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NIH Research Grants Studying Gender Transition Interventions
Fail to Protect Vulnerable Children from Irreversible Medical Harm

Background

Since 2015, National Institutes for Health (NIH) extramural grants have been awarded to conduct
gender-transition studies on children and youth starting as young as 8-years-old. This is the first
grant of its kind giving puberty blockers and opposite-sex hormones to minors. It has opened a
Pandora’s box to additional NIH research studies that are now underway. Instead of focusing on
the risks or safety of the experimental use of these drugs on children, this project presumes their
necessity and examines if earlier medical intervention might decrease other mental health issues
within a 2-year timetable. As of 2021, this study has been renewed to evaluate and monitor the
longer-term effects of puberty blockers and opposite-sex hormones on participants for up to four
more years.

The NIH-funded project administers potent drugs to children in an off-label manner, including
untested use of puberty blockers and dangerously high levels of opposite-sex hormones, causing
severe and often permanent changes to their bodies. These impacts include irreversible physical
and physiological changes, arrested bone and brain development, impaired sexual function, and
even sterilization.

Studies show around 80%* of gender dysphoric children no longer wish to change genders after
puberty: some studies put that number as high as 90%.2 3

Instead of waiting to see if children outgrow gender dysphoria with appropriate compassion and
perhaps psychological treatment, this agenda-driven project seeks to lower the age at which
radical, irreversible medical interventions are implemented.

Children who receive puberty-blocking hormones followed by opposite-sex hormones are likely
to be sterilized permanently.*

The Breakdown

NIH National Institute of Child Health Division of Extramural Pediatric Growth and

Director Francis | and Human Development (NICHD)

Research Nutrition Branch Grant Program Official

Collins M.D.,
Ph.D.

Acting Director Rohan Chief Andrew Bremer, Dr. Karen Winer, M.D.

Director Diana W. Bianchi, M.D. Hazra, M.D. M.D., Ph.D. M.AS.

Who: Under authority of the National Institutes of Health and above parties.
Grantees led by Johanna Olson-Kennedy, M.D., Medical Director of The Center for
Transyouth Health and Development; Keck School of Medicine of the University of
Southern California (USC).



What: Project titled “The Impact of Early Medical Treatment in Transgender Youth”
Five-year extramural research grant totaling $5.7 million. Extended in 2021.

NOTE: Additional NICHD active grants through 2019 totaled over $1.5 million for the
same four pediatric transgender clinics.

There are at least five more grants dealing with hormone protocols for gender dysphoric
youth totaling an additional $2.2 million in NIH funding and likely more in a six-page list
of related NIH studies.® ®

2021 Renewal: 2R0O1HD082554-06A1 Total additional funding for fiscal year 2021 was
$1,059,628, with most of the funding coming from NICHD and just over $82,479 from
NIMH. This funding is to aid in a renewal study that will evaluate the impacts these
medical treatments have on participants for up to four additional years.

Where: Grants awarded to four pediatric transgender clinics at major research universities:

e Children’s Hospital Los Angeles and the Keck School of Medicine of the University
of Southern California, Johanna Olson, MD- Principal Investigator/Project Lead’

e University of California San Francisco Benioff Children’s Hospital San Francisco,
Stephen Rosenthal, MD8

e Ann & Robert H. Lurie Children’s Hospital of Chicago and Northwestern University
Feinberg School of Medicine, Robert Garofalo, M.D., MPH?®

. Bost%n Children’s Hospital and Harvard Medical School, Yee-Ming Chan, MD,
PhD!

When: August 1, 2015 — June 30, 2020
Enrollment of youth participants from July 2016-September 2018

2021 Renewal: Project end date extended to January 31, 2026.

Why: “Ultimately we aim to understand if early medical intervention reduces the health
disparities well known to disproportionately affect transgender individuals across their
lifespan.”

Stated justification: Based on the Institute of Medicine 2011 study, “The Health of
Lesbian, Gay, Bisexual, and Transgender People: Building a Foundation for Better
Understanding,” recommending “a more rigorous research program is needed to
understand the health implications of hormone use and other transgender-specific issues.”

NOTE: Study refers to opposite-sex hormones as “gender-affirming hormones.”

How: Study divided into two groups to examine how aggressive hormone intervention affects
“mental health, psychological well-being, and metabolic and physiologic parameters.”!!
Both groups received baseline assessments with follow-ups at 6, 12, 18, and 24-months.

First Group: Puberty blockers for 90 pre-pubescent children.
=  51% male, 49% female
= Permitted age range: 8-16 years old

Second Group: Opposite-sex hormones for 301 children and adolescents
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https://www.newswise.com/articles/nih-funds-first-ever-multi-site-study-of-transgender-youth-in-the-us-with-a-5-7-million-award?sc=rsgt
https://reporter.nih.gov/project-details/10122677

=  67% female, 33% male

= Permitted age range: 8-20 years old

=  Minimum age was originally 13 but lowered to 8 in 2017 change request'*
= Opposite-sex hormones were given to 7 children under the age of 13

*Argues treatment should be based on the stage of development, not chronological age.

All children recruited for the study were already seeking treatment at one of the grantee
pediatric transgender clinics.

2021 Renewal: The main objective stated for the renewal study is to evaluate the longer-
term physiological and psychological impact of the existing medical treatments in
adolescents with gender dysphoria for up to four more years. A secondary objective is to
increase the diversity and size of the cohorts by adding more youth of color (n=89) and
males at birth (n=110).

Major Concerns

Fails to address the safety, ethics, and harm of medical intervention

The NIH study does not seek to answer the primary question of the safety of puberty blockers
and/or opposite-sex hormones, let alone the long-term impact of their experimental use on
minors.

Safety and long-term effects of opposite-sex hormones and puberty blockers are neither known
nor examined in this study. The researchers themselves admit there is a “paucity of empirical
research” on such treatments.*3

e Puberty blockers arrest bone growth, decrease bone density, and prevent normal sexual
development of the brain. Studies suggest delaying puberty may have a permanent effect
on bone density.*

e High doses of opposite-sex hormones can be carcinogenic,® increasing breast cancer in
males who have taken estrogen to transition,'® and increased rates of ovarian cancer in
females.!’

This project presumes hormonal interventions are necessary and inevitable, ignoring data
demonstrating 80% of children outgrow their gender dysphoria and accept their innate gender
after going through normal puberty.*®

Children who receive puberty-blocking hormones followed by opposite-sex hormones risk
permanent sterilization.

Children and youth are incapable of understanding and giving informed consent to irreversible
physical alterations, including sexual function and sterility, as well as the long-term
physiological and mental-health implications of those alterations resulting from opposite-sex
hormones and the unknown effects of the “off label” experimental use of puberty blockers.

Fails to meet standards of “rigorous, scientific research”
The NIH grant project claims to meet the 2011 Institute of Medicine study recomendation:

An evidence base for providing transgender-specific health care to address gender
dysphoria should be created. Most such research is based on small, non- probability
samples. A more rigorous research program is needed to understand the health
implications of hormone use and other transgender-specific issues.®
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However, the NIH study only uses a small, non-probability sample and fails to meet other
standards of rigorous scientific research:

e There is no control group.

e As an observational study, it at most shows potential association. It cannot prove
causation.

e There is no randomization in this project’s population.

Bias is evident from the start with opposite-sex hormones referred to as “gender-affirming
hormones.” Further, pre or co-existing issues, such as anxiety, depression, or autism spectrum
disorder, are presumed to be the result of unaddressed gender dysphoria, not something to be
otherwise considered.

All children participating were already seeking treatment at one of the four pediatric transgender
clinics before being recruited and added to this observational study.

The lack of randomization alone disqualifies this project as “a more rigorous research program.”
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