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Overview

1. Definitions
2. Landscape of research in PD

3. Research projects going on at UCH
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Disease Modification

A

Pre-motor/prodromal period Parkinson’s disease diagnosis

Early Advanced/late

Complications

Fluctuations
Dyskinesi Motor
Dysphagia
Postural instability
Freezing of gait

Degree of disability

Bradykinesia
Rigidity Falls
Tremor
EDS Pain Urinary symptoms Nan-mater
Hyposmia Fatigue Orthostatic hypotension
Constipation RBD Depression Mmdl Dementia
| I 1 ! | >

-20 -10 0 10 20

Time (years)




Exenatide

Disease

MOdifying MEDI1341
Th era pies i BIIB054 PROO1A

UDCA

S AMSC EPH589
Lu AF824 NLYO1 Rifaximin
Liraglutide CNM_Au8
ABBV-0805 Semaglutide Venglustat UDCA PRIM-DJ2727
WIN-1001X :
DNL151 Lixisenatide  AMDIOXOl  geca) microblal transplant  Young Plasma
DA-9805 ' infusions
706 Ceftriaxone
FB-101 Lo Bore R:'Iﬂ""e Sargramostim
Deferiprone PeZL carvediiol
Exenatide
anle138b Hydrogen MCFS GRF6021 Terazosin
Prasinezumab
CDNF Momaiiiie Lingzhi Simvastatin - ¢, ayatsm
BIIBOS4 ANAVEX2-73
AAV2-GDNF Mannitol Idebenone BIIB0S4
Phase 1 Phase 2 Phase 3 Phase 2 Phase 1
Apomorphine  Accordion Pill  ABBV:951 _ Duodopa  Accordion Plll Ampreloxetine SQJZ herbal mix  NBTX-001 '
| :
. = Apomorphine  IPX203 Noririptyline ENT-01
| XC130-At0H  VY-AADCO2 APL-130277 IPX203 SR - osistant ENT-01
\ Levodopa-carbidopa Nabiione ! ‘
| vv-aapcot - LY3154207 e Rl Buspirone Mmaltodextrin ISC-hpNSC /
\ Escitalopram N-acetylcysteine i
IPT803 KDT-3594 Fogioga TRANSEURO
——— P2B001 Safinamide  Rivastigmine BARRIER849
Opicapone CTC-413 BoNT-A IPS-NSC cells
Cannabis -€vodopa Tavapadon  Solifenacin - .., ...  Foliglurax
0XB-102 Fetal Mes Neuro
Clonidine Bumetanide  THN102 Pridopidine  Probiotic Precursor Cells
LY03003 424 Pimavanserin PR Oxycodone
— o Siidopa 52 Neural Stem Cell-
Ropinirole Glycopyrolate  (CX-8998 NYX-458 Ondansetron

Derived Neurons

KW-6356 SEP-363856 Zolpidem NPC transplantation

JM-010 Cannabidiol

SER-214 ProSavin

S S t ti
e " g | Symptomatic

Buspirone Midodrine

R Therapies

Saracatinlb

Therapy Categories
[ Targeting asN B immunotherapy [J] Microbiome/GIT
[l DA symptomatic [l GBA I Kinase inhib.

Il Non-DA symp. ! Neurotrophic  [Jli] Botanicals  [Jfj Cell ther:

- Energy/mitoch. . GLP-1 agonist . Antioxidants . Other




Disease Modification Trials

Exenatide (anti-diabetic) PDO1A (aSYN Vaccine)

o Promising results in early trials

o Affects signaling in the brain

o Phase lll trial in UK

o Phase Il trial in Sweden, South Korea, USA (UCH)

o Jan 2020-announced intention for Phase Il trial

o Sept 2020- presented encouraging results of Phase |
study

> Ascending doses trial ended prematurely in 2022

Ambroxol (cough syrup)

> AiM-PD: Phase ] Memantine (for dementia)

o Improves lysosomal biochemistry > Ongoing Phase Il Trial
o Phase lll trial starting soon (UK)

BIIB122 (LRRK2 inhibitor)

> No effect on working memory

° Phase Il — efficacy & safety (400 people) Prasinezumab (monoclonal aSYN Ab)

o LRRK2 mutation as a pathogenic genetic factorforPD  © PASADENA Phase Il trial: results not significant; new

o Improve lysosomal function in CNS extension trial is promising

> Ongoing at UCH > PADOVA phase Il trial, started May 2021 (early stage PD)



Clinical Research at the University of
Colorado Movement Disorders Center

httpS://WWW.CU movement.org/ MOVEMENT DISORDERS RESEARCH

Actively Enrolling Studies
U nive rsity Of colorado Movement Disorders Center If you think you may be eligible for one of these studies or if you would like more information, please fill out our webform or contact us

at NeuroResearch@CUAnschutz edu or 303-724-4644.
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Parkinson's Disease (PD)
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Welcome to the University of Colorado Movement Disorders Center
Get Connected
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Join our Neurology Recruitment Database! £
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CBD study — closed (Dr. Leehey)

“A Study of Tolerability and Efficacy of Cannabidiol on Motor Symptoms in Parkinson's Disease”

Quadruple masking (Participant, Care Provider, Investigator, Outcomes Assessor), placebo-
controlled trial, phase I, 74 participants

Goals:
o Characterize safety, efficacy, tolerability of treatment with 3 weeks of Cannabidiol

Results (adjusted for age and education):
o CBD group (n =29) performed worse than the placebo group (n =29) on Animal Verbal Fluency.

o Adverse cognitive events were reported at least twice as often by the CBD than the placebo
group.
o Published in May 2023



Clinical studies - biomarkers

o PPMI (Progression Markers Initiative) sponsored by the Michael J Fox Foundation

PPMI 1.0: Observational international multi-center study to identify clinical, imaging,
genetic and biologic markers of Parkinson disease progression.

PPMI 2.0: Larger sample size, focus on prodromal cohorts, and incorporation of new
science targeting neuroinflammation, lysosomal dysfunction and protein aggregation.

People with PD and Healthy Controls needed!

o EEG: To better understand freezing of gait and cognitive decline

o Cytokines (PD and ET) — inflammatory proteins



Clinical studies —Symptoms management

o TOPAZ study: Zoledronic acid to treat fractures. Placebo-controlled RCT. Supported
by the Parkinson’s Foundation

> Bukwang/SHINE study: buspirone (anti-anxiety) + zolmitriptan (anti migraine
headaches) - synergistically reduce L-DOPA-induced dyskinesia in a rodent
Parkinson's disease model by increasing serotonin levels

° Jazz PD tremor: A Study of Suvecaltamide in Adults With Moderate to Severe
Residual Tremor in Parkinson's Disease” — Suvecaltamide: calcium channel blocker
Double blind placebo-controlled RCT



Clinical studies — Exercise

o SPARX3: “Study in Parkinson Disease of Exercise Phase Ill Clinical Trial”

To learn about the effects of aerobic exercise in PD (early stage) m
Phase 3 multi-site, randomized, study of endurance treadmill *A% A
Study in Parkinson'’s Disease of Exercise

exercise on changes in motor symptoms of PD at 12 months Phase 3 Clinical Trial

o EXCITESPD: “Exercise-induced cognitive improvement through
enhanced sleep in PD”

NeuroPong"

> NeuroPong: 12 weeks program of Table Tennis
to improve balance and cognition




Deep Brain Stimulation Surgery Studies

> 1. DBS surgery is a proven therapy for PD that is
underutilized for women. Better understand
barriers women face when considering DBS.

o 2. Caregiver Expectations for DBS surgery and its
relation to caregiver burden.

o 3. Use of Smartphone Applications in DBS
Evaluation for Parkinson’s Disease (Digibio)

o 4, Ceregate: DBS for freezing of gait (Gevia DBS
system)




Neurologic Music Therapy for Enhancing
-iIne Motor Control in PD

e Current treatments have limited
effects on fine motor function

* Neurologic Music Therapy has proven
benefits on gait

 We propose a patient-tailored music-
based therapy to:

— Restore brain motor function
independently of PD pathology

— Improve fine motor skills
— Increase quality of life




Genetic testing in people with
Parkinson’s disease.

Mapping the Future of
Parkinson's Disease

Help us change the course of Parkinson's 41'

Goals:
> To better understand the genetic architecture of Parkinson’s disease.

> This may lead to improved understanding of dysfunctional cellular processes
which lead to PD.

> By contributing genetic information, people with PD have the opportunity to
contribute to scientific research and improve understanding of PD and potentially
identify new and/or better treatment options.



Other Clinical studies

1.DRIVE-PD: Diversifying Research
through Inclusivity and Engagement

Do you have
Parkinson’s
disease?

DRIVE-PD: DIVERSIFYING RESEARCH
THROUGH INCLUSIVITY AND
ENGAGEMENT IN PARKINSON'S
DISEASE

We are looking for people with
Parkinson’s disease to tell us about their
experience. This information may help
other people with Parkinson's disease.

If you participate in this study you will
be compensated $25 for your time.

You may be able to join if you:

1 2

| If you iderftify as If you are over
{ Hispanic or ¢ 18 years old
Latino and have and have no
Parkinson's memory
disease problems

CALL OR EMAIL FOR MORE INFORMATION

ABOUT THE DRIVECED SIUDY AT:

(303) 724-2842
CAMILA.DAVILA@eCUANSCHUTZ.EDU

;Tiene la
enfermedad
de Parkinson?

DRIVE- PD: DIVERSIFICANDO LA
INVESTIGACION DE LA ENFERMEDAD
DE PARKINSON A TRAVES DE LA
INCLUSION Y COMPROMISO

Buscamos personas con Parkinson para
que nos cuenten sobre sus experiencias.
Esta informacién podria ayudar a otras

personas con Parkinson.

Si usted participa en este estudio, seria
compensado/a $25 por su tiempo.

Usted podria participar si:

1 2

» : Usted se Tiene mds de
| identifica como 18 afios de
L} hispano o Latino edad y no sufre
y tiene la de problemas
enfermedad de de memoria
Parkinson

PARA MAS INFORMACION SOBRE EL ESTUDIO

DRIVE-PD, FOR FAVOR LLAME AL
(303) 724-4644

O MANDE UN CORREO ELECTRONICO A
CAMILA.DAVILAeCUANSCHUTZ.EDU

2.Rock PD diary (Blue Rock Therapeutics)

4.REM sleep disorder (sleep monitoring +
actigraphy)




Misconceptions about research

| want to do this study because | don’t want to wait for the years that it takes to
get FDA approval —when this drug will help me now.

| don’t want to do this study because | might get a sugar pill.

| don’t want to be a guinea pig.



Parkinson’s

Why to participate in Research? [prE

All of your current treatments came through clinical trials.

However only 2-3% of those affect with a disease participate.

90% of clinical trials do not finish on time

> This means delays in advances, more expensive research, more
expensive treatments

A unique gift to the PD community.
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Where to participate?

Clinicaltrials.gov

FiI]d d Stlldy {all fields optional)

(O Recruiting and not yet recruiting studies

@ All studies

Condition or disease € (For example: breast cancer)

Parkinson Disease X
Other terms € (For example: NCT number, drug name, investigator name)
X
Country ©
v X

m Advanced Search




Where to participate? PO i TRIAL FINDER

University of Colorado

Movement Disorders Center

www.ucdenvermovement.org

WWW PARKINSON.ORG

iPARKINSON
sFOUNDATION

researchmatch

trlals

WWW.PDTRIALS.ORG

)’( PARTICIPATE INRESEARCH
Parkinson / \ Association BE AN AGENT UF CHANGE

THE ANSWERIS IN ALLOF US » SIGN UP AT WWW.FOXTRIALFINDER.ORG

ClinicalTrials.gov

A service of the U.5. Mational Institutes of Health




Thank you!

Questions?

Interested in research?
o Talk with your doctor
o Contact neuroresearch@cuanschutz.eduor 303-724-4644
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