marriage, or job loss,
may require a household to make changes to make certain other changes, and this expansion of
SEP supports the lived experiences of many families.

Plan Display Error Special Enrollment Peniods (§ 155.420(d))

We support the proposed changes to ensure that errors in Marketplace plan displays do not
adversely affect consumers. We believe this change encourages the efficient operations of
Marketplaces and the Exchanges while reducing the burden on consumers to prove an error
occurred.

Prohibition of Mid-Plan Coverage Termination for Dependent Children Aging Out

We support the proposed prohibition on terminating coverage mid-year for dependent beneficiaries
of plans who age out. This proposed change supports the industry standard of enrolling in health
plans during the open enrollment periods at the end of each calendar year and creates stability for
parents and families during transitions.

We see the coverage gap scenarios that HHS highlights in their NPRM. During the COVID-19
PHE-related SEP, Washington, DC’s Marketplace exchange allowed consumers to essentially
choose the effective date — not mid-month but retroactive, current, or prospective enrollment.
Recognizing that mid-month enrollment is logistically difficult for insurers, an approach that
allows for flexibility as to the effective date to meet the needs of consumers is balanced with the
need for insurers to efficiently administer their plans.

Limitations on the Number of Non-Standardized Plans

We support the proposed rule to limit the number of non-standardized plans as reasonably designed
to produce efficient health exchanges that are understandable and navigable by consumers. This
proposed regulation may have a beneficial effect of reducing incentives for insurers to drive
consumers from high value products through confusing marketing techniques. Combined with
marketplace requirements based on meaningful differences, the proposed change reduces
incentives to market a plethora of relatively cheap plans and supports innovation by insurers.

Network Adequacy (§ 156.230) and Essential Community Providers (§ 156.235
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We support the proposed changes to network adequacy and Essential Community Provider (ECP)
standards. ECP requirements are a key feature of HHS regulations that ensure vulnerable
communities, including low-income communities, LGBTQIA+ people, and communities of color
are able to access health care services that are affordable and culturally and linguistically
appropriate. Many LGBTQ+ serving health care centers are ECPs, and we support robust
requirermnents that specialized ECPs with specific expertise be included in network adequacy
requirements, including the proposed rule to create new standalone classes for ECPs for Substance
Use Disorder (SUD) Treatment and Mental Health Facilities. We note that for patient access
purposes, it is important that Mental Health Facilities and SUD Treatment centers used to satisfy
the proposed requirements include facilities that are secular in nature, as many LGBTQIA + people
and racial and ethnic minority patients report discomfort with religiously affiliated programs.

We support the proposed changes to expand QHP requirements for contracting with Family
Planning and FQHC ECPs to a 35% threshold. This ensures that network adequacy requirements
result in meaningful coverage for underserved populations.

In the experience of WWH in Washington DC, low-income clients from Virginia and Maryland
with exchange plans may find that WWH is excluded from their network because the plan issuer
identifies the in-state ECPs, but not those in DC. HHS can provide clarification that a plan’s service
area and geographic distribution requirements include nearby metropolitan areas. Additionally, we
propose a clarification that the threshold requirements do not prohibit adding to the plan’s network,
just removing providers from a plan’s network.

In response to questions about ensuring network adequacy of certified QHPs, we recommend that
HHS look to the requirements for Essential Health Benefits {EHBs) sold on state exchanges. The
10 categories of EHBs provide consumers with confidence to understand the quality of the
insurance plans they are purchasing and provide market stability for insurers. Consumers would
also benefit from plans having up-to-date information on available providers on insurers online
network platforms. It may be helpful for consumers to understand whether an ECP is included or
covered if the meaningful differences between network robustness is indicated by metal level.

Pricing Adjustment for the Hepatitis C Drugs

The Department's proposed rule to continue a market pricing adjustment specific to Hepatitis C
drugs in models for the 2024 benefit year seems reasonably well calibrated to reduce the incentives
thatissuers will create discriminatory plans to drive away people living with or at risk for Hepatitis
C. Virus (HCV). HCV cure therapies represent a breakthrough in HCV treatments as the NPRM
notes, the costs are changing rapidly among drug products. A pricing adjustment for HCV drugs
encourages formularies with sufficient access to all effective treatments for patients that need
them.
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Conclusion

The LGBTQI Health Policy Roundtable and the LGBTQIA+ Primary Care Alliance are
pleased to participate in this important discussion. We would be happy to provide additional
information or to assist CMS or the Department in any other way. For more information regarding
any portion of these comments, please contact Benjamin Brooks, Associate Director of Policy and
Education at Whitman-Walker Institute via bbrooks @whitman-walker.org.
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bHE HHS/OCR) /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: ((D}E) suUs
(b}(6) |

[i] (HHS/OCR) fo=Exchangelabs/ou=Exchange Administrative Group
{FYDIBOHF23SPDLT)Y/cn=Recipients/cn=0bdec12ad0974eacababe0322b37¢91{(b )5}
|{b){6) | _
Mitchell, Steven M (HH5/OCR} fo=ExchangeLabsfou=Exchange Administrative Group
{FYDIBOHF235PDLT)/cn=Recipients/cn=userf53b56e8 <Steven. Mitchell @HHS. GOV,
Garcia, Art (HHS/OCR} fo=ExchangeLabs/ou=Exchange Administrative Group
{FYDIBOHF23SPDLT)/cn=Recipients/cn=3f3el5a704cd4274bbo916d4 1a1923a9-Garda, Art
<Art.Garcia@HHS.GOV>
Subject: RE: MW Region - GAC complaints

Date: 2022/11/16 09:05:47
Priority: Normal

Type: Note

To:

Thanks [b}8) | I've cancelled the meeting.

From: (HHS/OCR} [b)6) |

Sent: Tuesday, November 15, 2022 5:12 PM

To: (HHS/OCR) [£¥6) | Mitchell, Steven M (HHS/OCR)
<Steven.Mitchell @ HHS.GOV>; Garcia, Art (HHS/OCR) <Art.Garcia@HHS.GOV>
Subject: RE: MW Region - GAC complaints

Impartance: High

Hi folks {0}5)

()5}

(%) Thank you, [D)6)

[0)6}] x5} T[] [B)6) ] Esq., MSW (she/her)
Senior Advisor to the Director

Phone:

Email: [(0}6) I

----- Original Appointment-----

From: (HHS/OCR) [£}6) |

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

To: (HHS/OCR); 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
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To discuss the following cases:

Insurance Cases:

b)(5)

Medicaid Cases:

b)(5)






mailto:Art.Garcia@HHS.GOV
mailto:Steven.Mitchell@HHS.GOV












https://F.Supp.3d









https://F.Supp.3d













Date: 2022/02/16 09:47:29
Priority: Normal
Type: Note

Questions for melanie:

b))

|(b)(6)
Office for Civil Rights
U.S. Department of Health & Human Services
200 Independence Ave. S W.
Washington, D.C. 20201
Phone:l(b)(ﬁ) |
Emaill(b)(ﬁ) |

|Esq., MSW (she/her) | Section Chief

Sent Date: 2022/02/16 08:23:58
Delivered Date: 2022/02/16 09:47:29
Message Flags: Unread Unsent
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o, DEPARTMENT OF HEALTH AND HUMAN SERVICES o Aoproved. OME No, 345,002
OFFICE FOR CIVIL RIGHTS {OCR) rpreten Dele oo
CIVIL RIGHTS & CONSCIENCE AND

RELIGIOUS FREEDOM DISCRIMINATION
COMPLAINT

WEAL
O M

YOUR FIRST NAME [ YOUR LAST NAME
23] 23]
I7HC) DHTHC)
HOME PHONE (Please include area code) WORK PHONE (Please include area code)
|(b)(5); (bHTHC} | | | |
STREET ADDRESS T CiTY
b}B). (bHTHC} ||(b)(5); (bHTHC}
STATE ZIP E-MAIL ADDRESS (If avaifable)
bHBY, 23] -
b%(C) b}7HC) ()6}, (PHTHC) |

Are you filing this complaint for someone else? [ ves No

If Yes, whose civil or conscience and religious rights you believe were violated?
FIRST NAME ! LAST NAME

]
| believe that | have been (or someone else has been) discriminated against on the basis of:
b}B}, (b}THC)

Wheo or what agency or organization do you believe discriminated against you {or someone else)?
PERSON / AGENCY / CRGANIZATION

|Mary|and Department of Health and it's agent Amerigroup Maryland, Inc., a Managed Care Organization

STREET ADDRESS | CITY
7550 Teague Road Hanover
STATE " ZIP PHONE {Please include area code)
Maryland [pro7e jmm) 859-5800

When do you believe that the civil rights or conscience and religious freedom discrimination occurred?

LIST DATE(S)

March 25, 2021 through October 12, 2021 (Ongoing}

Describe briefly what happened. How and why do you believe that you have been (or someone else has been) discriminated against?
Please be as specific as possible.(Altach additional pages as needed)

See atlached documents. Please direct all communications through my Attorneys: Mackenzie Dadswell, Esq. and Phillip Westry, Esq., FreeState Justice, 2526 St.
Faul St., Baltimore, MD 21218. Tel. (410-625-5429). Email: mdadswell@freestate-justice. org and pwestry@freestate-justice.org.

Please sign and date this comnlaint You de nat nesd to sinn if suhmitting this form by email because submission by email represents your signature.
SIGNATURE  [bXHE) (DH7HC) DATE (mm/ddiyyyy}

EIBJQOZZ |

Filing a complaint with OCR is voluntary. However, without the information requested above, OCR may be unable to proceed with your
complaint. We collect this information under authority of Section 1557 of the Affordable Care Act, Title V1 of the Civil Rights Act of 1964, Section
504 of the Rehabilitation Act of 1973, Title IX of the Education Amendments of 1972, the Age Discrimination Act of 1975, Tille Il of the
Americans with Disabilities Act and their implementing regulations. It is illegal for a recipient of Federal financial assistance from HHS to
intimidate, threaten, coerce, discriminate or retaliate against you for filing a complaint or for taking any other action to enforce your rights under
these Federal civil rights laws. OCR also collects information under authority of Section 1553 of the Affordable Care Act, the Church
Amendments, the Coats-Snowe Amendment, the Weldon Amendment, the Religious Freedom Restorafion Act, as weli as other Federal civil
rights, conscience protections and religious liberty statutes. it may also be illegal for a recipient of Federal financial assistance from HHS to
intimidate, threaten, coerce, discriminate or retaliate against you for filing this complaint or for taking any other action to enforce your rights
under these Federal laws. We will use the information you provide to determine if we have jurisdiction and, if so, how we will process your
complaint. Information submitted on this form is treated confidentiaily and is protected under the provisions of the Privacy Act of 1974, Names or
other identifying information about individuals are disclosed when it is necessary for investigation of possible discrimination, for internal systems
operations, or for routine uses, which include disclosure of infermation outside the Department of Health and Human Services {HHS} for
purposes associated with civil rights compliance and as permitted by law. You are not required to use this form. You also may write a letter or
submit a complaint electronically with the same information. To submit an electronic complaint, go to OCR's web site at: www.hhs.gov/ocr/
civilrights/consciencereligiousfreedem/complaints/index.html. To mail a complaint, please see page 2 of this form for the mailing address.
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The remaining information on this form is optional. Failure to answer these voluntary
questions will not affect OCR’s decision to process your complaint.
Do you need special accommaodations for OCR to communicate with you about this complaint? (Check all that apply)

DBraiIIe D Large Print |:] Computer DEIectmnic Mail |:] TOD Dother (Specify): |
|:] Sign language interpreter {specify Ianguage):| |

|:| Foreign language interpreter {specify Ianguage):| |

If we cannot reach you directly, is there someone we can contact to help us reach you?

FIRST NAME | LAST NAME |
HOME PHONE {Please include area code) WORK PHONE (Please include area code) |
STREET ADDRESS | CI'FY

STATE ZIP | E-MAIL ADDRESS (if a’rlllfa.";‘abfe)

L

Have you filed your complaint anywhere else? If so, please provide the following. (Affach additional pages as needed)
NAME{S) OF PERSON / AGENCY f ORGANIZATION / COURT

DATE(S} FILED CASE NUMBER(S) {If known}

| il )

To help us better serve the public; please provide the following information for the person you believe was discriminated against
{you or the person on whose behalf you are filing).

ETHNICITY {sefect one) RACE (sefect one or more)
Hispanic or Latino |:| American Indian or Alaska Native |:| Asian |:| Native Hawailan or Other Pacific Islander
D Not Hispanic or Latino |:| Black or African American D White |:| Other (specify): | I

PRIMARY LANGUAGE SPOKEN fif other than English}:l I

How did you learn about the Office for Civil Rights?
|:| HHS Website /Internet Search DFaminf Friend /Associate |:| Religious /{Community Org |§| Lawyer /Legal Org DCustomer Resp Cntr |:| Employer

|:| Fed /State/Local Gov DHeaIthcare Provider /Health Plan |:| Conference /OCR Brochure DOther(specffy):] |

To submit a complaint, please type or print, sign, and return completed complaint form package (including consent form) to the
OCR Headquarters address below.

U.S. Department of Health and Human Services
Office for Civil Rights
Centralized Case Management Operations
200 Independence Ave., S.W.
Suite 515F, HHH Building
Washington, D.C. 20201
Customer Response Center: (800) 368-1019

Fax: (202) 619-3818
TDD: (800) 537-7697

Email: ocrmail@hhs.gov

Burden Statement

Public reporting burden for the collection of information on this complaint form is estimated to average 45 minutes per response, including the time for reviewing
instruclions, gathering the data needed and entering and reviewing the information on the completed complaint form. An agency may not conduct or sponsor, and
a person is not required to respond to, a collection of information unless it displays a valid control number. Send comments regarding this burden estimate or any
other aspect of this collection of information, including suggestions for reducing this burden, to: HHS/OS Reports Clearance Officer, Office of Information
Resources Management, 200 Independence Ave. 8.W., Room 531H, Washington, 0.C. 20201. Please do not mail complaint form to this address.
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Form Approved: OMB No, D845-0002

+ b Explration Date: 11/3072022
5.
-
H

« As acomplainant, I understand that in the course of the investigation of my
complaint it may become necessary for OCR to reveal my identity or identifying
information about me to persons at the entity or agency under investigation or to
other persons, agencies, or entities.

« 1am also aware of the obligations of OCR to honor requests under the Freedom of
Information Act (FOIA). Tunderstand that it may be necessary for OCR to
disclose general information which it has gathered as part of its investigation of
my complaint, excluding personally identifiable information.

+ In addition, [ understand that, as a complainant, I may be covered by the
Department of Health and Human Services’ (HHS) regulations which protect any
individual from being intimidated, threatened, coerced, retaliated against, or
discriminated against because he/she has made a complaint, testified, assisted, or
participated in any manner in any mediation, investigation, hearing, proceeding,
or other part of HHS’s investigation, conciliation, or enforcement process.

After reading th information, pl heck LY E of the follpwin X

v | CONSENT: Thave read, understand, and agree to the above and give permission
to OCR to reveal my identity or identifying information about me in my case file to
persons at the entity or agency under investigation or to other relevant persons,
agencies, or entities during any part of HHS’ investigation, conciliation, or
enforcement process.

CONSENT DENIED: I have read and I understand the above and do not give
permission to OCR to reveal my identity or identifying information about me. 1
understand that this denial ot consent is likely to impede the investigation of my
complaint and may result in closure of the investigation.

()8}, (b}THC)

Signature: Dae:  04/08/2022

*Plewse sign and date this complame. You do nof need fo sign f suhmitting this form by email beeawse sibission by emaif represents vone sigieture,

b}E). (bH7HC)

Name (Please print): |

()8}, (b}THC)

Address:

()8}, (b}THC)

Telephone Number:

Complaint Consent Form Page2af' 6
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Flease do not hesitate to contact us if further lnfoi'mation is desired. We
heartily thynk you for the excellent service you provide to our clients.
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Chase Brexton Health Care

Because everyone's health matlers.

September 7, 2021

To Whom It May Concern:

Re: Assessment for Gender Affirmation Surgeries, Namely Facial Feminization Surgeries (FFS), and
Electrolysis

Patient Name: DOB:

1111 North Charles Street ¢ Baltimore, MD 21201 ¢ T 410-837-2050 ¢ F 410-837-2071 « ChaseBrexton.org


https://ChaseBrexton.org
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8TQ Health Equity at Chase Brexton Health Care
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Provider Notification of Determination

Member Name & DOB:

Member Amerigroup D #:

Reference 1D#: C10176203
Enter Contact & Fax# Kim H 443-777-8667
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Provider Notification of Determination

PRIVILEGED AND CONFIDENTIAL

The documents being transmitted may be confidential and may include Amerigroup member information that is legally privileged. This
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LA MARYLAND
” Department of Health

Larry Hogan, Governor - Boyd K. Rutherford, Lt. Governor - Robert R. Neall, Secretary

Date: June 23, 2021 //
Dear Ms. I

Sincerely,

Sharon Bryan, RN

Managed Care Administration

cc: Bemnadette Benta, MSHA, BSN, RN — 201 West Preston Street Room 299, Baltimore, MD 2120
Kathy Harmon — Amerigroup Community Care, 7550 Teague Road, Ste. 500, Hanover, MD 21076
Dr. Gabriel A. Del Corral — 9103 Franklin Square Drive, Baltimore, MD 21237

Enclosures

201 W. Preston Street - Baltimore, MD 21201 - health.maryland.gov - Toll Free: 1-877-463-3464 - TTY: 1-800-735-2258
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b)BY, (bH7HC)
* NICOLAS ORECHWA,

APPELLANT *  ADMINISTRATIVE LAW JUDGE

V. * THE MARYLAND OFFICE
MARYLAND DEPARTMENT OF *  OF ADMINISTRATIVE HEARINGS
HEALTH * OAH No.: MDH-MCP-012-21-17696
* * * * * . * * * * * *

DECISION .

STATEMENT OF THE CASE
ISSUE
SUMMARY OF THE EVIDENCE
FINDINGS OF FACT '
DISCUSSION
CONCLUSION OF LAW
ORDER

STATEMENT OF THE CASE
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Maryland Medicaid Program

DHMH 3/2016






Maryland Medicaid Program
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Garcia, Art (HHS/OCR) /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: (FYDIBOHF235PDLT)/CN=RECIPIENTS/CN=3F3E15A704CD4274BB9916D41A1923A9-GARCIA, ART
<Art.Garcia@HHS.GOV>

(D}6} ||Lb_l(.6] {HHS/OCR) fo=Exchangelabsfou=Exchange Administrative Group
(D)6 | Sus
To: [(b}6} |
Mitchell, Steven M (HH5/OCR} fo=ExchangeLabsfou=Exchange Administrative Group
{FYDIBOHF235PDLT)fcn=Recipients/cn=userf53b56e8 <Steven. Mitchell@HHS. GOV >

[i] (b6 | (HHS/OCR) fo=ExchangelLabs/ou=Exchange Administrative G

roup
cC: l( FYDIBOHF235PDLT}/cn= R(icipienbsfcl‘l= Obdec12ad0974eacababe032f2b37c51 (b HE)
()6}

Subject: RE: MW Region - GAC complainks
Date: 2022/11/08 10:31:54

Priority: Normal
Type: Note

All these times work for me, thank you.

From: (HHS/OCR) [£¥6) |

Sent: Tuesday, November 8, 2022 9:31 AM

To: Mitchell, Steven M (HHS/OCR) <Steven.Mitchell@HHS.GOV>; Garcia, Art (HHS/OCR)}
<Art.Garcia@HHS.GOV>

Ce: (HHS/OCR} [£X6) |

Subject: MW Region - GAC complaints

Good morning,
Thanks for sending over new GAC complaints. We thought it would be a good idea to touch base on the
cases, as well as your State Medicaid complaints. Below is a list of the GAC cases that we show for your

Region.

I’'m not sure if you want others to join the call, but it looks like the following times are available next
week. Do any of these work? Thanks, [(0}6}

Wed. 11/16: 10-10:30am ET/9-9:30am CT
Fri. 11/18: 10-10:30am ET/9-9;30am CT; 11-11;30 ET/10-10;30 CT; 12-12:30pm ET/11-11:30am CT

Insurance Cases:

()5}
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Medicaid Cases:
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Thanks,

From: [b}6} (HHS/OCR) [(0)6)

Sent: Thursday, November 17, 2022 6:46 PM
To: [0)6) | [0061] (HHS/OCR) [b)X6) lhhs.gov>

Subject: P} BITHC})
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Sent Date: 2022/11/21 10:30:19
Delivered Date: 2022/11/21 10:30:21



ENSURING ACCESS TO QUALITY HEALTHCARE
AND CRITICAL FAMILY BUILDING SERVICES
FOR LGBTQIA+ FEDERAL EMPLOYEES

Policy Recommendations for the Office of Personnel Management

Written by the Pride in Federal Service Policy Comimittec!
November 2022

! The recommendations set forth in this document represent the personal opinions of the authors and do not
represent an official opinion by the United States government, The authors are as follows; Jamie Tatti, Skylar
Cushing, Nathan Harvey, Jonah Richmond, and Maverick Hill,
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Background

The federal governiment is the nation’s largest employer with more than 2.1 million civilian
workers across the entire United States and its Federal Employee Health Benefit (FEHB)
program is responsible for 8.2 million covered lives. According to data from the 2021-2022
Federal Employee Vicwpoint Survey (FEVS),” around 7% of the federal workforce
identify as “gay, lesbian, bisexual, transgender, or something else™, a figure which is likely
to be underestimated.” Although the Biden-Harris Administration has made significant
strides forward. lesbian, gay. biscxual. transgender, qucer, intersex. and ascxual
(LGBTQIA+) federal workers continue to face significant barriers compared to their non-
LGBTQIA- federal colleagues and private sector counterparts. According toa 2021 survey
conducted by Pride in Federal Service (PFS), LGBTQIA+ federal workers reported
contemplating lcaving federal service because of a lack of quality healthcare coverage,
particularly with regard to gender-affirming carc (GAC). PFS members also reported a
need for family building services that reflect the unique needs of the LGBTQIA+
community.

The Biden-Harris Administration has called upon OPM to help prevent and combat
discrimination against LGBTQIA~ federal employees and advance diversity, equity,
inclusion, and accessibility (DEIA) throughout the federal workforce. Executive Order
(EO) 140335 cxplicitly requires OPM to

“ensure that LGBTQ~ cmployces (including their bencficiaries and their
eligible dependents), as well as LGBTQ+ beneficiaries and LGBTQ+
eligible dependents of all Federal employees, have equitable access to
hecalthcarc and health insurance coverage: (1) the Director of OPM shall take
actions to promotc cquitable healtheare coverage and scrvices for enrolled
LGBTQ+ employees (including their beneficiaries and their eligible
dependents), LGBTQ~ beneficiaries, and LGBTQ+ eligible dependents,
including coverage of comprchensive gender-affirming care, through the
Federal FEmployces Tealth Benefits Program.”

PFS appreciates OPM’s request that carriers describe their review process of GAC
Standards of Carc (SOC). including the guidelines of the World Professional Association
for Transgender Health (WPATH), the Endocrine Society, and Fenway Health in carrier

= The Federal Employee Viewpoint Survey began allowing individuals to identily their sexual orientation
and genderdentity in 2012,

" The FEVS survey asked. "Are you transgender?” with “ves™ or “no™ options. This likely underestimates
eender diverse individuals and non-binary individuals since many do notidentily themselyves as trunsgender
and would not select this. Recent surveys show that more TGD people are self-tdentilying as such due to a
variety of societal fuctors, including increased awureness and acceptance, Furthermore. neurly 2% of the
population is intersex, but there was no question on the FEVS to capture this information. PrideVA and
ORMDI colluberaied to update VA's All Employee Survey to address this duta collection issue, which was
implemented in 2021, Pride VA (pridevate va.gov) would be happy to be a resource to OPM regarding
inclusive language for surveys and forms,

1+ indicates inclusion of all gender and sexual minorities including. for example, 2-spirit and pansexual.
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letter 2022-03. WPATIT rcleascd the 81 version of their SOC in Scptember of 2022.5 PFS
sees SOC-8 as the clearest, evidence-based guide to quality healtheare delivery for the
transgender and gender diverse (TGD) population available at this time. SOC-8 provides
a roadmap to many of the equity challenges found in the PFS survey of federal

employees seeking GAC for themselves and/or their dependents. Further, PFS believes
that WPATH SOC-8§ offers the only current SOC that aligns with OPM’s criteria of an
acceptable SOC for GAC as outlined in carrier letter 2022-03, which also addresses
2021-05 (Sce OPM May Already Require the Adoption of WPATH SOC, pg. 10 for details).

Equitable access to health insurance coverage for LGBTQIA+ individuals also reguires
coverage of Assisted Reproductive Technology (ART) procedures such as In Vitro
Fertilization (IVF) and gestational surrogacy for couples who desire children but are
unable to biologically reproduce without such medical procedures. Executive Order
140335 dirccts OPM to cnsure that “federal bencfits, programs, and scrvices recognize the
diversity of family structures.” Many LGBTQIA~ individuals’ family structurcs cannot
access benefits provided in current FEHB plans that cover all or most of maternity care
costs but no ART costs. This lcads to a large, incquitable gap in coverage between non-
LGBTQIA- individuals and LGBTQIA+ individuals wishing to grow their families.

The call to action in EOQ 14035 1s a historic moment for the federal workforce, OPM has an
opportunity to position the federal government as the model employer that sets the
example for other private and public sector employers in the United States and around the
world. By adopting the two PFS policy recommendations sct forth below, OPM can mect
its mandate of ensuring LGBTQIA~ federal employees receive the benefits that reflect
the diverse needs of the federal workforce.

Executive Summary

To address the challenges that LGBTQIA - federal cmployeces and their familics face, PFS
devceloped two policy recommendations that will address the current healtheare and family
building-related deficiencies facing LGBTQIA— FEHB enrollees and beneficiaries on their
plans: 1) reduce barriers to care for LGBTQIA~- covered lives® and 2) promote quality
healthecare for LGBTQIA+ covered lives. Implementing these recommendations will result
in more cquitable care and improved health for LGBTQIA~ federal ecmployees, reduce
undue cost and wait times, and improve recruitment and retention of qualified LGBTQIA+
employees.

Y See WPATH SQC-8 available at https:fwww tandfonline.com/doiAulls L 10RO 26895269 2022 2 100644
® PFS recommendations apply to federal emplovees and other “covered lives,” including retirees and other
FEHB plan enrollees, and their beneficiaries and eligible dependents.
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Discussion

BARRIERS TO CARE FOR LLGRBTOQIA + COVERED LIVES
Preauthorization Barriers

LGBTQIA~ federal ecmployees face unique challenges, incquitics, and disparitics both in
terms of their physical and mental health as well as their abilities to access health insurance
and health care.” Research demonstrates that certain populations of the LGBTQIA~
community arc morc vulncrable to suffering from chronic health conditions such as a
higher prevalence and carlier onset of disabilitics, higher rates of illness and health
challenges related to human immunodeficiency virus (HIV) and acquired
immunodeficiency syndrome (AIDS), substance abuse, mental illness, and sexual and
physical violence.®? Morcover, rescarch suggests LGBTQIA~ people of color, particularly
TGD people of color, face cspecially significant health disparitics and obstacles to
accessing insurance coverage and quality, affordable health care ™"

Carrier preauthorization requirements currently create  unnecessary hurdles  for
LGBTQIA- covered lives. These hurdles contribute to significant expense and delay in
receiving GAC, as documented in the PFS survey of employees secking such care for
themselves and/or their dependents. These requirements include:

¢ Inappropriatc prcauthorization critcria for GAC that can Icad to claim denials:

o Sex markers: Sex markers do not necessarily correspond with a person’s
anatomy or physiology. Markers can be legally changed and people may
also have mixed sex attributes duc to medical transition andfor intersex
traits. A hcalth carc provider (HCP)’s assessment of a person’s anatomy or
physiology is the only accurate way to establish this data if needed for any
purpose.

o Hormone levels and/or duration on hormone rveplacement therapy (HRT):
IIRT may be contraindicated for individuals for medical rcasons. Non-
binary people, in particular, may not need HR'T or may need HR'T at a low
dose, non-standard formulation or for a shorter duration than someone
whose goals match stereotypical 1dcas of masculine or feminine bodily
hormonc changces.

o Duration of andior plan for social transition: WPATH SOC-8 recommends
that limited duration of social transition or lack of plans for social transition

T See “Health Inequities in LGBT People and Nursing Interventions to Reduce Them: A Systemalic
Review™ availuble at hitps:iwww nebi.nlm.nihsovipmedarticles/PMCR624 5724

¥ See “Sociul und Medical Gender Allirmation Experiences Are Inversely Associated with Mental Health
Problems in a U.S, Non-Probubility Sample of Transgender Adults™ available at

https:/Awww.nebinlmonih govipmedarticles/PMC7494 544/

* See “Health and Access to Care and Coverage lor Lesbian, Gay. Bisexual. and Transgender Individuals in
the U.8." available at hups:/ifiles. kT org/attachment/Issue-Briel-Health-and-Access-to-Care-and -Coverage-
for-IL. GBT-Individuals-in-the-US

" See “The Report of the 2015 U.S, Transgender Survey”

https:/ftransequality orassites/default: files/docs/usts/USTS-Full-Report-Dec | 7.pdf
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should not be considercd cxclusionary criteria for any GAC scrvices or
surgeries.
¢ Inappropriatc Exclusionary Critcria for GAC:

o Age: WPATH SOC-8 recommends against firm age requirements for GAC,
stating instead biopsychosocial assessment including relevant mental health
and medical professionals (including parent(s)/guardian{s} if feasible/not
harmful), ¢cmotional and cognitive maturity nceded to consent/assent to
treatment (defined by Statement 6.12.¢ of WPATH SOC-8), achicvement
of Tanner stage 2 prior to initiating puberty suppressing treatment, and that
the adolescent has “experienced scveral years of persistent gender
diversity/incongruence prior to initiating less reversible treatments such as
gender-affirming  hormoncs  or  surgerics.”  With  the  cxception  of
phalloplasty, no blanket exclusions for GAC are recommended for
pubescent youth under SOC-§.

o Revisions: As with any surgery, gender-affirming surgerics may require
revisions duc to complications and unintended outcomces. Excluding
coverage for needed surgical revisions can lead to exorbitant costs and/or
make medically necessary care inaccessible to FEHB covered lives.

o Lifetime Maximums: WPATH previously i1ssucd guidance in its model
transgender medical benefits document explicitly stating that there arc no
lifetime maximums. Further, the implementation of a lifetime maximum is
contrary to WPATII SOC-8's rccommendations to promotc acccss to
mcdically nccessary GAC.

o Reversals: A clause excluding coverage of reversals of GAC procedurces is
very common in FEHB insurance plans. Though WPATH SOC-8 cites
research that demonstrates desire for such reversals is exceedingly rare
(termed “detransition™), access to such carc should be available with a
comprchensive multidisciplinary assessment. This would also impact
gender fluid people who had previously transitioned and whose gender
identity has changed.

o Hurm Reduction: An mmportant addition to WPATH SOC-8 guidelines is
the prevalence and dangers of Do-It-Yoursclf (DIY) gender-affirming
interventions among TGD people without access to other means of care,
including purchasing and self-administering unregulated hormones,
undcrgoing sclf-surgery and injecting silicone with poor safcty measures. !
The Global Network of Sex Work Projects also notes that TGD people
sometimes use sex work as a means of financing needed gender affirming
care.'* A 2015 survey of over 25,000 trans residents in the United States
rcported that “onc in five (20%) respondents have participated in the
undcrground cconomy for incomne at some point in their lives, mcluding in
sex work, drug sales, and other currently criminalized work, and 9% did so
in the past year.”' SOC-8 advises that flexibility in the SOC"s authorization

U See note 5, WPATH SOC-8. Statement 2.3
I*See “The Needs and Rights of Trans Sex Workers™ available at
https:/fwww nswp.org/sites/defaultifiles/ Trans® 205 Ws pdf
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requircments should cxist so that access to GAC services and surgerics may

be offered as a harm reduction strategy.
Unneccessary Dependence on Mental Tlealth Assessments: Many carriers require a
diagnosis of gender dysphoria and letters by onc or more mental health providers
to initiate GAC services and qualify for surgeries. The duration required to assess
for gender dysphoria can vary between mental health providers and carrier
requircments. Access to in-nctwork providers who can provide this diagnosis and
rclevant Ietters for care can be limited or non-cxistent, which can Icad to patients
incurring exorbitant cost. Availability of providers is also commonly limited
lcading to significant dclays in obtaining nceded care. WPATIT SOC-8 states “we
rccommend health care professionals should not make it mandatory for transgender
and gender diverse people to undergo psychotherapy prior to the initiation of
gender-affirming treatiment, while acknowledging psychotherapy may be helpful
for some transgender and gender diverse people.™ The WPATH SOC-8
rccommends the ICD-11 diagnostic code gender incongrucenee be used for GAC,
For adults. this assessment is recommended to be performed by a single, Ticensed
HCP with the appropriate education, role, and competencies as outlined in SOC-8.

Lack of Sufficient Provider Network

Even when insurance carriers agree to cover GAC, oftentimes a lack of providers who
accept the insurance and arc available to provide such carc. which presents another
pervasive barricr to accessing GAC.'?

Coverave for travel and even relocation expenses are also needed for TG people in states
g p peop

where GAC is banned' and TGD individuals and familics arc at increased risk of state and
local punitive action,'” which, in turn, can Icad to increascd risk of violence by individuals

and group actors.

g

Mental Health

LGBTQIA~ people, especially TGD people,™ are affected by minority stress, resulting
in incrcased mental health challenges including experiencing increascd rates of substance

¥ See “Barriers to Gender-AfTimming Care for Transgender and Gender Noncontonning Individuals™
httpsAwww.neblanlonih. povipme/sarticles/PMCS 842950/

4 See “Heulthcare Laws and Policies™ available ut htips:fwww . lebunap.orafequality-
mapssheultheare luws and policies

" See “Youth Access to Gender Affirming Care: The Federal and State Policy Landscape™ available al
https:/Awww kit orvsother/issue-briefivouth-aceess-to-gender-allirming-care-the-lederal-und-stute-policy-

landscape/

See “Vialence Against Transgender People is on the Rise. Stopping it Requires a Holistic Solution™
available at https:iawww justsecurity.ore/8359 7 violence-against-transpender-people-is-on-the-rise-
stopping-it-requiras-g-holistic-solution/
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abusc!” and suicide.!”!™ "™ WPATH SOC-8 rccommends that the family of a TGD child
have access to mental health services that are affirming of the child’s gender identity and
community, as well as peer support networks. Additionally, TGD people arc often
required to meet with mental health providers in order to gain access to GAC. Poor
access to and coverage of LGBTQIA+ competent mental health providers was
documented in the PFS employee survey and is a widely discussed issuc among TGD
people.'’

Outdated Appeals Processes

Insurance denials are an unfortunate norm for LGBTQIA~ individuals sceking necded
healthcarc. A 2015 survey of over 27,000 respondents found that “more than half (55%) of
respondents who sought transition related surgery coverage were denied, and one guarter
(25%) of those who sought coverage for hormones were denied™ within the past year.'” To
make matters worse, the appeals process for insurance denials is severcly outdated. In a
PFS-conducted survey of federal cmployces who sought GAC scrvices for themselves
and/or their dependents, a prevalent theme in was a lack of understanding of how to appeal
insurance denials, both to insurance providers (82% of respondents) and to OPM (95% of
respondents). Most claim appcals processcs rely on physical mail, which can dclay receipt
of critical documents., create unnccessary mailing and printing costs, and increasc the risk
of losing items. Well-designed, online systems in place of the current paper-based systems
will create a streamlined, efficient, and cost-effective work process which will increase
overall end-uscr satisfaction. Modemizing the claim appcals process, as well as making
cducation and training on the process readily available, will help federal employees better
navigate this process and reduce the associated negative health outcomes of delaying
access 1o treatment.

QUALITY ISSUES INTTEALTIICARE FOR LGBTQIA+ COVERED LIVES
Sexunal Health
Mecn who have scx with men (MSM),™" transgender women and men,*! and non-binary

TGD people™ arc all populations at incrcased risk of cxposurc to HIV. The Centers for
Disease Control (CDC) recommends annual screenings for populations at increased risk of

17 See “Substance Use and SUDs in LGBTQ# Populations™ available at hitps://nida.nih. goviresearch-
lopics/substance-use-suds-in-lubtg-populations

¥ See “Meore than 60%, of suicide altempts among LGBQ people happen within five vears of realizing they
are LGBQ™ available at https:wallamsinstitute. Jaw. ucla.edu/pressssuicide-conuing-oul-press-releuses’

" See Mental Heulih Cure Is Crucial For Trans People  So Why Is It Se Hard To Find?

htips:fwww relinery29. com/en-usitransyender-mental-health-care-uccess-issues

" See “Men Who Huve Sex with Men (MSM )™ available at hitips:/fwww .cde.gov/stdd/treatnment-
vuidelinessmsm bt~ ext=—HIV%20Risk" 20 Among 2 0Men 2 0 Who.,one®s20in%20253%,20( (91}

"I See “The worldwide burden of HIV in transgender individuals: An updated systematic review and metu-
analysis™ available at htps:/fournals. plos.org/plosonesarticle?id 10,1371 /journal.pone. 0260063

“ See “Sex, PrEP and HIV in trans and non-binary people”™ available at hitps://'www.aidsmap.com/about-
hivisex-prep-and-hiv-trans-and-non-binarv-people
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IV infection™ and access to interventions such as Pre-Exposurc Prophylactics (PrEP) and
Post-Exposure Prophylactics (PEP) for people at risk or recently exposed to HIV,*
respectively. Lack of coverage and access to sexual health screenings and PrEP/PEDP was
identified as a major arca of concern in the PFS survey of federal employees in need of
gender-affirming healtheare for themsclves and/or their dependents.

Inconsistent Coverage for Comprehensive Gender-Affirming Care

The 2021 McKinsey report Being Transgender at Work and the organization Out &
Fqual’s™ Toolkit for Change both align with Fxccutive Order 14035 in ecmphasizing the
importance of cmployers providing healthcare coverage inclusive of GAC for TGD
covered lives. GAC is recognized by all major U.S. medical authoritics, including the
American Medical Association (AMA) and the American Psychological Association
(APA)," as the only effective treatment for many with gender dysphoria and gender
incongrucnce. Further, GAC is also rccognized as vital to other associated outcomes
including suicide prevention®=" and safcty in public for TGD people.”

PFS conducted a review of all FEHB carrier plans for 2022 and found that, as with yvears
prior, coverage of GAC procedures varics widely between plans with many coverage arcas
including few. ifany, scrvices beyond hormones, mastectomy and gendcer-affirming genital
surgeries. No existing FEHB plans accessible to all eligible covered lives offer the full
scope of medically necessary care outlined in WPATH SOC-8.7* Transgender-specific
cxclusions have historically been utilized by public and private health insurers to deny
TGD people coverage for medically necessary carce related to gender affirmation or
transition, even though many of the same services are commonly covered for cisgender
people.””* For example, such services and procedures include hormone therapy, mental
hecalth counscling, and surgerics—all regularly covered procedures for cisgender paticnts.

Despite genital surgeries (considered medically necessary by WPATH) being one of the
most extensively covered surgeries in FEHB plans, modifications of secondary sex
characteristics “are often of greater practical significance in the [1GD] patient’s daily life™
as statcd in the WPATIT Position on Mcdical Necessity (2016). Survey data of TGD people
assigned malc at birth demonstrates that hair removal s their most sought procedural
treatment for gender dysphoria, followed by non-surgical voice therapy, facial
feminization, breast augmentation, tracheal shave, orchiectomy, and, finally,
vaginoplasty.'" Participants assigned female at birth reported. on average. that chest

=¥ See "Recommendations for IV Screening of Gay. Bisexual. and Other Men Whe Iave Sex with Men
United States, 2017 available at htipszdwww . cde.covimmwrivolumes/66/5vrimmé 63 1a3 . hun

=F See “Preventing New TV Infections™ available at htips:/fwww.cde.govihivisuidelines/preventing. itml

" Qui & Equal is the premier organization working exclusively on LGBTQ workplace equality. See

https:foutandequal.org/who-we-are/,

" See “Medicul Oreanization Statements™ available at htps:/itranshealthproject.orgfresourcesimedical-

organization-stalements’

T See nole 5. S174. Statement 18.6

" While WPATH SOC-R was released alier 2022 plans were linalized and shortly belore 2022 Open

Season. the benefits indicated as medically necessary were nearly identical.

¥ See Supra Note 5,522,

W See Trans Medicine by Stef M. Shuster



https://transhealthproject.org/resources/medical
https://outandegual.org/who-we-are
https://www.cdc.gov/hiv/guidelincs/prevcnting.html
https://www.cdc.gov/mmwr/volumes/66/wr/mm663

reduction/recconstruction is  the procedurc  of Thighest 1mportance, followed by
hysterectomy, metoidioplasty, and phalloplasty." WPATH SOC-8 provides a detailed list
of medically necessary GAC procedures’’ and cites the research justifications for them.

PFS appreciates the discussion of “formulary access™ for TGD people in Carricr Letter
2022-04 and the inclusion of the “Non-Discriminatory Formulary Design™ in OPM Carrier
Letter 2022-02. PFS believes affordable access to the full range of HRT and puberty
suppressing medication (most clearly outlined in Fenway Health's 2021 Medical Care of
Trans and Gender Diverse Adults) arc fundamental to the TGD community’s GAC nceds.
Clear evidence as to its medical necessity is outlined in WPATH SOC-8. Due to the need
for TICPs to customize HRT to the individual physiology, medical needs, and trecatiment
goals of the TGD paticnt, as illustrated in the aforementioned guides, PFS belicves that
access to the full range of hormones and administration mcthods is impcrative, This
includes medications with limited research support but common clinical application, ** such
as micronized progesterone, which may, for example, provide an avenue for sufficiently
suppressing testosteronce that remains clevated with the usc of anti-androgens or as a non-
surgical means of achicving breast growth.** Four rcspondents to the PFS survey
specifically reported difficulty accessing HR'T, with one explicitly naming difficulties in
accessing Lupron/puberty suppressing medication. Due to survey limitations, the specific
barricrs and timingaccess issucs arc unclear. Even so. further developments in care
coordination, as discussed in OPM Carricr Letter 2022-04. and modcrnization of the claim
appeal process would provide an improved structure for addressing these and other access
Issues on an ongoing basis.

OPM May Already Require the Adoption of WPATH SOC

OPM states in Call Letter 2022-03 that FEHB plan proposals “must adopt an acceptable
standard of care™ which are “based on credible scientific evidence published in peer-
revicwed medical literature and generally recognized by the relevant medical community
and physician spccialty socicty recommendations.”™ Previously, in Carricr Letter 2021-
05, OPM stated that “FEHB Carriers must provide benefits for all covered services when
medically necessary for the covered member, including those who are transgender. FEHB
Carriers must be sensitive to the fact that cvery individual with gender dysphoria has
unique necds and the types of medically necessary services that the individual may require
will be specific to that individual.” To our knowledge, the only SOC that speaks to the
medical necessity, timing, and indications for specific GAC services and meets OPM’s
aforementioned criteria of an acceptable standard of carc is WPATII SOC-8. Without any

M See Supra Note 5,818 and Appendix C lor overview.

" See “Evidence based medicine and justice: a (ramework for looking at the impuct of EBM upon
vulnerable or disadvantaged groups™ available at

hitpsSwww . nebinlm il govipme/artcles/PMC L 733835/ pd v030p00 1 pdf

" See “Medicul Care of Trans und Gender Diverse Adults™ available at hups:/fenwayhealth.oreiwp-
contentiuplouds/Medical-Care-of-Trans-and-Gender-Diverse-Adulis-Spring-202 1 - | .pdf

* See “Overview of Teminizing hormone therapy™ available al
https://transcare.ucstedu/puidelines/feminizing-hormone-therapy

¥ See l.etter Number 2022-03_ p. 6-7 available at hitps:/iwww . opm.govshealthcare-
insurance/healthcarescarrierss2022/2022-03 pdt
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other aceeptable SOC that fulfills this function available, it follows that FEIIB carriers arc
already required to adopt WPATH for the functions that no other acceptable standard of
care have specified. Since only WPA'TH SOC-8 specifies medical necessity of specific
GACs, an FETIB plan cannot cxclude or deny a covered service on the basis of being TGD
or sccking it as part of a gender transition/affirmation provided that the covered service 1s
specified by WPA'TH as medically necessary.

For example, if a plan covers certain facial reconstruction surgeries, then the plan must
make them available on their plan as part of a gender transition. Another example is if a
plan offers breast reconstruction duc to a diagnosis of breast cancer, then the plan must
offer it due to diagnosis of gender dysphoria/incongruence. This requirement does not
mandate a carrier to offer any GAC services specified by WPATH, nor does it prevent a
carricr from denying a certain service duc to an individualized cvaluation of medical
nceessity, It docs, however, prevent carricrs from covering a service in once medically
necessary context but never in another. Explicitly requiring FEHB carriers to adopt
WPATH SOC-8 would ensure that the above requirements of Carrier Letter 21-05 and 22-
03 arc mct.

To not adopt the aspects of medical necessity, timing, or indications for certain GAC
services mentioned in the WPA'TH SOC-8 would leave a void carriers must fill with a
generally acceptable SOC for those aspects not adopted. If an FEHB carrier wishes to
depart from WPATH’s SOC in this manner, then the carrier should be required to submit
an alternate SOC to OPM for review that cxplains any departurcs from WPATH, how their
chosen SOC satisfies OPM’s criteria described in Call Letter 22-03, and how it
appropriately addresses the void that would be left by WPATH. PFS would greatly
appreciate being kept informed 1f OPM has alrcady or later determines onc or more SOC(s)
fulfill both the aforcmentioned criteria specified in the carrier letters and the provision of
details on indications, medical necessity and timing for GAC services (as in WPATH SOC-
8). PFS strongly recommends that only peer-reviewed research published by a credible
source, and which does not undermine the “core principles™’ of WPATII SOC-8, be
cligible to inform departures from WPATH’s SOC.*

Carriers Should Not Be Permitted to Rely on Sources that Do Not Meet OPM s Criteria
for Generally Acceptable SOC

A health insurancc carricr’s policics for GAC scrvices (in this document referred to as
“medical policies™) are often used in place of or as a proxy for WPATH SOC; thus, an
insurance carrier' s medical policy should be held to the same criteria for an acceptable

" 2022-03 Call Leiter specifies WPATH. the Endocrine Society, and the Fenway Institute as acceptable
entities lor their acceptable SOC. WPATH endorsed Endocrine Society’s guidelines lor gender-allirming
hormene therapy. See Chapter 12 and statement 5.6, WPATH also cites the Pediatric Endocrine Society.
T See Appendix WPATH SOC-% Core Principles {821)

" While WPATH acknowledges that their SOC ure intended io be flexible clinical guidelines and mention
that climical departures (rom the SOC may come about in 4 few situations {including a research protocol;
unique anatomic, social, or psychological situation: or an experienced health care professional’s evelving
method for handling a common situation), they require these departures be documented and explained to
the patient. See Supra Note 5 “Flexibility in the SOC™ on 856 of WPATH SOC-K,
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https://www.supremecourt.gov/DocketPDF
https://www.supremecourt.gov/opinions
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/comm-medical
https://palmcenterlcgacy.org/wp
http://www.dcanspade.net/wp-content/uploads/20
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https://woman.45
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https://authorities.42
https://treatment.41

Stephens, holding that transgender individuals cannot be fired because of their gender
identity. Also of note, the Northwest Justice Project was able to successfully represent
clients denied GAC under DSHS, but Medicaid recipients who did not have access to
Icgal scrvices were not successful.?! This further illustrates access issucs to GAC for
thosc who cannot afford legal scrvices.

PFS strongly recommends that FEHB carriers adopt WPATH SOC-8 in alignment with
OPM’ s requirements of providing medically necessary care undcer the guidelines of a peer-
reviewed SOC aligned with current medical guidelines and evidence.

Evidence Appraisal and Bias

SOC-8 asserts that “gender-affirming interventions are based on decades of clinical
expericnee and rescarch: therefore, they are not considered experimental, cosmctic, or for
the mere convenience of a patient. They are safe and effective at reducing gender
incongrucnce and gender dysphoria™ and cites 25 studics to support this claim.” As
mentioned, GAC 1s also endorsed by the APA, AMA, and most major U.S. medical
institutions as medically necessary care for TGD individuals.>” Claims to the contrary, for
which ITayces is a prominent cxample, should therefore be scrutinized for bias. Evidence
appraisal 1s an important method for evaluating treatment and allocation of resources
within the process of creating an HTA, similar to cvidence-bascd medicine.*** While
this proccss 18 undeniably important in cstablishing best practices in healtheare, it is not
without bias. Resource allocation in scientific funding and profit-driven research creates
significant disparitics in the amount and level of rescarch available on treatments and
healthcare issues for marginalized people groups.™ Research also suggests that even
designing an HTA to focus exclusively on efficacious treatments can lead to policy
decisions that undermine equity.? Since equity is not a variable in the analysis, it is not
an outcome that is pursued.* HTAs should include consideration of physician specialty
socicty recommendations, published SOCs and cquity issucs in their analysis and be
carcfully reviewed for bias when these clements arce absent or contradict existing
recomimendations.

10711326220190822151939369 TO%IOPRINT2019-¥-

22%,20Dr. % 20Paul®20M e Hugh®20Amicus™ 20 Bric %20 FINAL .pdl

¥ See “Heulth technology assessment and evidence-based medicine: what are we talking about?” Available
al hips://pubmed . nebinlm.nih. goyv/ 19523 187/

¥ See “EBM. HTA. and CER: Clearing the Conlusion™ available ut

httpsAwww.neblanlnnih. govipmedarticles/PMC29R0346¢

¥ Qee “Evidence bused medicine and justice: a (ramework for looking at the impact of EBM upon
vulnerable or disadvantaged groups™ available at

https:/fwww. nebi.nhm.nib.govipmedarticles PMC 1 733835/ pd w03 0p00 141 pdf

* See “Equity in HTA: what doesn’t get measured. gets marginalised™ available at
hitps:/fijhpr.biomedeentral.com/articles/ 10,1 186/513584-017-0162-3
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Lack of Gender-Inclusive Langunage in All Federal Employee Benefits Healthcare Plans

As acknowledged in OPM Carrier Letter 2022-04, words arc important. Language can
reveal and enforce harmful stereotypes, or it can be used to challenge prevailing norms and
conventions. By using gender inclusive language, we not only signal that we value equity
we can also help speak it into being, advancing social progress for people of all genders.
Whilc the CDC supports the adoption of more inclusive language for LGBTQIA+ pcople
through its public guidance, language specifying the use of “gender-affirming”™ when
referring to GAC remains absent under the current guidance. PFS appreciates the actions
taken by OPM thus far to cstablish standards of inclusive communication. PFS believe this
additional change supports greater inclusion to TGD individuals who do not feel their
transition related services constitute a reassignment of gender but merely an affirmation of
their gender.

Lack of Coverage of Family Building Services for LGBTQIA+ Federal Employees

LGBTQIA- people uniquely cxpericnee a high-cost barricr to building their familics,
cither through adoption or Assisted Reproductive Technology (ART) procedures such as
In Vitro Fertilization (IVF) and gestational surrogacy. Adoption costs are typically in the
$30,000-S60.000 range,™ and surrogacy can cost upwards of S120,000-8200,000.3" ART
is cspecially cxpensive for individuals who do not have the capacity to carry a child to
term, including cisgender men insamc sex rclationships and thosc pursuing single
fatherhood. The federal g¢overnment lags behind many private sector employers in
providing family-building benefits coverage. According to Mereer’s 2021 Survey on
Fertility Benefits, 61% of ecmployers with 500 or more employees cover some type of
infertility service. Meanwhile, the federal government’s fertility benefits are extremely
limited to cryopreservation in very limited circumstances and to some forms of artificial
insemination. In stark contrast, most FEHB plans offer low or no cost matemity coverage,
trom which many LGBTQIA~ familics arc excluded, resulting in incquitable coverage that
cffectively discriminates against LGBTQIA+ employces and familics.

PFS appreciates OPM’s newly stated requirement in carrier letter 2022-03, requiring
carricrs to cover possible 1atrogenic infertility, with the explicit inclusion of “infertility
associated with medical and surgical gender transition treatment.” Tlowever, to provide
equitable reproductive coverage for individuals of all sexual orientations and gender
identities, carriers must provide ART coverage to all individuals experiencing infertility,
explicitly including thosc in samc-sex partnerships or who arc otherwise unable to
reproduce without assistance duc to their unique family structurcs as LGBTQIA-
individuals.® In addition to expanding the definition of infertility and fully covering AR'T

" ULS. Department of Health and Human Services™ Children’s Bureau, Factsheet for Families: Planning
Sor Adoption: Knowing the Costs and Resources. June 2022, Available at

httpsAwww.ehildwellure. govipubpdfs/s costs.pdl

"I See Surrogacy Facts available at hitps:iiwww . pbs.orgfindependentlens/blog/surtogacy-facts-and-myths-
how-much-do-vou-knowy

"2 1n 2020. RESOIL.VE: The Naticnal Infertility Association, NCLR (the National Center for [esbian
Rights), and Men Having Babies drafted an inclusive definition of “infertility™ that is available online at:
https://menhavinebabies.ore/set-involvediadvocacy/fertilitv-equality?
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procedurcs, to achicve full cquity for LGBTQIA+ employces, FEHB carricrs should cover
a third-party egg donor or gestational surrogate receiving the services in place of the
covered individual (as 1s the case in live organ donation).

RESULTS
More Equitable Care for LGBTQIA+ Federal Employees

Adopting the recommendations below would significantly reduce unnecessary barriers to
care and promote access to quality care for LGBTQIA~ federal employees. Operating on
WPATII SOC-8 reduces stigmatizing protocols, treatiment delays. and unnccessary costs
for obtaining GAC.

Improved Health Outcomes

Increasing access and coverage to LGBTQIA+ competent medical and mental health
providers will improve health outcomes for LGBTQIA+ employees.

Reduction in Cost and Wait Times for Medically Necessary Care

Consistent coverage of these services will improve health outcomes for employcees, reduce
the financial burden of secking nceded care out-of-pocket, and reduce wait times for TGD
employees accessing medically necessary care.

Increased Hiring and Retention of Qualified LGBTQIA+ Employees

Reduced barricrs to comprehensive gender-affirming healthcare and family building
scrvices promotes diversity and inclusion in the federal workforee, which helps the federal
government hire and retain exceptionally qualified LGBTQIA— employees. The PFS
survey of federal cinploycees in need of gender-affirming healtheare for themsclves and/or
their dependents found that:

“nonfederal ecmployers offer health insurance that provides more robust
coverage of [gender-affirming healthcare], creating a strong incentive for
individuals seeking such care for themselves or their dependents to choose
carcers outside the federal government. Some respondents reported that
they considered carcers outside the federal government for this reason, and
we have no way to assess how many people might have left federal service
to obtain needed healthcare.™

Covering ART reduces high-risk pregnancies and associated costs, and benefits both
LGBTQIA~ and non-LGBTQIA+ employees.

Providing equitable family-building coverage allows the federal government to stay
competitive In attracting and retaining highly qualified LGBTQIA- employees, be
rccognized as a “family friendly” employer, support DETA cfforts. and mitigate the cost of




high-risk pregnancics. With rcgard to this last point, data show that without insurance
covering fertility treatiments, employees paying out of pocket for these procedures typically
try to maximize the chance of pregnancy by transferring multiple embryos, which can lead
to multiple births, increasing the chances of pre-term births, low birth weights, and time
spent in a nconatal intensive carce unit—ocxpenses that are ultimately covered by the
employer’s plan. According to the Mercer study cited above, since fertility coverage
expenses are offset by a reduction in high-risk pregnancies, the vast majority of
cmployers—97 percent—did not ¢xpericnee any ingreasc in costs after providing fertility
benetits.

Expanding FEHB to cover ART also benefits non-LGBTQIA+ women and cisgender
heteroscexual couples who experience difficulty conceiving or carrying a pregnancy to term,
which, according to the Centers for Discasc Control and Prevention, affects onc in cight
wommen of childbearing age.

Recommendations

RECOMMENDATION #1: REDUCE BARRIERS TO CARE FOR LGBTQIA-
COVERED LIVES
To reduce preauthorization barriers.”> OPM should:

¢ Rcquirc FEIIB carricrs to adopt the ICD-11 diagnostic code “gender incongruence”™
(HA60 and HA6Z) and related assessment standards for billing and authorization
of GAC. If carriers need time to implement this new diagnostic code, require they
transition their asscssment criteria for the cexisting diagnostic code “gender
dysphoria™ (F64) to that of “gender incongruence™ (HA60 and HA6Z).

¢ Rcquirc that FEHDB carricrs not excced the diagnosis and asscssiment requirements
of WPATII SOC-8 for GAC proccdures for the purposc of authorization, Of notc,
this includes changes to many current carrier authorization reguirements, including
but not limited to the following:

o For Trans and Gender Diverse (TGD) adults, the full diagnosis and
asscssment criteria may be completed by cither a competent medical or
mental HCP. Psychotherapy is never a requirement for GAC and no more
than one letter documenting that authorization criteria has been met may be
required (and, again, the lctter may be completed by cither a competent
medical or mental TTCP).

o Sex/gender markers on legal documents or paperwork, hormone levels
and/or duration on a hormonc treatinent/hormone suppression, or duration
of and/or plan for social transition arc not acceptable criteria for GAC
eligibility/authorization.

** See Preauthorization Barriers. p.5-7 for discussion
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o Agce-specific exclusions and parcntal/guardian consent arc not appropriate
authorization criteria. For adolescents, physiological attributes (Tanner
stage 2) and a multidisciplinary assessment  (that may involve
parcnts/guardians if deemed not harmful to the adolescent’s care) outlined
in Chapter 6 of WPATII SOC-8 arc the appropriate cligibility criteria for
adolescent GAC.

Disallow lifctime maximums and cxclusions on revisions and reversals for GAC
procedures in FEHB plans.

Rcquire carricrs to allow for authorization of adult GAC undcr the rationale of harm
reduction, requiring that asscssment for this be allowed by cither a single competent
medical or mental HCP with a master’s degree or greater per WPATH SOC-8.

To reduce care networks barriers.>* OPM should:

Rcquire carriers to maintain an accurate and accessible list of all in-nctwork mental
and mcdical IICP who provide GAC.

Require carriers to authorize robust, out-of-nctwork coverage options for the
asscssment and provision of GAC, including but not limited to reimburscment-
based coverage, for the purpose of reducing lengthy delays in the provision of such
care.

Require carricrs to authorize robust, out-of-nctwork coverage options, including
but not limited to reimbursement-based coverage, for the provision of culturally
competent psychotherapy.

Require carriers to provide members navigating GAC decisions access to care
coordinators with accurate information on in-network and out-of-network providers
and coverage options for carc.

Create government-funded travel options for accessing GAC for FEHB covered
lives needing access to GAC who are unable to access it due to state or local bans.

Provide remote work and relocation options for TGD government employees
affected by state or local bans on GAC.

To reduce claim appeals barriers.”> OPM should:

Create an casily accessible and uscr-fricndly online platform for OPM claim
appeals.

Require FEHD carriers to create online platforms for claim appeals with clcar links
to the claim appeal page on the carrier home page and step by step instructions
outlining how to successfully navigate the claim appeals process.

™ See lack of Sufficient Provider Network, page 7 for discussion.
" See Outdated Appeals Processes, page 8-9 for discussion,
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o (reate a claims appeals homepage on the OPM website and keep updated
information and training resources on the disputed claims process on the websitc.

* Implement methods to increase communication to consumers regarding the appeal
proccss by OPM and also require implementation by carricrs. Recommendced
mcthods include: reporting an cstimated time in which somcone submitting an
appeal should receive an acknowledgment that it has been received, acknowledging
the receipt of the appeal, reporting an expected wait time for an appeal verdict,
providing instructions for follow-up. and requiring that FEIIB plans include
standardized verbiage on how an cnrollce can appeal sustained FETIB coverage
denials with OPM.

o (reate highly visible annual awareness campaigns to improve consumer awareness
of the claim appeal process with both OPM and where to find information on the
appcal proccss in FETIB brochurcs.

RECOMMENDATION #2; PROMOTE QUALITY INEALTIHCARE FOR LGBTQIA +
COVERED LIVES
To promote access to quality sexual health,”® OPM should:
e Require FEHB carriers to cover all routine sexual health screenings, lab work, and
PrEP/PEDP interventions per CDC guidelines.

To ensure consistent coverage of comprehensive gender-affirming care,” OPM should:
e Require carriers to provide the full scope of GAC recommended by WPATH’s
SOC-8.* including initial/pre-op, preventative and follow-up care and related
tests/cxaminations, ™

* See Sexual Iealth, page 8 lor discussion.

T See Inconsistent Coverage for Comprehensive Gender-Atlinming Care, page 9-10 for discussion.

M eMedically necessary sender-attirming interventions.™ as detined by SQC-4, “include but are not limited
o hysterectomy - /- bilateral salpingo-oophorectomy: bilateral masicctomy, chest reconsiruction or
leminizing mammoplasty, nipple resizing or placement of breast prostheses: genital reconsiruction. tor
example. phalloplasty and metoidioplasty. scrotoplasty. und penile and iesiicular prosiheses, penectomy.
orchiectomy. vaginoplasty. and vulvoplasty: hair removal from the lace. body. and genital areas lor gender
allirmation or as part ol a preoperative preparation process: gender-allirming facial surgery and body
conlouring: voice therapy and/or surgery; as well us puberty blocking medication and gender-aflirming
hormenes; counseling or psychotherapeutic treatinent as appropriate lor the patient and based on a review
of the patient’s mdividual circumstances and needs.” {See S18 and Appendix E lor overview)

™ See “Transgender Medical Benefits™ available at

https:fwww wpath.ore/mediasems/Documents/ Public® s 20Policies/ 20186 June/Transpender*s20Meadical®s
20Benefits. pdf
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Require FEHB carriers to provide affordable coverage of the full scope of HRT
and puberty suppressing medications and administration methods as outlined by
Fenway Tlealth’s 2021 Mcdical Carc of Trans and Gender Diverse Adults.®

Enforce Carrier Letter 2021-05 that stipulates carriers “must provide benefits for
all covered services when medically necessary™ including the individualized needs
of TGD people. Additionally, enforee Call Letter 2022-03 that requires carricrs to
“adopt an acccptable standard of carc ... based on credible scientific cvidence
published in peer-reviewed medical literature and generally recognized by the
relevant medical community and physician specialty society recommendations.™!

Expand on Call Letter 2022-03 criteria for an acceptable SOC for GAC by also
requiring adherence to WPATH SOC-8 “core principles™®

Require carriers to adhere to a FEHB Plan Brochure Template that demonstrates
an explicit statement of coverage outlining the full out-of-pocket cost for each
gender-affirming procedure.

Require carriers to adhere to a FEHB Plan Brochure Template that utilizes the term
“gender-affirming™ in place of words such as “reassignment™ or “transformation™
when referring to transition-related care,

To promote equitable access to family building benefits and services for LGBTQIA—-
federal employees,* OPM should:

Require FEHB carriers to fully cover ART procedures such as [VF, artificial
insemination, egg, embryo, and sperm retrieval, collection, cryopreservation,
storage, thawing, and transfer, and gestational surrogacy. Carriers should also
cover the cost of obtaining donor sperm, donor cggs, and fertility drugs.

Require FEHB carriers to fully cover the diagnosis of infertility, using an inclusive
definition that includes not only a medical discasc or condition, but also a personal
status (i.c., a person’s mability to reproduce cither as a single individual or with
their parter without medical intervention). This means, for example, that a clinical
diagnosis of infertility based on heterosexual intercourse would not be required for
coverage,

Mandroderm pateh. Androgel packets, Androgel actuated pump, Testim tubes, testosterone underarm
solution, Testopel, testosterone undecanoate capsules {Jatenzo), Estradiol tablets, estradiol patches,
estradiol gel, estradiol valerate, estradiol cypionate. spironolactone. finasteride, dutasteride, bicalutamide.
GnRH agoenists (leuprolide, triptoreling, micronized progesterone { Prometrium).

™ See OPM May Already Require the Adoption of WPATH SOC. page 10-13 for discussion.

&' See Appendix WPATH SOC-8 Core Principles (S21)

4 See Lack ol Gender-Inclusive Language in All Federal Employee Benefits Heulthcare Plans. puge 13 for
discussion,

“ See l.ack of Coverage of Family Building Services for LGBTQIA+ Federal Employees, page 14 for
discussion,
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e Require FEHB carriers to cover a third-party egg donor or gestational surrogate
receiving the services in place of the covered individual (as 1s the case in live organ
donation).
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Appendix

ABOUT PFS

PFS 1s an interagency work group focused on cqual cmployment opportunity and
engagement related to sexual orientation, gender identity, and gender cxpression. PFS
contributes to achieving a diverse, gualified federal government workforce by establishing
a nctwork of practitioncrs, Special Finphasis Program Managers (SEPMs), Fqual
Employment Opportunity specialists, and Employee Resource Group leaders to collaborate
on inclusive workplace policies and best practices for everyone regardless of sexual
oricntation, gender identity, and gender expression. The mission of PFS 15 to provide a
forum for sharing best practices and resources and coordinating on federal diversity, equity,
inclusion, and acccssibility cfforts related to cqual opportunity for all members of the
lesbian, gay, bisexual, transgender, queer, intersex, ascxual plus (LGBTQIA+) community.
PFS works to support equal employment opportunity and engagement for all applicants
and employces, regardless of sexual orientation, gender identity, gender expression, race,
ethnicity, sex, religion, national origin, disability status, or any other protected class or
affinity. PFS is independent of any agency of the government and is nonpartisan and
independent of any other non-profit, political or lobbying group, association, or
organization.

PFS MEMBER SURVEY

In 2021, PFS conducted survey of federal cmployees about their expericnces obtaining
gender-affirming healthcare (GAHC) or transition-related care (1TRC) for themselves or
their dependents through their employer-based health plan. The survey results revealed
scrious dcficiencics in benefits under the current FEHB program. Among other findings,
our respondents identified several GAHC and TRC services that were unavailable via their
Federal Employee Healthcare Benefits (FEHB) program. Some respondents did not seek
mcdically nccessary care because their insurance plan brochure excluded coverage of it;
others filed claims that were denied. Other respondents reported significant out-of-pocket
expenses. Few knew how to appeal claim rejections to their insurer or to OPM, indicating
a nced for targeted training,

WPATH SOC-8 CORE PRINCIPLES (821)
General principles
e Be empowering and inclusive. Work to reduce stigma and facilitate access to

appropriate health care, for all who seek it;

e Respect diversity. Respect all clients and all gender identities. Do not pathologize
differences in gender identity or expression;
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e Respect universal human rights, including the right to bodily and mental integrity,
autonomy, and self-determination; freedom from discrimination and the right to
the highcest attainable standard of health.

Principles around developing and implementing appropriate services and accessible
health care
o Involve TGD people in the development and implementation of serviees;

o DBcecome aware of social, cultural, cconomic, and Icgal factors that might impact
the health (and health carc needs) of TGD people, as well as the willingness and
capacity of the person to access services;

e Providc hecalth carc (or refer to knowledgeable collcagucs) that affirms gender
identitics and expressions. including health care that reduces the distress associated
with gender dysphoria (if this is present);

e Reject approaches that have the goal or cffect of conversion, and avoid providing
any direct or indirect support for such approaches or services

Principles around delivering competent services

e Become knowledgeable (get training, where possible) about the health care needs
of transgender and gender diverse people, including the benefits and risks of
gender-affirming care;

e Match the trcatment approach to the specific needs of clients, particularly their
goals for gender identity and expression;

e Focus on promoting health and well-being rather than solely the reduction of
gender dysphoria, which may or may not be present;

e (Commit to harm reduction approaches where appropriatc;

e FEnable the full and ongoing informed participation of transgender and gender
diverse people in decisions about their health and well-being:

e Improve cxpericnces of health services. including thosce associated with
administrative systems and continuity of carc.

Principles around working towards improved health through wider community
approaches
o Put pecople in touch with communitics and peer support nctworks:

e Support and advocatc for clients within their familics and communitics (schools,
workplaces, and other scttings) where appropriate
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Case 3:20-cv-06145-RJB Document 146 Filed 12/19/22 Page 1 of 21

UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF WASHINGTON

AT TACOMA
C. P., by and through his parents, Patricia CASE NO. 3:20-cv-06145-RJB
Pritchard and Nolle Pritchard, individually
and on behalf of others similarly situated; ORDER ON CROSS MOTIONS
and PATRICIA PRITCHARD, FOR SUMMARY JUDGMENT

Plaintiff,
v,

BLUE CROSS BLUE SHIELD OF
ILLINOIS,

Defendant.

This matter comes before the Court on the Defendant Blue Cross Blue Shield of Illinois’
(“Blue Cross™) Motion for Summary Judgment {Dkt. 87), and the Plaintiffs” Cross Motion for
Summary Judgment (Dkt. 96), and Plaintiffs’ motion to strike (Dkt. 126). The Court has
considered the pleadings filed in support of and in opposition to the motions, oral argument
heard on 12 December 2022, and the file herein.

In this case, Plaintiffs C.P., a transgender male, and his mother, Patricia Pritchard, claim

that Blue Cross violated the anti-discrimination provision of the Affordable Care Act (“ACA™),

ORDER ON CROSS MOTIONS FOR SUMMARY JUDGMENT - 1
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Case 3:20-cv-06145-RJB Document 146 Filed 12/19/22 Page 21 of 21

o Defendant Blue Cross’s Motion for Summary Judgment (Dkt. 87) IS GRANTED
as to the Plaintiffs’ emotional distress claims and DENIED in all other respects;
and

e The Plaintiffs’ Cross Motion for Summary Judgment (Dkt. 96) IS GRANTED to
the extent listed herein.

The Clerk is directed to send uncertified copies of this Order to all counsel of record and
to any party appearing pro se at said party’s last known address.
Dated this 19" day of December, 2022.

ol e

ROBERT J. BRYAN
United States District Judge

ORDER ON CROSS MOTIONS FOR SUMMARY JUDGMENT - 21
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About this report

This interim report represents the work

of the independent review of gender
identity services for children and young
people to date. It reflects a point in time. It
does not set out final recommendations;
these will be developed over the

coming months, informed by our formal
research programme.

This Review is forward looking. Its role is

to consider how to improve and develop

the future clinical approach and service
model. However, in order to do this, it is
first necessary to understand the current
landscape and the reasons why change is
needed, so that any future model addresses
existing challenges, whilst retaining

those features that service users and the
professionals supporting them most value.

This report is primarily for the
commissioners and providers of services for
children and young people needing support
around their gender. However, because

of the wide interest in this topic, we have
included some explanations about how
clinical service development routinely takes
place in the NHS, which sets the context for
some of our interim advice.

About this report

The care of this group of children and
young people is everyone's business.
We therefore encourage the wider clinical
community to take note of our work and
consider their own roles in providing the
best holistic support to this population.

Since the Review began, it has focused
on hearing a wide range of perspectives
to better understand the challenges within
the current system and aspirations for how
these could be addressed. This report does
not contain all that we have heard during
our listening sessions but summarises
consistent themes. These conversations
will continue throughout the course of

the Review and there will be further
opportunities for stakeholders to engage
and contribute.

It is important to note that the references
cited in this report do not constitute a
comprehensive literature review and are
included only to clarify why specific lines
of enquiry are being pursued, and where
there are unanswered questions that will
be addressed more fully during the life of
the Review. A formal literature review is
one strand of the Review’'s commissioned
work, and this will be reported in full
when complete.
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A note about language

There is sometimes no consensus on

the best language to use relating to this
subject. The language surrounding this area
has also changed rapidly and young people
have developed varied ways of describing
their experiences using different terms and
constructs that are relevant to them.

The Review tries as far as possible to use
language and terms that are respectful
and acknowledge diversity, but that also
accurately illustrate the complexity of what
we are trying to describe and articulate.

The terms we have used may not always
feel right to some; nevertheless, it is
important to emphasise that the language
used is not an indication of a position being
taken by the Review. A glossary of terms

is included.

The Review is cognisant of the broader
cultural and societal debates relating to the
rights of transgender adults. It is not the role
of the Review to take any position on the
beliefs that underpin these debates. Rather,
this Review is strictly focused on the clinical
services provided to children and young
people who seek help from the NHS to
resolve their gender-related distress.



A letter to children and young people

A letter to children and
young people

Children and young people accessing
the NHS deserve safe, timely and
supportive services, and clinical staff
with the training and expertise to
meet their healthcare needs.

Dr Hilary Cass

| understand that as you read this letter some of you may be anxious because you are waiting
to access support from the NHS around your gender identity. Maybe you have tried to get help
from your local services, or from the Gender Identity Development Service (GIDS), and because
of the long waiting lists they have not yet been able to see you. | hope that some of you have
had help — maybe from a supportive GP, a local Child and Adolescent Mental Health Service
(CAMHS), or from GIDS.

| have heard that young service users are particularly worried that | will suggest that services
should be reduced or stopped. | want to assure you that this is absolutely not the case — the
reverse is true. | think that more services are needed for you, closer to where you live. The
GIDS staff are working incredibly hard and doing their very best to see you as quickly as
possible but providing supportive care is not something that can be rushed — each young person
needs enough time and space for their personal needs to be met. So, with the best will in the
world, one service is not going to be able to respond to the growing demand in a timely way.

| am advising that more services are made available to support you. But | must be honest; this
is not something that can happen overnight, and | can’'t come up with a solution that will fix the
problems immediately. However, we do need to start now.

The other topic that | know is worrying some of you is whether | will suggest that hormone
treatments should be stopped. On this issue, | have to share my thoughts as a doctor. We
know quite a bit about hormone treatments, but there is still a lot we don’t know about the long-
term effects.
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Whenever doctors prescribe a treatment, they want to be as certain as possible that the benefits
will outweigh any adverse effects so that when you are older you don't end up saying ‘Why did
no-one tell me that that might happen?’ This includes understanding both the risks and benefits
of having treatment and not having treatment.

Therefore, what we will be doing over the next few months is trying to make sense of all the
information that is available, as well as seeing if we can plug any of the gaps in the research.
I am currently emphasising the importance of making decisions about prescribing as safe as
possible. This means making sure you have all the information you need — about what we do
know and what we don't know.

Finally, some of you may want the chance to talk to me and share your thoughts about how
services should look in the future. Over the coming months we will need your help and there will
be opportunities to get involved with the Review, so please keep an eye on our website
(www.cass.independent-review.uk)}, where we will provide updates on our work.

e

Dr Hilary Cass, OBE
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Introduction from the Chair

Introduction from the Chair

Anyone with an interest in the care of gender-questioning children and young people, as well as
those with lived experience, may have wondered what qualifies me to take on this Review, and
whether | have a pre-existing position on this subject.

| am a paediatrician who was in clinical practice until 2018, my area of specialism being
children and young people with disability. | have also held many management and policy roles
throughout my career, most notably as President of the Royal College of Paediatrics and Child
Health (RCPCH) from 2012-15.

Children’s services are often at a disadvantage in healthcare because health services are
usually designed around the needs of adults. As President of RCPCH, a key part of my role was
to advocate for services to be planned with children and families at their heart.

I have not worked in gender services during my career, but my strong focus on hearing the
voice of service users, supporting vulnerable young people, equity of access, and strong clinical
standards applies in this area as much as in my other work.

With this in mind, the aim of the Review is to ensure that children and young people who are
experiencing gender incongruence or gender-related distress receive a high standard of NHS
care that meets their needs and is safe, holistic and effective.

| have previously set out the principles governing this Review process, namely that:

¢ The welfare of the child and young person will be paramount in all considerations.
¢ Children and young people must receive a high standard of care that meets their needs.

¢ There will be extensive and purposeful stakeholder engagement, including ensuring that
children and young people can express their own views through a supportive process.

e The Review will be underpinned by research and evidence, including international models of
good practice where available.

¢ There will be transparency in how the Review is conducted and how
recommendations are made.

¢ There are no pre-determined outcomes with regards to the recommendations the
Review will make.
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Introduction from the Chair

parents and carers, some of whom are experiencing considerable distress. Clinicians providing
their treatment and care are also under pressure and cannot sustain the current workload. As
such, I know the time | am taking to complete this Review and make recommendations will be
difficult for some, but it is necessary.

| wrote to NHS England in May 2021 (Appendix 2) setting out some more immediate
considerations whilst awaiting my full recommendations. This report builds on that letter and
looks to provide same further interim advice.

Through our research programme, the Review team will continue to examine the literature and,
where possible, will fill gaps in the existing evidence base. However, there will be persisting
evidence gaps and areas of uncertainty. We need the engagement of service users, support and
advocacy groups, and professionals across the wider workforce to work with us in the coming
months in a collaborative and open-minded manner in order to reach a shared understanding

of the problems and an agreed way forward that is in the best interests of children and

young people.

My measure of success for this Review will be that this group of children and young people
receive timely, appropriate and excellent care, not just from specialists but from every
healthcare professional they encounter as they take the difficult journey from childhood

to adulthood.
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Conceptual understanding
and consensus about the
meaning of gender dysphoria

1.6. In clinical practice, a diagnosis of
gender dysphoria is currently based on an
operational definition, using the criteria set
out in DSM-5 (Appendix 3). Some of these
criteria are seen by some as outdated in
the context of current understanding about
the flexibility of gender expression.

1.7. At primary, secondary and specialist
level, there is a lack of agreement, and in
many instances a lack of open discussion,
about the extent to which gender
incongruence in childhood and
adolescence can be an inherent and
immutable phenomenon for which transition
is the best option for the individual, or a
more fluid and temporal response to a
range of developmental, social, and
psychological factors. Professionals’
experience and position on this spectrum
may determine their clinical approach.

1.8. Children and young people can
experience this as a ‘clinician lottery’, and
failure to have an open discussion about
this issue is impeding the development of
clear guidelines about their care.

Service capacity and delivery

1.9. Arapid change in epidemiology and an
increase in referrals means that the number
of children seeking help from the NHS is
now outstripping the capacity of the single
national specialist service, the Gender
Identity Development Service

(GIDS) at The Tavistock and Portman NHS
Foundation Trust.

16

1.10. The mix of young people presenting
to the service is more complex than seen
previously, with many being neurodiverse
and/or having a wide range of psychosocial
and mental health needs. The largest
group currently comprises birth-registered
females first presenting in adolescence with
gender-related distress.

1.11. Until very recently, any local
professional, including non-health
professionals, could refer to GIDS,

which has meant that the quality and
appropriateness of referrals lacks
consistency, and local service provision has
remained patchy and scarce.

1.12. The staff working within the specialist
service demanstrate a high level of
commitment to the population they serve.
However, the waiting list pressure and lack
of consensus development on the clinical
approach, combined with criticism of the
service, have all resulted in rapid turnover
of staff and inadequate capacity to deal
with the increasing workload. Capacity
constraints cannot be addressed through
financial investment alone; there are some
complex workforce {recruitment; retention;
and training) and cultural issues to address.

1.13. Our initial work has indicated that
many professionals working at primary and
secondary level feel that they have the
transferable skills and the commitment to
offer more robust suppaort to this group of
children and young people, but are nervous
about doing so, partly because of the lack
of formal clinical guidance, and partly due
to the broader societal context.



1.14. Primary and secondary care staff
have told us that they feel under pressure
to adopt an unquestioning affirmative
approach and that this is at odds with the
standard process of clinical assessment
and diagnosis that they have been trained
to undertake in all other clinical encounters.

1.15. Children and young peaple

are waiting lengthy periods to access
GIDS, during which time some may

be at considerable risk. By the time
they are seen, their distress may have
worsened, and their mental health may
have deteriorated.

1.16. Another significant issue raised with
us is one of diagnostic overshadowing —
many of the children and young people
presenting have complex needs, but once
they are identified as having gender-related
distress, other important healthcare issues
that would normally be managed by local
services can sometimes be overlooked.

1.17. The current move to adult services at
age 17-18 may fall at a critical time in the
young person’s gender management. In
contrast, young people with neuradiversity
often remain under children’s services until
age 19 and some other clinical services
continue to mid-20s. Further consideration
will be needed regarding the age of transfer
to adult services.

Summary and interim advice

Service standards

1.18. The Multi-Professional Review Group
(MPRG), set up by NHS England to ensure
that procedures for assessment and for
informed consent have been properly
followed, has stated that the following areas
require consideration:

e From the point of entry to GIDS there
appears to be predominantly an
affirmative, non-explaratory approach,
often driven by child and parent
expectations and the extent of social
transition that has developed due fo the
delay in service provision.

e From documentation provided to the
MPRG, there does not appear to be a
standardised approach to assessment or
progression through the process, which
leads to potential gaps in necessary
evidence and a lack of clarity.

s There is limited evidence of mental
health or neurodevelopmental
assessments being routinely
documented, or of a discipline of formal
diagnostic or psychological formulation.

¢ Of 44 submissions received by
the MPRG, 31% were not initially
assured due to lack of safeguarding
information. And in a number of cases
there were specific safeguarding
concerns. There do not appear to
be consistent processes in place to
work with other agencies to identify
children and young people and families
who may be vulnerable, at risk and
require safeguarding.
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e Appropriate clinical experts need to be
involved in informing decision making.

1.19. Many of these issues were also

highlighted by the Care Quality Commission

(CQC) in 2020.2

International comparisons

1.20. The Netherlands was the first
country to provide early endocrine
interventions (now known internationally
as the Dutch Approach). Although GIDS
initially reported its approach to early
endocrine intervention as being based on
the Dutch Approach,® there are significant
differences in the NHS approach. Within
the Dutch Approach, children and young
people with neurodiversity and/or complex
mental health problems are routinely given
therapeutic support in advance of, or when
considered appropriate, instead of early
hormone intervention. Whereas criteria to
have accessed therapeutic support prior
to starting hormone blocking treatment

do not appear to be integral to the

current NHS process.

1.21. NHS endocrinologists do not
systematically attend the multi-disciplinary
meetings where the complex cases that

may be referred to them are discussed, and

until very recently did not routinely have

direct contact with the clinical staff member
who had assessed the child or young
person. This is not consistent with some
international approaches for this group

of children and young people, or in other
multi-disciplinary models of care across
paediatrics and adult medicine where
challenging decisions about life-changing
interventions are made.*®

1.22. In the NHS, once young people

are started on hormone treatment, the
frequency of appointments drops off rather
than intensifies, and review usually takes
place quarterly. Again, this is different to
the Dutch Approach.® GIDS staff would
recommend more frequent contact during
this period, but the fall-off in appointments
reflects a lack of service capacity, with
the aspiration being for more staff time to
remedy this situation.

Existing evidence base

1.23. Evidence on the appropriate
management of children and young people
with gender incongruence and dysphoria
is inconclusive both nationally and
internationally.

2 Care Quality Commission {2021). The Tavistock and Portman NHS Foundation Trust Gender |dentity Service

Inspection Report. London: CQC.

? de Vries ALC, Cohen-Kettenis PT {2012}. Clinical management of gender dysphoria in children and adolescents:

the Duich approach. J Homosex 58: 301-320. DOI: 10.1080/00218369.2012.653300.

* Ibid.

5 Kyriakou A, Nicolaides NC, Skordis N {2020). Current approach to the clinical care of adolescents with gender

dysphoria. Acta Bicmed 91(1): 1656-75. DOI: 10.23750/abm.v81i1.9244.

& de Vries ALC, Cohen-Kettenis PT {2012}. Clinical management of gender dysphoria in children and adolescents:
the Dutch approach. J Homosex 59: 301-320. DOI: 10.1080/00918369.2012.653300.
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1.24. Alack of a conceptual agreement
about the meaning of gender dysphoria
hampers research, as well as NHS clinical
service provision.

1.25. There has not been routine and
consistent data collection within GIDS,
which means it is not possible to accurately
track the outcomes and pathways

that children and young people take
through the service.

1.26. Internationally as well as nationally,
longer-term follow-up data on children and
young people who have been seen by
gender identity services is limited, including
for those who have received physical
interventions; who were transferred to adult
services and/or accessed private services;
or who desisted, experienced regret or
detransitioned.

1.27. There has been research on the
short-term mental health outcomes and
physical side effects of puberty blockers
for this cohort, but very limited research
on the sexual, cognitive or broader
developmental outcomes.’

1.28. Much of the existing literature about
natural history and treatment outcomes
for gender dysphoria in childhood is
based on a case-mix of predominantly
birth-registered males presenting in early
childhood. There is much less data on the
more recent case-mix of predominantly

Summary and interim advice

birth-registered females presenting in
early teens, particularly in relation to
treatment and outcomes.

1.29. Aspects of the literature are open to
interpretation in multiple ways, and there
is a risk that some authors interpret their
data from a particular ideological and/or
theoretical standpoint.

The mismatch between
service user expectations and
clinical standards

1.30. By the time children and young
people reach GIDS, they have usually had
to experience increasingly long, challenging
waits to be seen.® Consequently, some

feel they want rapid access to physical
interventions and find having a detailed
assessment distressing.

1.31. Clinical staff are governed by
professional, legal and ethical guidance
which demands that certain standards are
met before a treatment can be provided.
Clinicians carry responsibility for their
assessment and recommendations,

and any harm that might be caused o a
patient under their care. This can create
a tension between the aspirations of the
young person and the responsibilities
of the clinician.

7 National Institute for Health and Care Excellence {2020). Evidence Review: Gonadotrophin Releasing Hormone
Analogues for Children and Adclescents with Gender Dysphoria.

& Care Quality Commission (2021). The Tavistock and Portman NHS Foundation Trust Gender |dentity Service

Inspection Report. London: CQC.
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Interim advice

1.32. The Review considers that there are
some areas where there is sufficient clarity
about the way forward and we are therefore
offering some specific observations and
interim advice. The Review will work with
NHS England, providers and the broader
stakeholder community to progress action
in these areas.

Service model

1.33. It has become increasingly clear that
a single specialist provider model is not a
safe or viable long-term option in view of
concerns about lack of peer review and the
ability to respond to the increasing demand.

1.34. Additionally, children and young
people with gender-related distress have
been inadvertently disadvantaged because
local services have not felt adequately
equipped to see them. It is essential

that they can access the same level of
psychological and social support as any
other child or young person in distress, from
their first encounter with the NHS and at
every level within the service,

1.35. A fundamentally different service
model is needed which is more in line

with other paediatric provision, to provide
timely and appropriate care for children
and young people needing support around
their gender identity. This must include
support for any other clinical presentations
that they may have.

20

1.36. The Review supports NHS England’s
plan to establish regional services, and
welcomes the move from a single highly
specialist service to regional hubs,

1.37. Expanding the number of providers
will have the advantages of:

e creating networks within each area to
improve early access and support;

¢ reducing waiting times for specialist care;

¢ building capacity and training
opportunities within the workforce;

e developing a specialist network
to ensure peer review and shared
standards of care; and

e providing opportunities to establish
a more formalised service
improvement strategy.

Service provision

1.38. The primary remit of NHS England’s
proposed model is for the regional hubs to
provide support and advice to referrers and
professionals. However, it includes limited
provision for direct contact with children and
young people and their families.



Summary and interim advice

The Review advises that the regional
centres should be developed, as
soon as feasibly possible, to become
direct service providers, assessing
and treating children and young
people who may need specialist
care, as part of a wider pathway.
The Review team will work with NHS
England and stakeholders to further
define the proposed model and
workforce implications.

4: Regional training programmes
should be run for clinical practitioners
at all levels, alongside the online
training modules developed by
Health Education England (HEE). In
the longer-term, clearer mapping of
the required workfarce, and a series
of competency frameworks will need
to be developed in collaboration with
relevant professional organisations.

Each regional centre will need

to develop links and work
collaboratively with a range of local
services within their geography to
ensure that appropriate clinical,
psychological and social support is
made available to children and young
people who are in early stages of
experiencing gender distress.

Clear criteria will be needed for
referral to services along the
pathway from primary to tertiary care
so that gender-questioning children
and young people who seek help
from the NHS have equitable access
to services.

Data, audit and research

1.39. Alack of routine and consistent data
collection means that it is not possible

to accurately track the outcomes and
pathways children and young people take
through the service. Standardised data
collection is required in order to audit
service standards and inform understanding
of the epidemiology, assessment and
treatment of this group. This, alongside a
national network which brings providers
together, will help build knowledge and
improve outcomes through shared clinical
standards and systematic data collection.
In the longer-term, formalisation of such a
network into a learning health system?® with
an academic host would mean that there
was systematised use of data to produce
a continuing research programme with
rapid translation into c¢linical practice and a
focus on training.

9 Scobie S, Castle-Clarke S (2019). Implementing learning health systems in the UK NHS: Policy actions to improve
collaboration and transparency and support innovation and better use of analytics. Learning Health Systems 4(1):
€10209. DOI:10.1002/rh2.10209.
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The regional services should
have regular co-ordinated
national provider meetings and
operate to shared standards and
operating procedures with a view
to establishing a formal learning
health system.

Existing and future services should
have standardised data collection in
order to audit standards and inform
understanding of the epidemiology,
assessment and treatment of this
group of children and young people.

Clinical approach
Assessment processes

1.40. We have heard that there

are inconsistencies and gaps in the
assessment process. Our work to date
has also demonstrated that clinical staff
have different views about the purpose of
assessment and where responsibility lies
for different components of the process
within the pathway of care. The Review
team has commenced discussions with
clinical staff across primary, secondary and
tertiary care to develop a framework for
these processes.

Prospective consent of children

and young people should be

sought for their data to be used for
continuous service development, o
track outcomes, and for research
purposes. Within this model, children
and young people put on hormone
treatment should be formally followed
up into adult services, ideally as part
of an agreed research protocol, to
improve outcome data.

8: There needs to be agreement and
guidance ahbout the appropriate
clinical assessment processes
that should take place at primary,
secondary and tertiary level,

22

9: Assessments should be respectful of
the experience of the child or young
person and be developmentally
informed. Clinicians should remain
open and explore the patient’s
experience and the range of support
and treatment options that may
best address their needs, including
any specific needs of neurodiverse

children and young people.




Hormone treatment

1.41. The issues raised by the Multi-
Professional Review Group echo several
of the problems highlighted by the CQC. It
is essential that principles of the General
Medical Council’'s Good Practice in
Prescribing and Managing Medicine’s and
Devices' are closely followed, particularly
given the gaps in the evidence base
regarding hormone treatment. Standards
for decision making regarding endocrine
treatment should also be consistent with
international best practice." 213

Summary and interim advice

11: Currently paediatric endocrinologists
have sole responsibility for
treatment, but where a life-changing
intervention is given there should
also be additional medical
responsibility for the differential
diagnosis leading up to the
treatment decision.

10: Any child or young person being
considered for hormone treatment
should have a formal diagnosis and
formulation, which addresses the
full range of factors affecting their
physical, mental, developmental
and psychosocial wellbeing. This
formulation should then inform what
options for support and intervention
might be helpful for that child or
young person.

1.42. Paediatric endocrinologists
develop a wide range of knowledge
within their paediatric training, including
safeguarding, child mental health, and
adolescent development. Being party to the
discussions and deliberations that have led
up to the decision for medical intervention
supports them in carrying out their legal
responsibility for consent to treatment and
the prescription of hormones.

12: Paediatric endocrinologists should
become active pariners in the
decision making process leading up
to referral for hormone treatment by
participating in the multidisciplinary
team meeting where children being
considered for hormone treatment
are discussed.

® General Medical Council {2021}. Gooed practice in prescribing and managing medicines and devices (76-78}.

" Hembree WC, Cohen-Kettenis PT, Gooren L, Hannema SE, Meyer WJ, Murad MH, et al (2017}. Endocrine
treatment of gender-dysphoric/gender-incongruent persons. an Endocrine Society clinical practice guideline. J Clin

Endocrinol Metab 102{11): 3869-903. DOI: 10.1210/jc.2017-01658.
2 Cohen-Kettenis PT, Steensma TD, de Vries ALC (2001). Treatment of adolescents with gender dysphoria in the
Netherlands. Child Adolesc Psychiatr Clin N Am 20: 689-700. DOI: 10.1016/.chc.2011.08.001.

' Kyriakou A, Nicolaides NC, Skordis N (2020}. Current appreach to the clinical care of adolescents with gender
dysphoria. Acta Biomed 91(1): 165-75. DOI: 10.23750/abm.v81i1.9244.
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1.43. Given the uncertainties regarding
puberty blockers, it is particularly important
to demonstrate that consent under this
circumstance has been fully informed

and to follow GMC guidance' by keeping
an accurate record of the exchange

of information leading to a decision in
order to inform their future care and to
help explain and justify the clinician’s
decisions and actions.

13: Within clinical notes, the stated
purpose of puberty blockers as
explained to the child or young
person and parent should be
made clear. There should be clear
documentation of what information
has been provided to each child or
young person on likely outcomes and
side effects of all hormone treatment,
as well as uncertainties about longer-
term outcomes.

14: In the immediate term the Multi-
Professional Review Group
(MPRG) established by NHS
England should continue to review
cases being referred by GIDS to
endocrine services.

™ General Medical Council (2020}. Decision making and consent.
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Transgender, non-hinary and
gender fluid adults

2.1. NHS clinical services to support
transgender adults with hormone treatment
and subsequent surgery began in 1966.

2.2. Services were initially established
within a mental health model, in conjunction
with endocrinology and surgical services.

2.3. Currently, NHS services for
transgender adults do not have adequate
capacity to cope with demand.' In addition,
the broader healthcare needs of this group
are not well met. This is important in the
context of the current generation of gender-
guestioning children and young people in
that there are now two inflows into adult
services — individuals transitioning in
adulthood, and those moving through from
children’s services.

2.4. Legal rights and protections for
transgender people lagged behind the
provision of medical services, with the
Gender Recognition Act 2004 coming into
force in April 2005. Over the last few years,
broader discussions about transgender
issues have been played out in public,
with discussions becoming increasingly
polarised and adversarial. This polarisation
is such that it undermines safe debate and
creates difficulties in building consensus.

2.5. ltis not the role of this Review to take
any position on the cultural and societal
debates relating to transgender adults.
However, in achieving its objectives there
is a need to consider the information and
support that children and young people
access from whatever source, as well as
any pressures that they are subject to,
before they access clinical services.

Terminology and diagnostic
frameworks

2.6. The Office for National Statistics
defines sex as “referring to the biological
aspects of an individual as determined
by their anatomy, which is produced by
their chromosomes, hormones and their
interactions; generally male or female;
something that is assigned at birth”.*®

2.7. The Office for National Statistics
defines gender as “a social construction
relating to behaviours and atiributes
based on labels of masculinity and
femininity; gender identity is a personal,
internal perception of oneself and so
the gender category someone identifies
with may not match the sex they were
assigned at birth".""

2.8. Societal attitudes towards gender
roles and gender expression are changing.
Children, teenagers and younger adults
may more commonly see gender as a
fluid, multi-faceted phenomenon which

'* Gender ldentily Clinic, The Tavistock and Portman NHS Foundation Trust. Waiting times.
e Office for National Statistics (2019). What is the difference between sex and gender?

" |bid.
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does not have to be binary, whereas older
generations have tended to see gender as
binary and fixed. It is not unusual for young
people to explore both their sexuality and
gender as they go through adolescence
and early adulthood before developing a
more settled identity. Many achieve this
without experiencing significant distress or
requiring support from the NHS, but this is
not the case for all.

2.9. For those who require support from
the NHS, there are two widely used
frameworks which provide diagnostic
criteria. The International Classification of
Diseases (ICD), which is the World Health
Organization (WHQO)} mandated health data
standard, and the Diagnostic and Statistical
Manual of Mental Disorders (DSM), which
is the classification system for mental
health disorders produced by the American
Psychiatric Association. The current
editions of these manuals — ICD-11 and
DSM-5 — came into effect in January 2022
and 2013 respectively.

2.10. ICD-11" has attempted to
depathologise gender diversity, removing
the term ‘gender identity disorders’ from
its mental health section and creating

a new section for gender incongruence
and transgender identities in a chapter
on sexual health. These changes are
part of a much broader societal drive to
remove the stigma previously associated
with transgender healthcare. [CD-11

Context

defines gender incongruence as being
“characterised by a marked incongruence
between an individual’'s experienced/
expressed gender and the assigned sex.”
Gender variant behaviour and preferences
alone are not a basis for assigning the
diagnosis. The full criteria for gender
incongruence of childhood and gender
incongruence of adolescence or adulthood
are listed in Appendix 3.

2.11. DSM-5" is currently the framework
used to diagnose gender dysphoria. This
diagnostic category describes gender
dysphoria as “the distress that may
accompany the incongruence between
one’s experienced or expressed gender
and one's assigned gender”. A diagnosis
of gender dysphoria is usually deemed
necessary before a young person can
access hormone treatment, and criteria are
listed in Appendix 3.

Conceptual understanding
of gender incongruence in
children and young people

2.12. Children and young people
presenting to gender identity services

are not a homogeneous group. They

vary in their age at presentation, their
cultural background, whether they identify
as binary, non-binary, or gender fluid,
whether they are neurodiverse and in a
host of other ways.

¥ World Health Organization (2022}. International Classification of Diseases Eleventh Revision.

'* American Psychiatric Association (2013}. Diagnostic and Statistical Manual of Mental Health Disorders:

DSM-5™, 5th ed.
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2.13. Some children and young people may
thrive during a period of gender-questioning
whilst for others it can be accompanied

with a level of distress that can have a
significant impact on their functioning

and development.

2.14. Alongside these very varied
presentations, it is highly unlikely that a
single cause far gender incongruence
will be found. Many authors view gender
expression as a result of a complex
interaction between biological, cultural,
sacial and psychological factors.

2.15. Despite a high level of agreement
about these points, there are widely
divergent and, in some instances, quite
polarised views among Service users,
parents, clinical staff and the wider public
about how gender incongruence and
gender-related distress in children and
young people should be interpreted, and
this has a bearing on expectations about
clinical management.

2.16. These views will be influenced by
how each individual weighs the balance

of factors that may lead to gender
incongruence, and the distress that may
accompany it. Beliefs about whether

it might be inherent and/or immutable,
whether it might be a transient response to
adverse experiences, whether it might be
highly fluid and/or likely to change in later
adolescence/early adulthood, etc will have

a profound influence on expectations about
treatment options.?®

2.17. All of these views may be overlaid
with strongly held concerns about children’s
and young people’s rights, autonomy,
and/or protection.

2.18. The disagreement and polarisation

is heightened when potentially irreversible
treatments are given to children and young
people, when the evidence base underlying
the treatments is inconclusive, and when
there is uncertainty about whether, for any
particular child or young person, medical
intervention is the best way of resolving
gender-related distress.

2.19. As with many other contemporary
polarised disagreements, the situation is
exacerbated when there is no space to
have open, non-judgemental discussions
about these differing perspectives. A key
aim of this review process will be to
encourage such discussions in a safe and
respectful manner so that progress can be
made in finding solutions.

2 Wren B (2019). Notes on a crisis of meaning in the care of gender-diverse children. In: Hertzmann L, Newbigin J
{eds} Sexuality and Gender Now: Moving Beyond Heteronormativity. Routledge.
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Current service model for
gender-questioning children
and young people

3.1. Currently there are no locally or
regionally commissioned services for
children and young people who seek
help from the NHS in managing their
gender-related distress. Within primary
and secondary care, some clinical staff
have more interest and expertise in initial
management of this group of young
people, but such individuals are few

and far between.

3.2. The pathway for NHS support
around gender identity for children and
young people is designated as a highly
specialised service.?’ The Gender |dentity
Development Service (GIDS) at the
Tavistock and Portman NHS Foundation
Trust is commissioned by NHS England to

provide specialist assessment, support and,

where appropriate, harmone intervention
for children and young people with gender
dysphoria. It is the only NHS provider of
specialist gender services for children
and young people in England. The Trust
runs satellite bases in Leeds and Bristol.
Until recently GIDS accepted referrals
from multiple sources, for example, GPs,
secondary care, social care, schools, and
support and advocacy groups, which is
unusual for a specialist service.

3.3. Children and young people are
assessed by two members of the GIDS
team who may be any combination of
psychologists, psychotherapists, family
therapists, or social workers. If there is
uncertainty about the right approach,
individual cases may be discussed in a
complex case meeting. Those deemed
appropriate for physical interventions are
referred on to the endocrine team; under
the current Standard Operating Procedure
(SOPY), this decision requires a multi-
disciplinary team (MDT) discussion within
GIDS. A member of the GIDS team attends
new appointments in the endocrine clinic,
but they will not routinely be the member
of staff who saw the young person for
assessment, However, very recently a
triage meeting has been piloted to enable
endocrinologists to discuss upcoming
appointments with the clinician who

saw the young person for assessment.
The young person then attends an
education session prior to their endocrine
appaintment. The endocrinologist will
assess any medical contraindications prior
to seeking consent from the patient for any
hormone treatments.

3.4. For many years, the GIDS approach
was to offer assessment and support,
and to only start puberty blockers when
children reached sexual maturity at about
age 15 (Tanner Stage 5) as the first step
in the treatment process to feminise

or masculinise the young person, with

2! National Health Service Commissioning Board and Clinical Commissioning Groups (Responsibilities and

Standing Rules) Regulations 2012.
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oestrogen or testosterone given from age
16. Feminising/masculinising hormones are
not given at an earlier stage because of

the irreversibility of some of their actions in
developing secondary sex characteristics of
the acquired gender.?2%3

3.5. In 1998, a new protocol was published
by the Amsterdam gender identity clinic.?*

It was subsequently named the Dutch
Approach.?® This involved giving puberty
blockers much earlier, from the time that
children showed the early signs of puberty
(Tanner Stage 2), to pause further pubertal
changes of the sex at birth. This stage of
pubertal development was chasen because
it was felt that although many younger
children experienced gender incongruence
as a transient developmental phenomenon,
those who expressed early gender
incongruence which continued into puberty
were unlikely to desist at that stage.

3.6. It was felt that blocking puberty
would buy time for children and young
people to fully explore their gender
identity and help with the distress caused
by the development of their secondary
sexual characteristics. The Dutch criteria

Current services

for treating children with early puberty
blockers were: (i) a presence of gender
dysphoria from early childhoaod; (ii) an
increase of the gender dysphoria after the
first pubertal changes; (iii) an absence of
psychiatric comorbidity that interferes with
the diagnostic work-up or treatment; (iv)
adequate psychological and social support
during treatment; and (v) a demonstration
of knowledge and understanding of the
effects of gonadotropin-releasing hormones
(puberty blockers), feminising/masculinising
hormones, surgery, and the social
consequences of sex reassignment.#®

3.7. Under the Dutch Approach, feminising/
masculinising hormones were started at
age 16 and surgery was permitted to be
undertaken from age 18, as in England.

3.8. From 2011, early administration of
puberty blockers was started in England
under a research protocol, which partially
paralleled the Dutch Approach (the Early
Intervention Study). From 2014, this
protocol was adopted by GIDS as routine
clinical practice. Results of the Early
Intervention Study were published in
December 2021.%7

2 Delemarre-van de Wall HA, Cohen-Kettinis PT (2006). Clinical management of gender identity disorder in
adolescents: a protocol on psychological and paediatric endocrinology aspects. Eur J Endocrinol 155 (Suppl 1}:

5131-7. DOI: 10.1530/eje.1.02231.

# de Vries ALC, Cohen-Kettenis PT {2012). Clinical management of gender dysphoria in children and adclescents:

the Dutch approach. J Homosex 59: 301-320. DOI: 10.1080/00918369.2012.653300.
# Cohen-Kettenis PT, Van Goozen S (1998). Puberlal delay as an aid in diagnosis and treatment of a transsexual

adolescent. Eur Child Adclesc Psychiatry 7: 246-8. DOI: 10.1007/s007870050073.
% de Vries ALC, Cohen-Kettenis PT {2012). Clinical management of gender dysphoria in children and adclescents:

the Dutch approach. J Homosex 59: 301-320. DOI: 10.1080/00918369.2012.653300.

% |bid.

2* Carmichael P, Butler G, Masic U, Cole TJ, De Stavola BL, Davidson S, et al (2021). Short-term ouicomes of
puberal suppression in a selected cohorl of 12 to 15 year old voung people with persistent gender dysphoria in the

UK. PLoS One. 16(2):e0243894. DOI:10.1371/journal.pone.0243894.
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3.9. However, the Dutch Approach

differs from the GIDS approach in having
stricter requirements about provision of
psychological interventions. For example,
under the Dutch Approach, if young
people have gender confusion, aversion
towards their sexed body parts, psychiatric
comorbidities or Autism Spectrum Disorder
(ASD) related diagnostic difficulties, they
may receive psychological interventions
only, or hefore, or in combination with
medical intervention. Of note, in 2011, the
Amsterdam team were reporting that up

to 10% of their referral base were young
people with ASD.?®

Changing epidemiology

3.10. In the last few years, there has been
a significant change in the numbers and
case-mix of children and young people
being referred to GIDS.?° From a baseline
of approximately 50 referrals per annum
in 2009, there was a steep increase from
2014-15, and at the time of the CQC
inspection of the Tavistock and Portman
NHS Foundation Trust in October 2020
there were 2,500 children and young
people being referred per annum, 4,600
children and young people on the waiting
list, and a waiting time of over two years

to first appointment.®® This has severely
impacted on the capacity of the existing
service to manage referrals in the safe and
responsive way that they aspire to and has
led to considerable distress for those on
the waiting list.

3.11. This increase in referrals has been
accompanied by a change in the case-mix
from predominantly birth-registered males
presenting with gender incongruence

from an early age, to predominantly
birth-registered females presenting with
later onset of reported gender incongruence
in early teen years. In addition,
approximately one third of children and
young people referred to GIDS have autism
or other types of neurodiversity. There is
also an over-representation percentage
wise {compared to the national percentage)
of looked after children.?’

% Cohen-Ketienis PT, Steensma TD, de Vries ALC (2001). Treatment of adolescents with gender dysphoria in the
Netherlands. Child Adolesc Psychiatr Clin N Am 20: 689-700. DOI: 10.1016/j.chc.2011.08.001.

2 de Graaf NM, Giovanardi G, Zitz C, Carmichael P (2018). Sex ratio in children and adolescents referred o the
gender identity develepment service in the UK (2009-2016). Arch Sex Behav 47(5): 1301-4.

¥ Care Quality Commission {2021). The Tavistock and Portman NHS Foundation Trust Gender Identity Service

Inspection Report. London: CQC.

1 Matthews T, Holt V, Sahin 5, Taylor A, Griksaitis (2019)}. Gender Dysphoria in looked-after and adopted
voung people in a gender identity development service. Clinical Child Psychol Psychiatry 24: 112-128. DOL:

10.1177/1359104518791657.
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Figure 2: Referrals to GIDS, 2010-11 to 2020-21
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Source: Gender ldentity Development Service.*?

3.12. In 2019, GIDS reported that about
200 children and young people from a
referral base of 2,500 were referred on

to the endocrine pathway. There is no
published data on how the other children
and young people from this referral baseline
were managed, for example if: their gender
dysphoria was resolved; they were still
heing assessed or receiving ongoing
psychological support and input; they were
not eligible for puberty blockers due to age;
they were referred to endocrine services at
a later stage; they were transferred to adult
services; or they accessed private services.

Challenges to the service
model and clinical approach

3.13. Over a number of years, in parallel
with the increasing numbers of referrals,
GIDS faced increasing challenges, both
internally and externally. There were
different views held within the staff group
about the appropriate clinical approach,
with some more strongly affirmative and
some more cautious and concerned about
the use of physical intervention. The
complexity of the cases had also increased,
50 clinical decision making had become
more difficult. There was also a high staff

* Gender ldentity Development Service. Referrals to GIDS, financial years 2010-11 1o 2020-21.
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turnover, and accounts from staff concerned
about the clinical care, which were picked
up in both mainstream and social media.
This culminated in 2018 with an internal
report by a staff governor.

3.14. Following that report, a review

was carried out in 2019 by the Trust's
medical director. This set out the need for
clearer processes for the service’s referral
management, safeguarding, consent, and
clinical approach, and an examination of
staff workload and support, and a new
Standard Operating Procedure (SOP)
was put in place.

NHS England Policy
Working Group

3.15. In January 2020, a Policy Working
Group (PWG) was established by NHS
England to undertake a review of the
published evidence on the use of puberty
blockers and feminising/masculinising
hormones in children and young people
with gender dysphoria to inform a policy
position on their future use. Given the
increasingly evident polarisation among
clinical professionals, Dr Cass was asked
to chair the group as a senior clinician
with no prior involvement or fixed views in
this area. The PWG comprised an expert
group including endocrinologists, child and
adolescent psychiatrists and paediatricians
representing their respective Royal

Current services

Colleges, an ethicist, a GP, senior clinicians
from the NHS GIDS, a transgender adult
and parents of gender-questioning young
people. The process was supported by

a public health consultant and policy,
pharmacy and safeguarding staff

from NHS England.

3.16. NHS England uses a standardised
protocol for developing clinical policies.

The first step of this involves defining the
PICO (the Population being treated, the
Intervention, a Comparator treatment,

and the intended Outcomes). This of itself
was challenging, with a particular difficulty
being definition of the intended outcomes of
puberty blockers, and suitable comparators
for both hormone interventions. However,
agreement was reached on what should

be included in the PICO and subsequently
the National Institute for Health and Care
Excellence (NICE) was commissioned to
review the published evidence,** again
following a standardised protocol which has
strict criteria about the quality of studies
that can be included.

3.17. Unfortunately, the available evidence
was not strong enough to form the basis of
a policy position. Some of the challenges
and outstanding uncertainties are
summarised as follows.

¥ National Institute for Health and Care Excellence (2020}, Evidence Review: Gonadotrophin Releasing Hermone
Analogues for Children and Adclescents with Gender Dysphoria.

¥ National Institute for Health and Care Excellence (2020}, Evidence review: gender-affirming hormones for

children and adolescents with gender dysphoria.
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Feminising/masculinising
hormones

3.18. Sex hormones have been prescribed
for transgender adults for several decades,
and the long-term risks and side effects are
well understood. These include increased
cardiovascular risk, osteoporosis, and
hormone-dependent cancers.

3.19. In young people, consideration

also needs to be given to the impact on
fertility, with the need for fertility counselling
and preservation.

3.20. The additional physical risk of starting
these treatments at age 16+ rather than
age 18+ is unlikely to add significantly to
the total lifetime risk, although data on

this will not be available for many years.
However, as evidenced by take-up of
treatment with feminising/masculinising
hormones, where there is a high level of
certainty that physical transition is the right
option, the child or young person may

be more accepting of these risks, which
can seem remote from the immediate
gender distress.

3.21. The most difficult question in relation
to feminising/masculinising hormones
therefore is not about long-term physical
risk which is tangible and easier to
understand. Rather, given the irreversible
nature of many of the changes, the greatest
difficulty centres on the decision to proceed
to physical transition; this relies on the
effectiveness of the assessment, support
and counselling processes, and ultimately
the shared decision making between
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clinicians and patients. Decisions need

to be informed by long-term data on the
range of outcomes, from satisfaction with
transition, through a range of positive and
negative mental health outcomes, through
to regret and/or a decision to detransition.
The NICE evidence review demonstrates
the poor quality of these data, both
nationally and internationally.

3.22. Regardless of the nature of the
assessment process, some children and
young people will remain fluid in their
gender identity up to early to mid-20s, so
there is a limit as to how much certainty
one can achieve in late teens. Thisis a
risk that needs to be understood during
the shared decision making process with
the young person.

3.23. ltis also important to note that

any data that are available do not relate

to the current predominant cohort of
later-presenting birth-registered female
teenagers. This is because the rapid
increase in this subgroup only began from
around 2014-15. Since young people may
not reach a settled gender expression until
their mid-20s, it is too early to assess the
longer-term outcomes of this group.



Puberty blockers

3.24. The administration of puberty
blockers is arguably more controversial
than administration of the feminising/
masculinising hormones, because
there are more uncertainties associated
with their use.

3.25. There has been considerable
discussion about whether the treatment

is ‘experimental’; strictly speaking an
experimental treatment is one that is being
given as part of a research protocol, and
this is not the case with puberty blockers,
because the GIDS research protocol

was stopped in 2014. At that time, the
treatment was experimental and innovative,
because the drug was licensed for use in
children, but specifically for children with
precocious puberty. This was therefore the
first time it was used ‘off-label’ in the UK for
children with gender dysphoria. If a drug

is used ‘off-label’ it means it is being used
for a condition that is different from the

one for which it was licensed. The many
uncertainties around the ‘off-label’ use were
recognised, but given that this was not a
new drug, it did not need Medicines and
Healthcare products Regulatory Agency
(MHRA) approval at that time.

3.26. The important question now, as with
any treatment, is whether the evidence
for the use and safety of the medication is
strong enough as judged by reasonable
clinical standards.

Current services

3.27. One of the challenges that NHS
England’'s PWG faced in considering this
question was the lack of clarity about
intended outcomes, several of which have
been proposed including:

e providing time/space for the young
person to make a decision about
continuing with transition;

e reducing or preventing worsening
of distress;

e improving mental health; and

e stopping potentially irreversible pubertal
changes which might later make it
difficult for the young person to ‘pass’ in
their intended gender role.

3.28. Proponents for the use of puberty
blockers highlight the distress that young
people experience through puberty and
the risk of self-harm or suicide.* However,
some clinicians do not feel that distress

is actually alleviated until children and
young people are able to start feminising/
masculinising hormones. The Review

will seek to gain a better understanding
of suicide data and the impact of puberty
blockers through its research programme,

3.29. On the other hand, it has been
asserted that starting puberty blockers at
an older age provides children and young
people with more time to achieve fertility
preservation. In the case of birth-registered
males, there is an argument that it also

% Turban JL, King D, Carswell JM, et al {2020). Puberlal suppression for transgender youth and risk of suicidal

ideation. Pediatrics 145 (2): e20191725. DOI: 10.1542/peds.2019-1725.

37


https://suicide.36

Independent review of gender identity services for children and young people

allows more time to achieve adequate
penile growth for successful vaginoplasty.

3.30. In the short-term, puberty blockers
may have a range of side effects such
as headaches, hot flushes, weight gain,
tiredness, low mood and anxiety, all of
which may make day-to-day functioning
more difficult for a child or young person
who is already experiencing distress.
Short-term reduction in bone density is
a well-recognised side effect, but data

is weak and inconclusive regarding the
long-term musculoskeletal impact.®”

3.31. The most difficult question is whether
puberty blockers do indeed provide
valuable time for children and young people
to consider their options, or whether they
effectively ‘lock in” children and young
people to a treatment pathway which
culminates in progression to feminising/
masculinising hormones by impeding the
usual process of sexual orientation and
gender identity development. Data from
both the Netherlands®® and the study
conducted by GIDS?*® demonstrated that
almost all children and young people

who are put on puberty blockers go on to
sex hormone treatment {(96.5% and 98%

respectively). The reasons for this need to
be better understood.

3.32. Aclosely linked concern is the
unknown impacts on development,
maturation and cognition if a child or young
person is not exposed to the physical,
psychological, physiological, neurochemical
and sexual changes that accompany
adolescent harmone surges. It is known
that adolescence is a period of significant
changes in brain structure, function and
connectivity.* During this period, the brain
strengthens some connections {myelination)
and cuts back on others (synaptic pruning).
There is maturation and development of
frontal lobe functions which control decision
making, emotional regulation, judgement
and planning ability. Animal research
suggests that this development is partially
driven by the pubertal sex hormones,

but it is unclear whether the same is true

in humans.?' If pubertal sex hormones

are essential to these brain maturation
processes, this raises a secondary question
of whether there is a critical time window
for the processes to take place, or whether
catch up is possible when oestrogen or
testosterone is introduced later.

T National Institute for Health and Care Excellence (2020}, Evidence Review: Gonadotrophin Releasing Hermone
Analoques for Children and Adclescents with Gender Dysphoria.

% Brik T, Vrouenraets LJJJ, de Vries MC, Hannema SE (2020). Trajectories of adolescents treated with
gonadotropin-releasing hormone analogues for gender dysphoria. Arch Sex Behav 49: 2611-8. DCI: 10.1007/

510508-020-01660-8.

# Carmichael P, Butler G, Masic U, Cole TJ, De Stavola BL, Davidson S, et al (2021). Short-term ouicomes of
puberlal suppression in a selected cohorl of 12 to 15 year old yvoung people with persistent gender dysphoria in the

UK. PLoS Cne. 16(2):e0243894. DCI:10.1371/journal.pone.0243894.

* Delevichab K, Klinger M, Nana OJ, Wilbrecht L (2021}. Coming of age in the frontal corlex: The role of puberly in
cortical maturation. Semin Cell Dev Biol 118: §4-72. DCI: 10.1016/j.5emcdb.2021.04.021.

1 Goddings A-L, Beltz A, Jiska S, Crone EA, Braams BR {2019). Understanding the role of puberty in structural and
functicnal development of ihe adolescent brain. J Res Adclesc 29{1): 32-53. DOCI: 10.1111/jora.12408.
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3.33. Aninternational interdisciplinary
panel** has highlighted the importance of
understanding the neurodevelopmental
outcomes of pubertal suppression and
defined an appropriate approach for
investigating this further. However, this work
has not yet been undertaken.

Initiation of Cass Review

3.34. Dr Cass’ own reflections on the PWG
process, the available literature, and the
issues it highlighted were as follows:

e Firstly, that hormone treatment
is just one possible outcome for
gender-questioning children and young
people. A much better understanding is
needed about: the increasing numbers of
children and young people with gender-
related distress presenting for help; the
appropriate clinical pathway for each
individual; their support needs; and the
full range of potential treatment options.

e Secondly, there is very limited follow-
up of the subset of children and young
people who receive hormone treatment,
which limits our understanding about the
long-term outcomes of these treatments
and this lack of follow up data should
be corrected.

Current services

o Thirdly, the assessment process is
inconsistent across the published
literature. The outcome of hormone
treatment is highly influenced by whether
the assessment process accurately
selects those children and young people
most likely to benefit from medical
treatment. This makes it difficult to draw
conclusions from published studies.

3.35. In light of the above, NHS England
commissioned this independent review

to make recommendations on how the
clinical management and service provision
for children and young people who are
experiencing gender incongruence or
gender-related distress can be improved.

CQC inspection

3.38. In October and November 2020,
the Care Quality Commission (CQC)
inspectors carried out an announced,
focused inspection of GIDS due to
concerns reported to them by healthcare
professionals and the Children’s
Commissioner for England. Concerns
related to clinical practice, safeguarding
procedures, and assessments of capacity
and consent to treatment.

4 Chen D, Strang JF, Kolbuck VD, Rosenthal SM, Wallen K, Waber DP, et al (2020). Consensus parametear:
research methodologies to evaluate neurodevelopmental effects of puberlal suppression in transgender youth.

Transgender Health 5{(4}. DOI: 10.1088/trgh.2020.0006.
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3.37. The CQC report, published in
January 2021,* gave the service an
overall rating of inadequate. The report
noted the high level of commitment and
caring approach of the staff but identified a
series of issues that needed improvement.
In addition to the growing waiting list
pressures, the CQC identified problems

in several other areas including: the
assessment and management of risk; the
variations in clinical approach; the lack

of clarity and consistency of care plans;
the lack of any clear written rationale

for decision making in individual cases;
and shortfalls in the multidisciplinary

mix required for some patient groups.
Recording of capacity, competency and
consent had improved since the new SOP
in January 2020; however, there remained
a culture in which staff reported feeling
unable to raise concerns.

3.38. The CQC reported that when it
inspected GIDS, there did not appear to
be a formalised assessment process, or
standard questions to explore at each
session, and it was not possible to tell
from the notes why an individual child
might have been referred to endocrinology
whilst another had not. Current GIDS data
demonstrate that a majority of children and
young people seen by the service do not
get referred for endocrine treatment, but
there is no clear information about what

other diagnoses they receive, and what
help or support they might need.

3.39. Since the CQC report, NHS England
and The Tavistock and Portman NHS
Foundation Trust management team have
been working to address the issues raised.
However, whilst some problems require

a focused Trust response, the waiting list
requires a system-wide response. This was
noted in the letter from the Review to NHS
England in May 2021 (Appendix 2).

Legal background

3.40. This section sets out the chronology
of recent case law. In October 2019, a
claim for Judicial Review was brought
against The Tavistock and Partman NHS
Foundation Trust. The claimants’ case was
summarised by the High Court as follows:
“The claimants’ case is that children and
young persons under 18 are not competent
to give consent to the administration of
puberty blaocking drugs. Further, they
contend that the information given to

those under 18 by the defendant [GIDS] is
misleading and insufficient to ensure such
children or young persons are able to give
informed consent. They further contend
that the absence of procedural safeguards,
and the inadequacy of the information
provided, results in an infringement of the
rights of such children and young persons
under Article 8 of the European Convention

* Care Quality Commission {2021). The Tavistock and Portman NHS Foundation Trust Gender ldentity Service

Inspection Report. London: CQC.
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for the Protection of Human Rights and
Fundamental Freedoms.™*

3.41. In December 2020, three judges

in the High Court of England and Wales
handed down judgment in Bell v Tavistock.*
(Most cases in the High Court are heard

by a single judge sitting alone, and when a
case is heard by more than one judge in the
High Court, it is described as the Divisional
Court.) The Divisional Court recognised
that the Tavistock's policies and practices
as set out in the service specification were
not unlawful. However, the Court made a
declaration that set out in detail a series

of implications of treatment that a child
would need to understand to be Gillick
competent®® to consent to puberty blockers.
Specifically, because most children put on
puberty blockers go on to have feminising/
masculinising hormones, the judgment
said a child would need to understand

not only the full implications of puberty
blocking drugs, but alsa the implications

of the full pathway of medical and surgical
transition. The judges concluded that it will
be “very doubtful” that 14-15 year-olds have
such competence, and “highly unlikely”
that children aged 13 or under have
competence for that decision. Under the
Mental Capacity Act 2005, 16-17 year-olds
are presumed to have capacity, and they
are effectively treated as adults for consent
to medical treatment under the Family Law
Reform Act 1969 section 8, hut the judges

Current services

suggested that it would be appropriate for
clinicians to involve the court in any case
where there were doubts as to whether the
proposed treatment would be in the long
term best interests of a 16-17 year-old.

3.42. Following the Divisional Court
judgment in Belf v Tavistock, a claim

was brought against the Tavistock in

the High Court Family Division by the
mother of a child for a declaration that

she and the child’s father had the ability

in law to consent on hehalf of their child

to the administration of puberty blockers
(AB v CD).*" The Court concluded that “the
parents’ right to consent to treatment on
behalf of the child continues even when
the child is Gilfick competent to make

the decision, save where the parents are
seeking to override the decision of the child
[para 114] and that there is no “general rule
that puberty blockers should he placed in

”"

a special category by which parents are
unable in law to give consent” [para 128].

* Bell v Tavistock. [2020] EWHC 3274 {Admin).
# |bid.

6 Gillick v West Norfolk and Wisbech AHA [1986] AC 112.

*"AB v CD & Ors [2021] EWHC 741.
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3.43. Subsequently, the Tavistock appealed
the Divisional Court’s earlier decisicn in Beff
v Tavistock and was successful.* The Court
of Appeal held that it was not appropriate
for the Divisional Court to provide the
guidance about the likelihood of having
Gillick competence at particular ages, or
about the need for court approval [para 91].
The Court of Appeal went on to say “The
Divisional Court concluded that Tavistock’s
policies and practices (as expressed in the
service specification and the SOP) were
not unlawful and rejected the legal criticism
of its materials. In those circumstances,

the claim for judicial review is dismissed.”
[para 91]. However, clinicians should “take
great care before recommending treatment
to a child and be astute to ensure that

the consent obtained from both child and
parents is properly informed” [para 92).

3.44. The Court of Appeal in Belf v
Tavistock recognised the lawfulness of
treating children for gender dysphoria in this
jurisdiction. Recognising the divergences
in medical opinion, morality and ethics,

it indicated that the question of whether
treatment should be made available

is a matter of policy “for the National
Health Service, the medical profession
and its regulators and Government and
Parliament” [para 3].

3.45. Following the Divisional Court
decision in Beff v Tavistock, new referrals
for puberty blockers were suspended

and a requirement was put in place that
children currently on puberty blockers
were reviewed with a view to court
proceedings for a judge to determine the
best interests for children in whom these
medications were considered essential.
This requirement was changed following
AB v CD, with the reinstatement of the
hormone pathway in March 2021. However,
an external panel, the Multi Professional
Review Group (MPRG), was established
to ensure that procedures faor assessment
and for informed consent had been
properly followed. The outcome of the Belf
appeal has not changed this requirement,
which is contingent not just on the legal
processes but on the concerns raised by
CQC regarding consent, documentation
and clarity about decision making

within the service 4?

* EWCA [2021] Civ 1363.

* Care Quality Commission {2021). The Tavistock and Portman NHS Foundation Trust Gender ldentity Service

Inspection Report. London: CQC.
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The Multi-Professional
Review Group

3.46. NHS England has established a
Multi-Professional Review Group (MPRG)
to review whether the agreed process has
been followed for a child to be referred

into the endocrinology clinic and to be
prescribed treatment. The Review has
spoken directly to the MPRG, which has
reported its observations of current practice.

3.47. The MPRG has stated that its

work has been impeded by delays in the
provision of clinical information, the lack of
structure in the documentation received,
and gaps in the necessary evidence. This
means that when reviewing the documents
provided it is not always easy to determine
if the process for referral for endocrine
treatment has been fully or safely followed
for a particular child or young person.

Current services

3.48. The MPRG indicates that there does
not appear to be a standardised approach
to assessment. They are particularly
concerned about safeguarding shortfalls
within the assessment process. There is
also limited evidence of systematic, formal
mental health or neurodevelopmental
assessments being routinely documented,
or of a discipline of formal diagnostic
formulation in relation to co-occurring
mental health difficulties. This issue was
also highlighted by the Care Quality
Commission (CQC).%°

3.49. Additionally, there is concern that
communications to GPs and parents
regarding prescribed treatment with
puberty blockers sometimes come from
non-medical staff.

5 Care Quality Commission {2021). The Tavistock and Portman NHS Foundation Trust Gender ldentity Service

Inspection Report. London: CQC.
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Listening sessions

4 1. Since its establishment, the Review
has met with an extensive range of
stakeholders, including professionals, their
respective governing organisations and
those with lived experience, both directly
and through support and advocacy groups,
to understand the broad range of views and
experiences surrounding the delivery of
gender identity services.

What we have heard from
service users, their families
and support and advocacy
groups

Issues for children and young people

4.2. What we understand most clearly from
all we have heard is that at the centre of a
difficult and complex debate are children,
young people and families in great distress.
We have heard concerns about children
and young people facing the stress of
being on a prolonged waiting list with
limited support available from statutory
services, lack of certainty about when and
if they might reach the top of that list and
subsequent impacts on mental health. Also,
the particular issues that have followed the
Bell v Tavistock litigation.

4.3. We have heard about the anxiety that
birth-registered males face as they come
closer to the point where they will grow
facial hair and their voice drops, and the
fear that it will make it harder for them to
pass as a transgender woman in later life.
We have also heard about the distress

What the review has heard so far

experienced by birth-registered females
as they reach puberty, including the use
of painful, and potentially harmful, binding
processes to conceal their breasts.

4.4. When children and young people are
able to access the service, there is often
a sense of frustration with what several
describe as the “gatekeeping”’ medical
model and a “clinician lottery”. This ¢an
feel like a series of barriers and hurdles
designed to add to, rather than alleviate,
distress. Most children and young people
seeking help do not see themselves as
having a medical condition; yet to achieve
their desired intervention they need to
engage with clinical services and receive
a medical diagnosis of gender dysphoria.
By the time they are seen in the GIDS
clinic, they may feel very certain of their
gender identity and be anxious to start
hormone treatment as quickly as possible.
However, they can then face a period of
what can seem like intrusive, repetitive and
unnecessary questioning. Some feel that
this undermines their autonomy and right to
self-determination.

4.5. We have heard that some young
people learn through peers and social
media what they should and should not
say to therapy staff in order to access
hormone treatment; for example, that they
are advised not to admit to previous abuse
or trauma, or uncertainty about their sexual
orientation. We have also heard that many
of those seeking NHS support identify as
non-binary, gender non-conforming, or
gender fluid. We understand that some
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young people who identify as non-binary
feel their needs are not met by clinical
services unless they give a binary narrative
about their gender preferences.

Issues for parents

4.6. We have also heard about the distress
parents may feel as they try to work out
how best to support their children and

how tensions and conflict may arise where
parents and their children have different
views. For example, some parents have
highlighted the importance of ensuring

that children and young people are able to
keep their options fluid until such time as it
becomes essential to commit to a hormonal
course of action, whilst their children may
want more rapid hormone intervention.

4.7. We have heard about families trying to
balance the risks of obtaining unregulated
and potentially dangerous hormone
supplies over the internet or from private
providers versus the ongoing trauma of
prolonged waits for assessment.

4.8. Parents have also raised concerns
about the vulnerability of neurodiverse
children and young people and expressed
that the communication needs of these
children and young people are not
adequately reflected during assessment
processes or treatment planning.

4.9. GIDS has always required consent/
assent from both the child and parents/
carers and has sought ways to resolve
family conflict, which in the worst-case
scenario can lead to family breakdown. It
has been highlighted to us that the future

46

service model should provide more targeted
support for parents and carers.

Service issues

4.10. Another significant issue raised with
us is one of diagnostic overshadowing —
many of the children and young people
presenting have complex needs, but once
they are identified as having gender-related
distress, other important healthcare issues
that would normally be managed by local
services can sometimes be subsumed by
the label of gender dysphoria. This issue

is compounded by the waiting list, which
means that there can be a significant period
of time without appropriate assessment,
treatment or care.

4.11. Stakeholders have spoken of the
need for appropriate assessment when first
accessing NHS services to aid both the
exploration of the child or young person’s
wellbeing and gender distress and any
other challenges they may be facing.

Information

4.12. We have also heard about the

lack of access to accurate, balanced
information upon which children, young
people and their families/carers can inform
their decisions.

4.13. We have heard that distress may
be exacerbated by pressure to identify
with societal stereotyping and concerns
over the influence of social media, which
can be seen to perpetuate unrealistic
images of gender and set unhealthy
expectations, especially given how long



children and young people are waiting to
access services.

Other issues

4.14. Several issues that were raised with
us are not explored further in this interim
report, but we have taken note of them.
These will be considered further during the
lifetime of the Review and include:

¢ The important role of schools and the
challenges they face in responding
appropriately to gender-questioning
children and young people.

¢ The complex interaction between
sexuality and gender identity, and
societal responses to both; for example,
we have heard from young lesbians who
felt pressured to identify as transgender
male, and conversely transgender males
who felt pressured to come out as
lesbian rather than transgender. We
have also heard from adults who
identified as transgender through
childhood, and then reverted to their

birth-registered gender in teen years.

¢ The issues faced by detransitioners
highlight the need for better services and
pathways for this group, many of whom
are living with irreversible effects of
transition but for whom there is no clear
access to services as they fall outside
the responsibility of NHS gender identity
services.

¢ The age at which adult gender identity
clinics can receive referrals, with
concerns about the inclusion of 17-year-
olds. The service offer in adult services

What the review has heard so far

is perceived to be quite different

from that of GIDS, and young people
presenting later may therefore not be
afforded the same level of therapeutic
input under the adult service model.
There is also concern about the impact
on the young person of changing
clinicians at a crucial point in their care.
The movement of young people with
special educational needs between
children’s and adult services raises
particular concerns.

What we have heard from
healthcare professionals

Lack of professional consensus

4.15. Clinicians and associated
professionals we have spoken to have
highlighted the lack of an agreed consensus
on the different possible implications

of gender-related distress — whether it

may be an indication that the child or

young person is likely to grow up to be a
transgender adult and would benefit from
physical intervention, or whether it may be
a manifestation of other causes of distress.
Following directly from this is a spectrum of
opinion about the correct clinical approach,
ranging broadly between those who take a
more gender-affirmative approach to those
who take a more cautious, developmentally-
informed approach.
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4.16. Speaking to current and ex-GIDS
staff, we have heard about the pressure
on GIDS clinicians, many of whom feel
overwhelmed by the numbers of children
and young people being referred and who
are demoralised by the media coverage
of their service. Although the clinical team
attempt to manage risk on the waiting

list by engaging with local services, there
is limited capacity and/or capability to
respond appropriately to the needs of this
group in primary and secondary care. The
Review has already referred to this issue
as the most pressing priority in its letter
to NHS England (Appendix 2), alongside
potential risks relating to safeguarding
and/or mental health issues, and
diagnostic overshadowing.

4.17. With respect to GIDS, we have been
told that although there are forums for
staff to discuss difficult cases with senior
colleagues, it is still difficult for staff to
raise concerns about the clinical approach.
Also that many individuals who are more
cautious and advocate the need for an
exploratory approach have left the service.

Consistency and standards

4.18. GIDS staff have confirmed that
judgements are very individual, with some
clinicians taking a more gender-affirmative
approach and others emphasising the
need for caution and for careful exploration
of broader issues. The Review has been
told that there is considerable variation in
the approach taken between the London,
Leeds and Bristol teams.
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4.19. Speaking to professionals outside
GIDS, we have heard widespread concern
about the lack of guidance and evidence on
how to manage this group of young people.

4.20. Some secondary care providers told
us that their training and professional
standards dictate that when working with a
child or young person they should be taking
a mental health approach to formulating a
differential diagnosis of the child or young
person’s problems. However, they are
afraid of the consequences of doing so

in relation to gender distress because of
the pressure to take a purely affirmative
approach. Some clinicians feel that they are
not supported by their professional body on
this matter. Hence the practice of passing
referrals straight through to GIDS is not
just a reflection of local service capacity
problems, but also of professionals’
practical concerns about the appropriate
clinical management of this group of
children and young people.

4.21. GPs have expressed concern about
being pressurised to prescribe puberty
blockers or feminising/masculinising
hormones after these have been initiated by
private providers.

4.22. This also links to professional
concerns about parents being anxious for
hormone treatment to be initiated when the
child or young person does not seem ready.

Other issues

4.23. We have also heard that parents
and carers play a huge role and are
instrumental in helping young people



to keep open their developmental
opportunities. In discussion with social
workers, we heard concerns about how
looked after children are supported in
getting the help and support they need.

4.24. Therapists who work with
detransitioners and people with regret have
highlighted a lack of services and pathways
and a need for services to support this
population. There is also the need for

more research to understand what factors
contribute to the decision to detransition.

4.25. The importance of broad holistic
interventions to help reduce distress
has been emphasised to the Review,
with therapists and other clinicians
advocating the importance of careful
developmentally informed assessment
and of showing children and young
people a range of different narratives,
experiences and outcomes.

4.26. Clinicians have raised concerns
about children and young people’s NHS
numbers being changed inconsistently, as
there is no specific guidance for GPs and
others as to when this should be done for
this population and under what consent.
This has implications for safeguarding and
clinical management of these children and
young people and it also makes it difficult to
do research exploring long-term outcomes.

4.27. As with the comments made by
service users, their families and support
and advocacy groups, we have heard
similar views from professionals about the

What the review has heard so far

transition from children’s to adult services,
and the role of schools.

Structured engagement
with primary, secondary and
specialist clinicians

4.28. The Review's letter to NHS England
(Appendix 2) set out some of the
immediate issues with the current provision
of gender identity services for children

and young people and suggested how

its work might help with the challenging
problem of establishing an infrastructure
outside GIDS. This included looking at the
capacity, capability and confidence of the
wider workforce and how this could be built
and sustained, and the establishment of
potential assessment frameworks for use in
primary and/or secondary care.

Professional panel — primary
and secondary care

4.29. In order to understand the challenges
and establish a picture of current
competency, capacity and confidence
among the workforce outside the specialist
gender development service, an online
professional panel was established to
explore issues around gender identity
services for children and young people.
The role of the panel was aimed at better
comprehending how it looks and feels for
clinicians and other professionals working
with these young people, as well as any
broader thoughts about the work, and

to start exploring how the care of these
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children and young people can be better
managed in the future.

4.30. The project was designed to
capture a broad mix of professional views
and experiences, recruiting from the
professional groups that are most likely
to have a role in the care pathway — GPs,
paediatricians, child psychiatrists, child
psychologists and child psychotherapists,
nurses and social workers.

4.31. Atotal of 102 clinicians and other
professionals were involved in the panel.
The panel represented a balanced
professional mix, and participant ages and
gender were broadly representative of

the overall sector workforce. Participants
were self-selecting and were recruited

via healthcare professional networks and
Royal Colleges.

4.32. Each week the panel was set an
independent activity comprised of two or
more tasks. Additionally, a sub-set of the
panel was invited to participate in focus
groups at the midway and endpoint of the
project. Activities were designed to capture
an understanding of:

e experiences of working with gender-
questioning children and young people
and panel members' confidence and
competence to manage their care;

¢ changes they may have experienced in
the presentation of children and young
people with gender-related distress;

e areas where professionals feel they
require more information in order to

a0

support gender-questioning children and
young people;

e where professionals currently go to find
that information;

# the role of different professions in the
care pathway;

e the role of professionals in the
assessment framework; and

e what participants felt should be included
in an assessment framework across the
whole service pathway.

Gender specialist
questionnaire

4.33. Having concluded the professional
panel exercise, we wanted to triangulate
what we had heard with the thoughts

and views of professionals working
predominantly or exclusively with gender-
questioning children and young people.

4.34. To do this in a systematic way,

we conducted an online survey which
contained some service-specific questions,
but also reflected and sought to test some
of what we had heard from primary and
secondary care professionals.

Findings

4.35. This structured engagement has
yielded valuable insights from clinicians
and professionals with experience working
with gender-questioning children and
young people both within and outside the
specialist gender service. It has contributed
to the thinking of the Review and informed
some of the interim advice set out

in this report.



4.36. There are a number of consistent
messages arising from these activities:

The current long waiting lists that
gender-questioning children and young
people and their families/carers face are
unacceptable for all parties involved,
including professionals.

Many professionals in our sample said
that not only are gender-questioning
children and young people having to wait
a long time before receiving treatment,
but they also do not receive appropriate
support during this waiting period.

Another impact of the long wait that
clinicians reported is that when a child
or young persan is seen at GIDS, they
may have a more fixed view of what they
need and are looking for action to be
taken quickly. This reportedly can lead to
frustration with the assessment process.

When considering the more haolistic
support that children and young people
may need, gender specialists further
highlighted the difficulties that children
and young people face accessing local
support, for example, from CAMHS,
whilst being seen at GIDS.

It is clear from the professionals who
took part in these activities that there
is a strong professional commitment
to provide quality care to gender-
guestioning children and young people
and their families/carers. However,
this research indicates that levels of
confidence and competence do vary

What the review has heard so far

among primary and secondary care
professionals in our sample.

¢ Concerns were expressed by
professionals who took part in this
research about the lack of consensus
among the clinical community on the
right clinical approach to take when
working with a gender-questioning
child or young person and their
families/carers.

s In order to support clinicians and
professionals more widely, participants
felt there is a need for a robust evidence
base, consistent legal framework
and clinical guidelines, a stronger
assessment process and different
pathway options that holistically meet
the needs of each gender-questioning
child or young person and their
families/carers.

4.37. There are also several areas
where further discussion and
CONsSensus is needed:

e There is not a consistent view among the
professionals participating in the panel
and questionnaire about the nature of
gender dysphoria and therefore the role
of assessment for children and young
people experiencing gender dysphoria.

0l
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Evidence based service
development

5.1. This chapter integrates the information
regarding the development of the current
service (see Chapter 3) with the views we
have heard to date (see Chapter 4} and
sets this in the context of how evidence

is routinely used to develop and improve
services in the NHS.

5.2. Some earlier information is necessarily
repeated here, but this is with the intention
of providing a more accessible explanation
of the standards and processes which
govern clinical service development.

This is essential to an understanding

of the rationale for the Review's
recommendations.

5.3. Because the specialist service

has evolved rapidly and organically in
response to demand, the clinical approach
and overall service design has not been
subjected to some of the narmal quality
controls that are typically applied when new
ar innovative treatments are introduced.
This Review now affords everyone
concerned the opportunity to step back
and consider from first principles what this
cohart of children and young people now
need from NHS services, based on the
evidence that exists, or additional evidence
that the Review hopes to collect.

04

54, In Appendix 4 we have described

the service development process for three
different conditions which may help to
illustrate what would be expected to happen
at each different stage of developing a
clinical service. The steps may proceed

in a different sequence for different
conditions, but each step is important in the
development of evidence based care.

5.5. We recognise that for some of those
reading this report it may feel wrong to
compare gender incongruence or dysphoria
to clinical conditions, and indeed this
approach would not be justified if individuals
presenting with these conditions did not
require clinician intervention. However,
where a clinical intervention is given, the
same ethical, professional and scientific
standards have to be applied as to any
ather clinical condition.
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boys who had demonstrated gender
incongruence from an early age.5'525°

5.7. There is extensive literature
discussing the possible aetiology of gender
incongruence. Based on the available
evidence, many authors would suggest
that it is likely that biological, cultural, social
and psychological factors all contribute.
The examples in Appendix 4 show

that this is not an uncommaon situation;
many conditions do not have a single

clear causation — they are in other words
‘multifactorial’.

5.8. Regardless of aetiology, the maore
contentious and important question is how
fixed or fluid gender incongruence is at
different ages and stages of development,
and whether, regardless of aetiology,

can be an inherent characteristic of the
individual concerned. There is a spectrum
of academic, clinical and societal opinion
on this. At one end are those who believe
that gender identity can fluctuate over
time and be highly mutable and that,
because gender incongruence or gender-
related distress may be a response to
many psychosocial factors, identity may

sometimes change or the distress may
resolve in later adolescence or early
adulthood, even in those whose early
incongruence or distress was quite marked.
At the other end are those who believe
that gender incongruence or dysphoria

in childhood or adolescence is generally

a clear indicator of that child or young
person being transgender and question
the methodology of some of the desistance
studies. Previous literature has indicated
that if gender incongruence continues

into puberty, desistance is unlikely.>**®
However, it should be noted that these
older studies were not hased on the current
changed case-mix or the different socio-
cultural climate of recent years, which may
have led to different outcomes. Having an
open discussion about these questions is
essential if a shared understanding of how
to provide appropriate assessment and
treatment is to be reached.

8 Zucker KJ {2017). Epidemiology of gender dysphoria and transgender identity. Sex Health 14(5): 404—11.

LOI10.1071/3H1.

82 Zucker KJ, Lawrence AA (2009}. Epidemiology of gender identity disorder: recommendations for the Standards

of Care of the World Professional Association for Transgender Health. Int J Transgend 11(1): 8-18. DOI:

10.1080/15532730902799246.

5 de Graaf NM, Giovanardi G, Zitz C, Carmichael P (2018). Sex ratio in children and adolescents referred to the
gender identity develocpment service in the UK (2009-2018). Arch Sex Behav 47(5): 1301-4.

% Steensma TD, Biemond R, de Boer F, Cohen-Kettenis PT {2011). Desisting and persisting gender

dysphoria after childhood: a qualitative follow-up study. Clin Child Psychol Psychiatry 16(4): 485-97. DOI:
10.1177/135910451037803.

% Steensma TD, McGuire JK, Kreukels BPC, Beekman AJ, Cohen-Kettenis PT (2013}. Factors associaied with
desistence and persistence of childhood gender dysphoria: a quantitative follow-up study. J Am Acad Child Adolesc
Psychiatry 52: 582-590. DOI: 10.1016/j.jaac.2013.03.016.
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5.9. As previously indicated, the
epidemiology of gender dysphoria is
changing, with an increase in the numbers
of birth-registered females presenting in
early teens .8 |n addition, the majority of
children and young people presenting to
GIDS have other complex mental health
issues and/or neurodiversity.®® There is
also an over-representation of looked
after children.>®

5.10. There are several implications arising
from the change in epidemiology:

e Firstly, the speed of change in the
numbers presenting means that services
have not kept pace with demand.

e Secondly, the cohort that the original
Dutch Approach was based on is
different from the current more complex
NHS cohort, and also from the current
case-mix internationally, and therefore
it is difficult to extrapolate from older
literature to this current group.

e Thirdly, different subgroups may have
quite different needs and outcomes,
and these must be built into any service
design, so that it works for all children
and young people.

5.11. At present we have the least
information for the largest group of patients
— birth-registered females first presenting in
early teen years. Since the rapid increase
in this group began around 2015, they will
not reach late 20s for another 5+ years,
which would be the best time to assess
longer-term wellbeing.

% Steensma TD, Cohen-Kettenis PT, Zucker KJ (2018). Evidence for a change in the sex ratio of children referred
for gender dysphoria: Data from the Center of Experlise on Gender Dysphoria in Amsterdam (1988-2016}. Journal
of Sex & Marital Therapy 44(7): 713-5. DOI: 10.1080/0092623X.2018.1437580Q.

% de Graaf NM, Carmichael P, Steensma TD, Zucker KJ (2018}. Evidence for a change in the sex ratio of children
referred for Gender Dysphoria: Data from the Gender |dentity Development Service in London (2000—2017). J Sex
Med 15{10): 1381-3. DOI: 10.1016/j.jsxm.2018.08.002.

% Van Der Miesen AIR, Hurley H, De Vries ALC (2016). Gender dysphoria and autism specirum discrder: A
narrative review. Int Rev Psychiatry 28: 70-80. DOI: 10.3109/09540261.2015.1111199.

*® Matthews T, Holt V, Sahin S, Taylor A, Griksaitis (2019)}. Gender Dysphoria in looked-after and adopted

yvoung people in a gender identity development service. Clinical Child Psychol Psychiatry 24: 112-128. DOI:
10.1177/1359104518791657.
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5.14. When it comes to gender dysphoria,
there are no blood tests or other laboratory
tests, so assessment and diagnosis in
children and young people with gender-
related distress is reliant on the judgements
of experienced clinicians. Because medical,
and subsequently possibly surgical
treatments will follow, it may be argued that
a highly sensitive and specific assessment
process is required. The assessment
should be able to accurately identify those
children or young people for whom physical
intervention is going to be the best course
of action, but it is equally important that it
identifies those who need an alternative
pathway or treatment.

5.15. The formal criteria for diagnosing
gender dysphoria {DSM-5) are listed in
Appendix 3. However, there are two
problems associated with the use of
these criteria:

¢ Firstly, several of the criteria are based
on gender stereotyping which may not
be deemed relevant in current society,
although the core criteria remain valid.

¢ Secondly, and more importantly, these
criteria give a basis on which to make
a diagnosis that a young person is
clinically distressed by the incongruence
between their birth-registered and their
experienced gender, but they do not help
in determining which factors may have
led to this distress and how they might
best be resolved.

5.16. At present, the assessment process
varies considerably, dependent on the
perceptions, experience and beliefs of
different clinicians. There are some existing
measurement tools, but it is suggested that
these have substantial limitations.®

5.17. The challenges are similar to the
early difficulties in diagnosing autism, as
set out in Appendix 4. As with autism,

the framework for assessment needs to
become formalised so there are clearer
criteria for diagnosis and treatment
pathways which are shared more widely.
These should incorporate not just whether
the child or young person meets DSM-5
criteria for gender dysphoria, but how a
broader psychosocial assessment should
be conducted and evaluated, and what
other factors need to be considered to

gain a holistic understanding of the child or
young person’'s experience. Professional
judgement and experience will still be
important, but if the frameworks and criteria
for assessment and diagnosis were more
consistent and reproducible, there would
be a greater likelihood that two different
people seeing the same child or young
person would come to the same conclusion.
This would also mean that any research on
interventions or long-term outcomes would
be more reliable because the criteria on
which a diagnosis was made, and hence
the patients within the sample, would have
the same characteristics.

% Bloom TM, Nguyen TP, Lami F, Pace CC, Poulakis Z, Telfer N (2021). Measurement tools for gender identity,
gender expression, and gender dysphoria in transgender and gender-diverse children and adolescents: a

systemaitic review. | ancet Child Adolescent Health. 5: 582-588. DOI: 10.1016/52352-4642{21)00098-5.
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Figure 3: Pyramid of standards of evidence

Filtered
Systematic information
reviews and
meta-analyses
SEELYY  Randomised controlled trials
Cohort studies _
Unfiltered
. information
Case-controlled studies
Case series and reports
Background information and expert opinion
Information volume
Source: Levels of evidence pyramid, OpenMD. Reproduced with permission®
5.19. There are three types of intervention that happens within health services.
or treatment for children and young people However, it is important to view it as an
with gender-related distress, which may be active intervention because it may have
introduced individually or in combination significant effects on the child or young
with one another: person in terms of their psychological

functioning.?#® There are different views
on the benefits versus the harms of early
social transition. Whatever position one

¢ Social transition — this may not
be thought of as an intervention or
treatment, because it is not something

5 OpenMD (2021). New Evidence in Medical Research.

& Sieverl EDC, Schweizer K, Barkmarn C, Fahrenkrug S, Becker-Hebly | {2020}. Not social transition status, but
peer relations and family functioning predict psychological functioning in a German clinical sample of children with
Gender Dysphoria.Clin Child Psychol Psychiatry 26(1); 79-95. DCI: 10.1177/1352104520964530

% Ehrensaft D, Giammattei SV, Storck K, Tishelman AC, Colton K-M {2018). Prepuberlal social gender transitions:
What we know; what we can learn—A view from a gender affirmative lens. Int J Transgend 19(2): 251-68. DOI:
10.1080/15532739.2017.1414649.
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takes, it is important to acknowledge
that it is not a neutral act, and better
information is needed about outcomes.

¢ Counselling, social or psychological
interventions — these may be offered
before, instead of, or alongside physical
interventions. Again, they should
be viewed as active interventions
which require robust evaluation in
their own right.

¢ Physical treatments — these comprise
puberty blockers and feminising/
masculinising hormones (administered
by endocrinologists) and surgery. The
latter is not considered as part of this
Review since it is not available to those
under age 18.

5.20. It should also be recognised
that ‘doing nothing’ cannot be
considered a neutral act.

5.21. The lack of available high-level
evidence was reflected in the recent NICE
review into the use of puberty blockers
and feminising/masculinising hormones
commissioned by NHS England, with the
evidence being too inconclusive to form
the basis of a policy position.®®®” Assessing
treatments for gender dysphoria has
many of the same problems as assessing
treatment for children with autism — it can
take many years to get a full appreciation
of outcomes and there may be other
complicating factors in the child or young

Principles of evidence based service development

person’s life during this period. However,
this of itself is not an adequate reason for
the major gaps in the international literature.

5.22. ltis still common that drugs are not
specifically licensed for children because
the trials have only taken place on adults.
This does not preclude their use or make
their use inherently unsafe, particularly if
they are used very commonly in children.
However, where their use is innovative,
patients receiving the drug should ideally do
so under trial conditions.

5.23. The same considerations apply to
‘off-label’ drugs, where the drug is used
for a condition different to the one for
which it was licensed. This is the case

for puberty blockers, which are licensed
for use in precocious puberty, but not for
puberty suppression in gender dysphoria.
Again, it is important that it is not assumed
that outcomes for, and side effects in,
children treated for precocious puberty
will necessarily be the same in children or
young people with gender dysphoria.

5.24. As outlined above, in other areas of
practice where complex or potentially life-
altering treatment is being considered for
a child or young person, it is usual for the
case to be discussed by an MDT including
all professionals involved in their care. In
gender services for children and young
people in the Netherlands, as well as a
number of other countries, there are full

& National Institute for Health and Care Excellence (2020}, Evidence Review: Gonadotrophin Releasing Hermone
Analogues for Children and Adclescents with Gender Dysphoria

& National Institute for Health and Care Excellence (2020}, Evidence review: gender-affirming hormones for

children and adolescents with gender dysphoria.
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5.30. In practice, it is important that for
children and young people who need

physical intervention, paediatric and mental
health services are seen as equal partners,

with seamless joint working and shared
responsibility. When there were very small
numbers of patients, it was easier for this
to be achieved, but cross-site working
with a very large caseload has made this
more difficult to achieve, despite the best
intentions of the staff.

5.31. Over the last two years there have
been strong efforts on the part of The
Tavistock and Portman NHS Foundation
Trust to make practice within GIDS
more consistent, with tighter procedures
for case management, consent, and
safeguarding. However, although this
has resulted in better documentation,
variations and inconsistencies in clinical

decision making remain. In responding to a
changing legal framework, some processes

have become more cumbersome and

complex, and the team are working hard to

streamline the process.

66

5.32. Overall, GIDS faces a daunting

task as a single provider in managing risk
on the waiting list, seeing new referrals,
reviewing and supporting those on hormone
treatment, undertaking an ongoing
transformation programme, recruiting

and training new staff and trying to retain
existing staff. This suggests that the current
model is not sustainable and that another
model is needed.
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Dealing with uncertainty

6.1. As outlined throughout this report,
there are major gaps in the research base
underpinning the clinical management of
children and young people with gender
incongruence and gender dysphoria,
including the appropriate approaches to
assessment and treatment.

6.2. As with any other area of medicine,

where there are gaps in the evidence base
and uncertainties about the correct clinical
approach, three tasks must be undertaken:

¢ Clinical services must be run as safely
and effectively as possible, within
the constraints of current knowledge;
treatment options must be weighed
carefully; and treatment decisions
must be made in partnership between
the clinicians and the children, young
people and their families and carers,
based on our current understanding
about outcomes.

e Consistent data must be collected by
clinical services, for both audit and
research purposes so that knowledge
gaps can be filled, alongside an active
research programme.

¢ Where there is not an immediate
prospect of filling research gaps,
professional consensus should be

developed on the correct way to proceed

pending clearer research evidence,
supported by input from service users.
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6.3. The additional problem with the current
service model is that safety and access

are further compromised by the pace at
which referrals have grown and outstripped
capacity at tertiary level, and the lack of
service availability at local level.

6.4. The Review's approach to these
tasks is as follows:

« Ourinterim advice focuses on the
issues of capacity, safety, and standards
around treatment decisions, as well as
data and audit.

¢ Our research streams will provide the
Review with an independent collation
of published evidence relevant to
epidemiology, clinical management,
models of care, and outcomes, as well
as delivering qualitative and quantitative
research relevant to the Terms of
Reference of the Review. This offers
a real opportunity to contribute to the
international evidence base for this
service area.

e There will be an ongoing and wide-
ranging programme of engagement {o
address areas on which we will not be
able to obtain definitive evidence during
the lifetime of the Review.



Interim advice

6.5. The Review considers that there are
some areas where there is sufficient clarity
about the way forward and we are therefore
offering some specific observations and
interim advice. The Review will work with
NHS England, providers and the broader
stakeholder community to progress action
in these areas.

Service model

6.6. It has become increasingly clear that

a single specialist provider model is not a
safe or viable long-term option in view of
concerns about lack of peer review and the
ability to respond to the increasing demand.

6.7. Additionally, children and young people
with gender-related distress have been
inadvertently disadvantaged because lacal
services have not felt adequately equipped
to see them. Itis essential that they can
access the same level of psychological

and social support as any other child or
young person in distress, from their first
encounter with the NHS and at every level
within the service.

6.8. A fundamentally different service
model is needed which is more in line

with other paediatric provision, to provide
timely and appropriate care for children
and young people needing support around
their gender identity. This must include
support for any other clinical presentations
that they may have.

6.9. The Review supports NHS England’s
plan to establish regional services, and

Interim advice, research programme and next steps

welcomes the move from a single highly
specialist service to regional hubs.

6.10. Expanding the number of providers
will have the advantages of:

e creating networks within each area to
improve early access and support;

# reducing waiting times for specialist care;

e building capacity and training
opportunities within the workforce;

s developing a specialist network
to ensure peer review and shared
standards of care; and

s providing opportunities to establish
a more formalised service
improvement strategy.

Service provision

6.11. The primary remit of NHS England’s
proposed model is for the regional hubs to
provide support and advice to referrers and
professionals. However, it includes limited
provision for direct contact with children and
young people and their families.

1: The Review advises that the regional
centres should be developed, as
soon as feasibly possible, to become
direct service providers, assessing
and treating children and young
people who may need specialist
care, as part of a wider pathway.
The Review team will work with NHS
England and stakeholders to further
define the proposed model and

workforce implications.
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2: Each regional centre will need
to develop links and work
collaboratively with a range of local
services within their geography to
ensure that appropriate clinical,
psychological and social support is
made available to children and young
people who are in early stages of
experiencing gender distress.

3. Clear criteria will be needed for
referral to services along the
pathway from primary to tertiary care
so that gender-questioning children
and young people who seek help
from the NHS have equitable access
to services.

through the service. Standardised data
collection is required in order to audit
service standards and inform understanding
of the epidemiology, assessment and
treatment of this group. This, alongside a
national network which brings providers
together, will help build knowledge and
improve outcomes through shared clinical
standards and systematic data collection.
In the longer-term, formalisation of such a
network into a learning health system?™ with
an academic host would mean that there
was systematised use of data to produce

a continuing research programme with
rapid translation into clinical practice and a
focus on training.

4: Regional training programmes
should be run for clinical practitioners
at all levels, alongside the online
training modules developed by
Health Education England (HEE). In
the longer-term, clearer mapping of
the required workforce, and a series
of competency frameworks will need
to be developed in collaboration with
relevant professional organisations.

5. The regional services should
have regular co-ordinated
national provider meetings and
operate to shared standards and
operating procedures with a view
to establishing a formal learning
health system.

Data, audit and research

6.12. Alack of routine and consistent data
collection means that it is not possible

to accurately track the outcomes and
pathways children and young people take

6: Existing and future services should
have standardised data collection in
order to audit standards and inform
understanding of the epidemiology,
assessment and treatment of this
group of children and young people.

" Scobie S, Castle-Clarke S (2019}, Implementing learning health systems in the UK NHS: Policy actions to

improve collaboration and transparency and support innovation and betier use of analytics. Learning Health

Systemns 4(1): 10209. DCI:10.1002/Irh2.10208.
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7. Prospective consent of children
and young people should be
sought for their data to be used for
continuous service development, to
track outcomes, and for research
purposes. Within this model, children
and young people put on hormone
treatment should be formally followed
up into adult services, ideally as part
of an agreed research protocol, to
improve outcome data.

Interim advice, research programme and next steps

8. There needs to be agreement and
guidance about the appropriate
clinical assessment processes
that should take place at primary,
secondary and tertiary level.

Clinical approach
Assessment processes

6.13. We have heard that there

are inconsistencies and gaps in the
assessment process. Our work to date
has also demonstrated that clinical staff
have different views about the purpose of
assessment and where responsibility lies
for different components of the process
within the pathway of care. The Review
team has commenced discussions with
clinical staff across primary, secondary and
tertiary care to develop a framework for
these processes.

9: Assessments should be respectful of
the experience of the child or young
person and be developmentally
informed. Clinicians should remain
open and explore the patient’s
experience and the range of support
and treatment options that may
best address their needs, including
any specific needs of neurodiverse
children and young people.

Hormone treatment

6.14. The issues raised by the Multi-
Professional Review Group echo several
of the problems highlighted by the CQC. It
is essential that principles of the General
Medical Council’'s Good Practice in
Prescribing and Managing Medicine’s and
Devices’ are closely followed, particularly
given the gaps in the evidence base
regarding hormone treatment. Standards
for decision making regarding endocrine
treatment should also be consistent with
international best practice.737

" General Medical Council (2021}. Goed practice in prescribing and managing medicines and devices (76-78).

2 Hembree WC, Cohen-Keltenis PT, Gooren L, Hannema SE, Meyer WJ, Murad MH, et al (2017}. Endocrine
treatment of gender-dysphoric/gender-incongruent persons. an Endocrine Society clinical practice guideline. J Clin

Endocrinol Metab 102{11): 3869-903. DOI: 10.1210/jc.2017-01658.

"3 Cohen-Kettenis PT, Steensma TD, de Vries ALC {2001). Treatment of adolescents with gender dysphoria in the
Netherlands. Child Adolesc Psychiatr Clin N Am 20: 689-700. DOI: 10.1016/j.chc.2011.08.001.
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10: Any child or young person being
considered for hormone treatment
should have a formal diagnosis and
formulation, which addresses the
full range of factors affecting their
physical, mental, developmental
and psychosocial wellbeing. This
formulation should then inform what
options for support and intervention
might be helpful for that child or
young person.

12: Paediatric endocrinologists should
become active partners in the
decision making process leading up
to referral for hormone treatment by
participating in the multidisciplinary
team meeting where children being
considered for hormone treatment
are discussed.

11: Currently paediatric endocrinologists
have sole responsibility for
treatment, but where a life-changing
intervention is given there should
also be additional medical
responsibility for the differential
diagnosis leading up to the
treatment decision.

6.16. Given the uncertainties regarding
puberty blockers, it is particularly important
to demonstrate that consent under this
circumstance has been fully informed

and to follow GMC guidance’™ by keeping
an accurate record of the exchange

of information leading to a decision in
order to inform their future care and to
help explain and justify the clinician’s
decisions and actions.

6.15, Paediatric endocrinologists

develop a wide range of knowledge

within their paediatric training, including
safeguarding, child mental health, and
adolescent development, Being party to the
discussions and deliberations that have led
up to the decision for medical intervention
supports them in carrying out their legal
responsibility for consent to treatment and
the prescription of hormones.

13: Within clinical notes, the stated
purpose of puberty blockers as
explained to the child or young
person and parent should be
made clear. There should be clear
documentation of what information
has been provided to each child or
young person on likely outcomes and
side effects of all hormone treatment,
as well as uncertainties about longer-
term outcomes.

> General Medical Council (2020}. Decision making and consent.
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14: In the immediate term the Multi-
Professional Review Group
(MPRG) established by NHS
England should continue to review
cases being referred by GIDS to
endocrine services.

Research programme

6.17. The Review's formal academic
research programme, comprising a
literature review, quantitative analysis and
primary qualitative research, has been
based on the identified gaps in the evidence
and the feasibility of filling them within the
lifetime of the Review.

6.18. Initial work has identified the existing
evidence base on epidemiology, natural
history, and the treatment and outcomes

of children and young people with gender
dysphoria/gender-related distress. It has
also assessed the feasibility of linking data
between local, regional or national datasets
in order to assess intermediate and
longer-term outcomes,

Literature review

6.19. Aliterature review is being
undertaken, which will interface with
evidence gathering from the professional
community {see qualitative research section
below). Its aim is to systematically identify,
collate and synthesise the existing evidence
on the changing epidemiology of gender-
related distress in children and young
people and the appropriate social, clinical,

Interim advice, research programme and next steps

psychological and medical management
of that distress.

6.20. The literature review will capture
primary studies of any design, including
experimental, observational, survey and
qualitative, and is looking to answer the
following questions:

1. How has the population of children and
young people presenting with gender
dyspharia and/or gender-related distress
changed over time?

2. What are the appropriate referral,
assessment and treatment pathways
for children and young people with
gender dysphoria and/or gender-
related distress?

3. What are the short-, medium- and long-
term outcomes for children and young
people with gender dysphoria and/or
gender-related distress?

4. How do children and young people
and their families negotiate distress,
present this distress to services,
and what are their expectations,
following presentation?

5. How do children, young people and
their families/carers experience referral,
assessment and treatment? And how
are these negotiated among children
and young people, parents/carers,
families and healthcare professionals?

6.21. Aseparate synthesis for each
question will be undertaken. The
systematic review has been registered on
PROSPERO [ID:289659].
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Quantitative research

6.22. The National Institute for Health

and Care Excellence (NICE) recently
published two evidence reviews.’®”” These
highlight shortcomings in the follow-up data
collected about children and young people,
when they are referred to a specialist
gender identity service. The quantitative
research will therefore focus on the
collection and analysis of data to uncover
patterns and quantify problems, thereby
helping the Review to address some of
these shortcomings.

6.23. The aim of the quantitative study is
to supplement the material collected by
the literature review, further examining the
changing epidemiology of gender-related
distress in children and young people,

in addition to exploring the appropriate
social, clinical, psychological and medical
management. Its objectives are to:

a) describe the clinical and demographic
characteristics of this population of
children and young people and their
clinical management in the GIDS
service; and

b} assess the intermediate and longer-term
outcomes of this population of children
and young people utilising national
healthcare data.

6.24. This research will provide an
evidence base to facilitate informed
decision making among children and
young people and their families. It will
also provide an evidence base for those
responsible for commissioning, delivering
and managing services.

Qualitative research

6.25. The qualitative research will capture
a diverse range of trajectories experienced
by gender-questioning children and young
people, exploring a range of different
experiences and outcomes. This will include
talking to children and young people and
their families/carers who are currently
negotiating gender-related distress,

young adults who have gone through the
process of resolving their distress and
care professionals.

7 National Institute for Health and Care Excellence (2020}. Evidence Review: Gonadotrophin Releasing Hormone
Analogues for Children and Adolescents with Gender Dysphoria.

" National Institute for Health and Care Excellence (2020}. Evidence review: gender-affirming hormones for

children and adolescents with gender dysphoria.
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6.29. The research findings will be subject
to peer review through the publication
process and various summaries, aimed at
different audiences, will be available on the
project website and distributed via support
organisations. These summaries will also
be made available on the Review website.

Ongoing engagement

6.30. In recognition that not all the
published evidence is likely to be of high
enough quality to form the sole basis
for our recommendations, a consensus
development approach will be used

to synthesise the published evidence
and research outputs of the academic
work with stakeholder submissions and
expert opinion.
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6.31. Over the coming months, the Review
will build on its engagement to date

and, alongside the academic research
programme, will continue informal and
structured engagement with service users,
their families, support and advocacy groups
and professionals to test emerging thinking,
provide opportunities for challenge and
further develop the evidence base.

6.32. This review is an iterative process
and we will share important findings when
they become available. For the latest
updates, please visit our website;
htips://cass.independent-review.uk/

6.33. We thank those who have
participated in the Review to date and
welcome engagement with us as work
progresses towards final recommendations.
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DSM-5 diagnostic criteria for
gender dysphoria

Gender Dysphoria in Children

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. A strong 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.

3. A strong preference for cross-
gender roles in make-believe play or
fantasy play.

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

5. A strong preference for playmates of the
other gender.

6. Inboys (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.

Appendix 3

7. A strong dislike of one’s sexual anatomy.

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

B. The condition is associated with clinically
significant distress or impairment in

social, school, or other important areas of
functioning.

Specify if:

With a disorder of sex development (e.qg., a
congenital adrenogenital disorder such as
congenital adrenal hyperplasia or androgen
insensitivity syndrome).

Gender Dysphoria in
Adolescents and Adults

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 1o prevent
the development of the anticipated
secondary sex characteristics).

35



Independent review of gender identity services for children and young people

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

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

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

6. 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.

Specify if:

With a disorder of sex development {e.g.,

a congenital adrenogenital disorder such as
congenital adrenal hyperplasia or androgen
insensitivity syndrome).

Specify if:

Post transition: the individual has
transitioned to full-time living in the desired
gender (with or without legalization of
gender change) and has undergone {or

is preparing to have) at least one cross-
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sex medical procedure or treatment
regimen — namely, regular cross-sex
hormone treatment or gender reassignment
surgery confirming the desired gender
(e.g., penectomy, vaginoplasty in a natal
male; mastectomy or phalloplasty in a

natal female).

ICD-11: HAGO Gender
incongruence of adolescence
or adulthood

Gender Incongruence of Adolescence and
Adulthood is characterised by a marked
and persistent incongruence between

an individual's experienced gender and
the assigned sex, which often leads to a
desire to ‘transition’, in order to live and be
accepted as a person of the experienced
gender, through hormonal treatment,
surgery or other health care services to
make the individual’s body align, as much
as desired and to the extent possible, with
the experienced gender. The diagnosis
cannot be assigned prior the onset of
puberty, Gender variant behaviour and
preferences alone are not a basis for
assigning the diagnosis.

Exclusions:

Paraphilic disorders.



ICD-11: HAG1 Gender
incongruence of childhood

Gender incongruence of childhood is
characterised by a marked incongruence
between an individual’s experienced/
expressed gender and the assigned sex

in pre-pubertal children. It includes a

strong desire to be a different gender than
the assigned sex; a strong dislike on the
child's part of his or her sexual anatomy or
anticipated secondary sex characteristics
and/or a strong desire for the primary and/
or anticipated secondary sex characteristics
that match the experienced gender; and
make-believe or fantasy play, toys, games,
or activities and playmates that are typical
of the experienced gender rather than the
assigned sex. The incongruence must have
persisted for about 2 years. Gender variant
behaviour and preferences alone are not a
basis for assigning the diagnosis.

Exclusions:

Paraphilic disorders.

Appendix 3
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