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EXTENSIONS OF REMARKS

HONORING THE SPARTA WOMEN’S
CLUB ON THEIR 75TH ANNIVER-
SARY

HON. THOMAS H. KEAN, JR.

OF NEW JERSEY
IN THE HOUSE OF REPRESENTATIVES

Friday, August 9, 2024

Mr. KEAN of New Jersey. Mr. Speaker, |
rise to honor the Sparta, New Jersey Wom-
en’s club as they celebrate their 75th anniver-
sary. Their selfless commitment to community
service, volunteerism, and engagement makes
an invaluable contribution to the betterment of
the Sparta community and Sussex County.
Through their variety of programs, they foster
a welcoming environment for all NJ women,
not just residents of Sparta, to learn about and
advocate for the issues that pertain to them. |
am proud to see them pass this milestone and
look forward to seeing the continued success
of their work.

PROTECTING PUBLIC HEALTH AND
SAFETY WITH PSYCHEDELICS
ADVANCING THERAPIES (PATH)

HON. JACK BERGMAN

OF MICHIGAN
IN THE HOUSE OF REPRESENTATIVES

Friday, August 9, 2024

Mr. BERGMAN. Mr. Speaker, | rise today to
include in the RECORD an open letter from my-
self and Congressman CORREA, the founders
of the PATH Caucus, to ensure stakeholders
have a voice in crafting the rules and regula-
tions surrounding psychedelic assisted treat-
ments.

DEAR COMMENTER: In 2022, a new Congres-
sional caucus was created to raise awareness
among federal lawmakers about the thera-
peutic potential of  psychedelic and
entactogenic drugs to treat several mental
health conditions that were refractory to
contemporary evidence-based therapies. The
Congressional Psychedelics Advancing
Therapies (PATH) Caucus aimed to accel-
erate and support clinical research in the use
of these mnovel substances, specifically
psilocybin and 3,4-
methylenedioxymethamphetamine (MDMA).

To better inform Congressional members,
the bipartisan PATH Caucus is seeking input
on how to implement programs and policies
that address the range of complex issues
with potential novel therapies that may use
a psychedelic or entactogenic drug in medi-
cally supervised and interpersonally sup-
portive settings.

To gain a more complete understanding of
the issues associated with use of these sub-
stances, the PATH Caucus believes that tak-
ing an inclusive, intentional, and reasoned
approach to gathering input from the public
may engender valuable insights that can
more accurately and comprehensively char-
acterize how different modalities incorporate
the use of these substances while also ensur-
ing responsible, accountable, safe, and eth-
ical use. We seek information from the gen-
eral public, those who have received psyche-

delic-assisted therapies as an intervention,
interested stakeholders, and those individ-
uals and entities working within the bio-psy-
cho-social-spiritual behavioral health eco-
system (e.g., palliative care, addiction serv-
ices), which stresses a holistic system of care
comprised of clinical providers, counseling,
and peer support (Courtney et al., 2023;
D’Souza, 2007; Urutia et al., 2023).

It will be essential to receive input from
people and organizations with specialized ex-
perience in implementing therapies where
psychedelic or entactogenic drug substances
are administered, such as in clinical research
protocols (e.g., depression, palliative care,
substance use disorders, post-traumatic
stress disorder (PTSD)), or experience in
naming others for such therapies. As a part
of the PATH Caucus information gathering
effort, we acknowledge the significant an-
thropological role of certain psychedelic sub-
stances such as ayahuasca, peyote, and
Psilocybe mushrooms. Some indigenous peo-
ples of the Americas have extensive tradi-
tions dating back hundreds to thousands of
years, where they incorporated these sub-
stances into spiritual ceremonial or ritual
healing practices. The PATH Caucus believes
that respectful, inclusive, cultural knowl-
edge sharing from these communities may
provide substantial insights, further inform-
ing our overall understanding, and we wel-
come their input.

If medications derived from psychedelic or
entactogenic drug substances are ultimately
approved for therapeutic indications by the
FDA, it is important for States to under-
stand the risk mitigations frameworks FDA
has established and develop ways to make
sure they are supported. Aspects of real-
world risk reduction and mitigation frame-
works may include, but are not limited to,
providing comprehensive transparent public
education, implementing substance misuse
prevention programs, minimizing the poten-
tial for adverse reactions, and developing
implementable risk mitigation, safety, and
ethical monitoring strategies. Moreover, it
will be vital to consider how Congress can
best support states in developing and adopt-
ing scalable infrastructures and sustainable
service delivery systems that ensure proper
accountability and monitoring, as well as fa-
cilitate access and equity in utilization, with
a particular focus on communities that may
be at risk for experiencing inequities in care
resulting in disparate health outcomes (e.g.,
veterans, the uninsured, those who are expe-
riencing homelessness, people with lower in-
comes, and individuals living with mental
illness and/or co-occurring substance use dis-
orders; Ortiz et al., 2022). In addition, when
federal agencies such as the Department of
Veterans Affairs make these products avail-
able, we need to be sure there is sufficient in-
frastructure to ensure patient safety. All of
these components, when collectively ad-
dressed, may contribute to more responsible,
accountable, safe, and ethical use of psyche-
delic and entactogenic derived substances in
medically supervised and interpersonally
supportive settings.

The PATH Caucus seeks input that can in-
form Congress so any potential future appro-
priations will support states collectively ad-
dressing the relevant issues and support nec-
essary federal initiatives such as research,
implementation and FDA regulation. Con-
gress believes that by listening and learning

from the broader ecosystem, staying abreast
of potential innovative evidence-based thera-
pies that may treat individuals with behav-
ioral health disorders refractory to current
treatment modalities, and simultaneously
undertaking proactive measures for devel-
oping real-world risk reduction and mitiga-
tion frameworks, will help protect public
health and safety.
CURRENT STATE OF PSYCHEDELIC AND
ENTACTOGENIC CLINICAL RESEARCH

Clinical data continue to be collected re-
garding the safety profiles and potential ben-
efits from therapies that use psychedelic or
entactogenic drug substances across a vari-
ety of diagnoses such as major depressive
disorder (MDD), treatment resistant depres-
sion (TRD), demoralization, PTSD, general-
ized anxiety disorder (GAD) and substance
use disorders, in conjunction with appro-
priate supervision and support from qualified
mental health professionals (Belouin et al.,
2022; Carhart-Harris et al., 2021; Davis et al.,
2021: Griffiths et al., 2016; Jerome et al., 2020;
Mitchell et al., 2021; Ross et al., 2016; Siegel
et al., 2021; Xi et al., 2023). Additionally, FDA
has granted requests for Breakthrough Ther-
apy designation to specific development pro-
grams involving MDMA for the treatment of
PTSD (Multidisciplinary Association of Psy-
chedelic Studies, 2017), psilocybin for TRD
(COMPASS Pathways 2018; Goodwin, G.M., et
al., 2022) and MDD (Khan, 2019; Raison et al.,
2023), CYBO003 for MDD (Cybin, 2024), and
MM120 (lysergide d-tartrate) for GAD
(MindMed, 2024). The Breakthrough Therapy
designation process facilitates and expedites
the development and review of certain new
drugs that have the potential to address
unmet medical needs. This designation is
available for drugs that are intended to treat
a serious or life-threatening disease or condi-
tion and where preliminary clinical evidence
indicates that the drug may demonstrate
substantial improvement over available
treatments on clinically significant end-
point(s) (U.S. Food and Drug Administra-
tion, 2022). It should be noted that a Break-
through Therapy designation does not mean
that the FDA has made a safety or efficacy
determination for a drug, and the Break-
through Therapy designation is not a sub-
stitute for marketing approval. Currently,
FDA has not approved any drug containing
MDMA, psilocybin, psilocybin analogs, or
LSD or other psychedelics or entactogens as
being safe and effective for any therapeutic
indication(s).

ACKNOWLEDGING THE NEED TO ADDRESS
COMPLEX ISSUES

Use of these substances is not without risk.
A psychedelic (e.g., psilocybin) of
entactogenic (e.g., MDMA) drug can tempo-
rarily alter a person’s mood, thoughts, and
perceptions, and lead to heightened suggest-
ibility, anxiety/panic, and/or paranoia,
among other outcomes. For psychedelics, a
participant can experience vast changes in
their perceptions of reality, including time
and space. Moreover, an individual can be-
come extremely sensitive to internal and ex-
ternal stimuli and altered in their cognitive
functioning and visuoperceptual skills.
Knowing these realities, any therapy that
uses psilocybin of MDMA, for example,
should involve thorough participant screen-
ing, education, and preparation, supportive
settings, and close supervision by
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credentialed and qualified medical and men-
tal health professionals to maximize safety
and promote potential therapeutic outcomes
(Davis et al., 2021; Johnson et al., 2008; Nich-
ols, 2016; Phelps, 2017).

Furthermore, acknowledging that it has
been suggested that some therapies could po-
tentially lead to blurring of ethical bound-
aries between participants and provider(s) in
some cases, as well as the potential for en-
hanced suggestibility, there might be in-
creased risk for serious intimate ethical
boundary violations by session facilitators/
monitors, including emotional, physical, and
sexual abuse (Anderson, B., Danforth, A.,
Grob, C., 2020; Goldhill, 2020; Pilecki et al.,
2021), though psychedelics and entactogens
are by no means unique in this regard. Some
populations might have a higher risk for ad-
verse reactions from  psychedelic or
entactogenic drugs, such as people with a
known history of serious cardiac conditions
or serious mental conditions such as border-
line personality disorder or bipolar disorder
(Bender and Hellerstein, 2022; Bradberry et
al., 2022; Leonard et al., 2018; Lim et al., 2012;
Malcolm and Thomas, 2021).

Given the broad array of potential chal-
lenges with therapies that may use
psychedelics (e.g., psilocybin) or entactogens
(e.g., MDMA), compounded by an absence of
consensus about how best to address these
challenges, a proactive collaborative ap-
proach may be most effective, where a part-
nership of subject matter expertise can con-
solidate efforts and collectively work to ad-
dress relevant issues (Belouin et al., 2022;
Belouin and Henningfield, 2018; Xi et al.,
2023). Best practices good, credentialling, et.

INFORMATION BEING REQUESTED

This letter seeks broad input to address
five major landscape domains that may con-
tribute to developing real-world risk reduc-
tion and mitigation frameworks that protect
public health and safety when considering
implementing potential therapies that use a
psychedelic or entactogenic drug substance
in medically supervised and interpersonally
supportive settings. These include (1) service
delivery, (2) promoting participant protec-
tions, (3) engagement of communities, (4)
safeguarding equitable access, and (5) best
practices for data standards.

Service Delivery:

What is the spectrum of interdisciplinary
practitioners who will be held accountable as
session facilitators/monitors for the poten-
tial use of these substances in medically su-
pervised and interpersonally supportive set-
tings?

Training considerations:

What are the minimal training standards
for integrated case delivery?

What curriculum is needed that best ad-
dresses variations in psychotherapy (e.g.,
how best to address a participant’s vulner-
ability and manage psychedelic-related chal-
lenging experiences)?

Credentialing considerations:

What are the relevant background edu-
cations, qualifications, professional experi-
ences, and potential examinations that
might be considered for interdisciplinary
credentialing?

Which disciplines may represent ‘service
providers’ (e.g., clinical practitioners, coun-
selors, peer support)?

What might be appropriate supervision and
practice hour requirements?

What types of guidance documents may be
necessary for those who provide close super-
vision/monitoring of participants using
psychedelics or entactogens?

Promoting Participant Protections:

Provide input on strategies that may be
critical to protecting participants, includ-
ing:
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What strategies will be needed to ensure
participant education, screening for medical
or mental health conditions that may dis-
qualify from participation, and informed
consent prior to an individual participating
in a therapy that may use a psychedelic or
entactogenic drug substance?

What is needed to assess baseline pre-dose
and adverse event monitoring post-dose (e.g.,
suicidal ideation or behavior, physiological
reactions, psychological harm, substance
misuse, and drug-drug interactions)?

What information is available or needed on
how medically supervised and interperson-
ally supportive settings might incorporate
substance misuse screening and prevention,
risk mitigation, safety and ethical moni-
toring strategies that protect participants
from potential ethical boundary violations
from providers?

What components need to be developed to
support ethical-vigilance reporting systems
(e.g., state departments of consumer protec-
tion, professional societies, state licensing
bodies, and law enforcement)?

What data might be collected that im-
proves existing pharmacovigilance reporting
systems?

How will these strategies complement ex-
isting patient protection regulations en-
forced by FDA that reduce risk for clinical
trial participants as well as for users of ap-
proved and regulated products?

Engagement of Communities:

The PATH Caucus invites input to help
identify best mechanisms/approaches that
achieve engagement with diverse commu-
nities, including:

How might some indigenous people’s use of
psychedelics (e.g., ayahuasca, peyote) as sac-
raments in spiritual ceremonial or ritual
healing practices, improve our under-
standing to protect public health and safety?

How might we ensure engagement with
vulnerable populations disproportionately
affected by mental health conditions, includ-
ing people experiencing homelessness, racial/
ethnic minorities, sexual and gender minori-
ties, older adults, people living with disabil-
ities and chronic health conditions, and indi-
viduals in the criminal justice system (Ortiz
et al., 2022)?

Are there examples of best practices that
facilitate provider (e.g., clinical practi-
tioners, counselors, and peer support) en-
gagement with vulnerable populations?

How do we effectively navigate societal
stigma associated with psychedelic or
entactogenic use?

How do we effectively educate healthcare,
local crisis response systems, and law en-
forcement?

How do we best engage in comprehensive
transparent community educational out-
reach?

Safeguarding Equitable Access:

What should be considered critical ele-
ments to the development of capabilities
across the following domains or activities?

Reimbursements that ensure equitable ac-
cess to services.

Healthcare economic impact analyses.

Types of medically supervised and inter-
personally supportive therapy settings.

Collaboration on activities that may in-
clude input on prescribing, administering,
and dispensing.

Manufacturing and distribution standards.

Supporting oversight of the available sup-
ply of substances.

Diversion control monitoring.

Information on how potential psychedelic
and entactogenic medicinal use might fit
within the medication use process and
workflow of health care systems.

How should these activities be performed
in a manner that complements and supports
FDA’s regulation of development, manufac-
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turing, distribution, marketing and use of
psychedelics?

Best Practices for Data Standards:

What types of data standards and reposi-
tories (e.g., Coordinated Registry Networks)
may be created to collect data that contin-
ually informs best practices and vice versa?

How might current surveillance systems of
regulated and unregulated settings be im-
proved?

For example, Researched Abuse, Diversion
and Addiction-Related Surveillance (RA-
DARS), Monitoring the Future, National
Survey on Drug Use and Health, and the
Drug Abuse Warning Network, collect ac-
tionable data on psychedelic and
entactogenic use, associated adverse events,
prevalence of medical and non-medical use;
frequency, dose, and use settings; and partic-
ipant comorbidities, health concerns, long-
term effects, as well as demographic charac-
teristics.

Please email your input and feedback to
PATH@mail.house.gov by close of business
on November 5, 2024. Your responses to these
questions are crucial, as they will directly
inform Congress on how best to contribute to
protecting public health and safety, ac-
knowledging the complex nature of issues as-
sociated with these novel therapies that use
psychedelic or entactogenic substances in
medically supervised and interpersonally
supportive settings. We aim to ensure the
path we walk is illuminated for all Congres-
sional members where they can make in-
formed decisions on the relevant issues.

———

HONORING THE LIFE OF JOHN
MARTIN ADEMA, JR.

HON. DOUG LaMALFA

OF CALIFORNIA
IN THE HOUSE OF REPRESENTATIVES

Friday, August 9, 2024

Mr. LAMALFA. Mr. Speaker, | rise to honor
the life and service of John Martin Adema, Jr.,
who at the age of 100 years old, passed away
peacefully surrounded by family and friends.

John was born on February 16, 1924, in
New Orleans, Louisiana to John Adema and
Christine Kessler. John would go on to attend
Jesuit High School on a music scholarship for
the French Horn as well as lettering in Track
and Field.

John graduated in 1942 and began classes
at Louisiana State University (LSU). John
would put his studies on hold to serve his
country in World War I, enlisting with the
United States Marine Corps as a Radio Oper-
ator in an LTV4 Landing Vehicle assigned to
the 4th Amphibious Tractor Battalion.

John served in the South Pacific where he
participated in the landings of: Guam, the Mar-
shall Islands, British Solomon Islands, the
Marianas Islands, and the Kwajalein Atoll and
earned two Bronze Stars. At the time of his
death, John was the last survivor of his bat-
talion, the last of the Greatest Generation.

At the conclusion of WWII in 1945, John
would return home, resuming his studies of
Forestry at LSU graduating in 1948. While
working to pay for his education John would
meet June Corcoran, the love of his life. They
would remain inseparable until her death, 73
years later.

John’s career would move the family all
over the world, from Colorado, to Texas, to
California, to Germany, and to Vietnam. John
worked for the Bureau of Reclamation, the
United States Forestry Service, the United
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