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Overview

" Area of focus: Cocaine Use Disorder (CUD) and the CURB-2 clinical trial
" Unique opportunity for trust and holistic care: Longitudinal relationships
" Methods: Linkage to care, harm reduction, and partnerships

" Qutcomes

" Conclusions: Looking ahead
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Study Information

"  We are grateful to NIDA/NIH and the study sponsor for the opportunity to participate in the
Extended-Release Naltrexone and Monthly Extended-Release Buprenorphine for Cocaine
Use Disorder (CURB-2) clinical trial and our local PI, Dr. Niranjan Karnik.

—  ClinicalTrials.gov ID NCT05262270
—  Sponsor University of Texas Southwestern Medical Center

——— CTN-0109 ——
Injectable
. : Naltrexone &
National Institute Monthly Injectable
on Drug Abuse Buprenorphine for

Cocaine Use Disorder
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Background
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Cocaine Use Disorder
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CUD and adverse health outcomes

No current FDA-approved medication
treatments available for CUD

Rise in overdoses related to fentanyl
contamination

Shame and stigma prevent individuals from
either seeking primary care or revealing
substance use to their provider

Emergency department utilization increases
Resultant isolation from & within medical homes
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CURB-2 Clinical Trial

LOVE YOURSELF,

BUT DON'T LOVE CRACK-COCAINE? = Cocaine Use Reduction with Buprenorphine
+ Evaluating combined medication to (CURB-2) (CTN-0109): A Phase [l NIH/NIDA-
Gt s S sponsored multi-site, randomized, placebo-

+ 8 wooks of medication controlled trial of long-acting medications for
s S Cocaine Use Disorder (CUD)

" 15-week study, twice weekly visits
= 31 enrolled locally, 427 nationally

= 3 XR-Naltrexone and 2 XR-Buprenorphine
Injections given in alternating order

"= Challenges: concurrent opioid use, risks of
precipitated withdrawal, fentanyl contamination

Fdr more information

.. , and overdose
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Additionally... Attitudes about research

Facilitators to participation: Barriers to participation:

- Fear and perceived risk to health of

- Potential for personal benefit experimental treatment

* Altruism - Practical difficulties (time, transportation,
. Trust work or care responsibilities)
- Low burden or convenient - Distrust of research or researchers

. Financial Benefit or incentives (particularly high amongst ethnic minorities)

- Alternative method for CUD
treatment

- Aversion to randomization & treatment
preference (disadvantage of placebo)

- Stigma related to health condition

Sheridan, R., Martin-Kerry, J., Hudson, J. et al. Why do patients take part in research? An overview of systematic

U N IV E Rs ITY o F I LLI N 0 I S reviews of psychosocial barriers and facilitators. Trials 21, 259 (2020). https://doi.org/10.1186/s13063-020-4197-3
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Ethical Frameworks
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“In general, all individuals,
iIncluding healthy volunteers,
who participate as research
subjects should be viewed as
intrinsically vulnerable.”

- Guidance for best practices for clinical
trials. World Health Organization; 2024




Ethical Frameworks

L EEEREE b T “Persons are treated in an
R S L ethical manner not only by

. A ~ Belmont . . .

e - Report respecting their decisions

g e R and protecting them from harm,
- SURRRRGEE e but also by making efforts to
i « of Research e . . ”

- . e secure their well-being.
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Methods: A Holistic Approach

* Primary care provider with experience in SUD treatment served as Medical
Clinician (MC)

« Collaborations with multiple community partners including a FQHC with
robust behavioral health and addiction services

 Facilitated scheduling and credibility- safe places to reveal SUD

« Screening: Comprehensive medical and psychiatric interview, physical
exam, clinical labs, and electrocardiogram readings

« Opportunity to identifying the health needs in the screening phase

« Enabled candid, empathetic conversations about health
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Methods: Harm Reduction

NEVER USE ALONE |

(B77)686-1596
Mo Judgement
Mo Shaming

Mo Preaching
Just Lova!

e Call us if you are going to
—— e | Use Alone!
ﬂJ | 1-877-696-1996

Q)
()] G2 |
1 Strip & Scoop Jf Fentanyl Drug Test & l
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Methods: Respectful Language

In the setting of substance use, consider these Replace them with preferred alternatives
stigmatizing words and phrases...

* Substance abuse, drug abuse » Substance use disorder

* Abuser * Person with a substance use disorder
* Substance abuser * A person who uses substances

* Drug abuser
* Addict

» Alcoholic

* Drunk

* Junkie
*User

UNIVERSITY OF ILLINOIS | - . -
COLLEGE OF MEDICINE https://www.hopkinsmedicine.org/stigma-of-addiction




Methods: Partnerships

Assistance with referrals to primary care
and needed services tailored to the
participant, included:

» Housing assistance

» Food pantries

» Case management organizations
» Park District — fitness programs
» Local libraries

> Peer support groups — AA, NA

» Inpatient and IOP as needed
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= Everyone referred to primary care or encouraged to follow up with
preexisting PCP did so during the study

= Thirty percent of participants counseled on health conditions and
connected to needed primary or specialty care services

= Among four participants with uncontrolled hypertension:

» Two were connected to primary care and received
antihypertensives, which resulted in significant BP improvement
throughout study, even in the context of continued cocaine use

» Two additional participants resumed taking BP medication they
were prescribed but hadn’t taken and returned to their PCPs
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= One participant scheduled for surgery approximately one month after
study completion had not disclosed cocaine use to their surgical team
as well as a pre-established primary care provider and psychiatrist

» After discussions and assessments with the team, the participant
decided to inform their clinical teams of their substance use

» A comprehensive, revised plan was implemented for a safer surgery
» Psychiatric medications were adjusted

» Of note, this individual achieved 10 consecutive weeks (verified by
UDS) of abstinence from cocaine, which was the participant’s goal

= All participants were receptive to harm reduction resources and most

reported continued testing of their cocaine supply to ensure safer use
16



Conclusions & Looking Ahead

= Stigma around SUD and concerns about research can lead to estrangement
from care as well as study non-enroliment and dropout

= Optimizing the longitudinal relationships we often create in research and
integrating holistic referrals can make a difference beyond our clinical trials

= Research settings can become bridges to care—places of respite and trust

= Researchers are uniquely positioned to facilitate safe transitions, supporting
those with SUD or conditions that may be exacerbated by SUD

= Partnerships with primary care clinics, particularly those that use an
iIntegrated care model and emphasize non-stigmatizing care, are particularly
valuable for individuals who have been estranged from medical systems
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Stephanie Torello, Veronica Bucci, Akilah Smith, Shirley
Stephenson & Ruben Camargo
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Teamwork




Thank You

We welcome opportunities to connect:

vmbucci@uic.edu
Veronica Bucci

ssteph5@uic.edu
Shirley Stephenson
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