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Overlap in common proteinopathies from NACC

All Participants (N=2057)

m AD plus AD only

ADNC only = 35%

ADNC plus [TDP43, or LB, or both] = 65%
ADNC plus LB = 46%

ADNC plus TDP43=36%

ADNC plus TDP43 and LB = 20%

Woodworth et al 2024, Acta Neuropathologica



ADNC co-occurs with cerebrovascular
disease

Pathology

e N=2423 NACC brain donors with ADNC
and UDS cognitive data
e ADNC = Braak >=3

e CVD= moderate to severe
arteriolosclerosis or atherosclerosis

* People with both diseases declined
faster

m ADNC without CVD  ® ADNC plus CVD Frank et al 2022 Neurology g %

From Boston ADRC




o NS
ATN profiles fundamental to AD research
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Timeline of ADRC Imaging Initiatives

\
o
(0‘00
Q
o ¢ xe o
o o o ‘a \!
\{90‘ (\\’\ ‘\(\% . %6 \00“
ot AV e’ R\ A\
2 QN X
ANPY) 2 & d @ 80
& \NPY) e ) S
29 <0 & K O \\ e -2
NN S ¥ N O N
N & \\ e S $)
P,OQ‘ 60(‘6 0?9 6‘(0\ OP'\A OP‘Q i‘\Q Q3\\‘0
°° o ) S 0\}@ 0\}
2017 2018 2019 2020 2021 2022 2023 2024 2025 2026

SCAn & CLARITI

Infrastructure Scientific
receive and questions and
process images recruiting plan

Agree to collectimages

together




The ADRC imaging ecosystem

NACC Researchers
everywhere

Data Integration and Distribution

1 DIA

TNEG oA EWSIES

7/t X

SCAN Compliant Acquisitions

N\

O & CLARITI

SCAN non-P30
2021—0Ongoing

LONI

2024—0Ongoing
2024—0ngoing

SCAN Supplements * 24 ATN sets required
Linked studies (R01s) * Rolling out in three P30 groups - 2000 participants
4000 ATN sets + blood

Variable completeness

Mixed Protocol
<2021

Site-specific protocols



o NS
Collective impact: Estimated amyloid

PET exams over next 5 years in SCAN

>10,200 total sets from 5-8K people

linked studies
(SCAN), ~2000

CLARITI (SCAN),
4000

P30 ATN
(SCAN), 4200
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25% SCAN Amyloid data from URPs

Proportion URG by center
Counts by center
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SCAN Limitation: high “missingness” ScanN

3601 participants with one or more scans

MR Data Amyloid PET
n=2,816 n=1,622
431
414
1788 May reflect...

Site level strategies (Tau PET may

506 not be collected in Amyloid-

01 271 Impaired participants)?

Lack of resources/study protocol

100 for collecting all 3?

Tau PET Another limitation is high proportion of CU (~60%)

Venn Diagram courtesy
Bill Jagust

n=968



PET, plasma overlap and missingness S€dn

1210 Amyloid 759 Tau
(48% with ADCFB (50% with ADCFB

plasma) JERNE)

638 Both
Amyloid+Tau PET
I
326 also have ADCFB
JJERIE! [

Flowchart courtesy
Jeff Dage
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CLARITI Aims

Infrastructure Aim: Standardized ATN+Blood acquisition

* Thefocus of today

Scientific Aims: Multi-etiologies imaging-based sighatures

GOAL: Create individual etiologic profiles from imaging and plasma

« ATNimaging and plasma study superimposed on existing longitudinal UDS
e 2,000clinical core participants; 60% impaired, 40% unimpaired

SYNOPSIS * Diverse representation for generalizable science > 25% URG

* Two time points [4000 ATN sets] ~2 year interval

* Embrace Heterogeneity: syndromes and multi-pathologies
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Timeline

Radioligand NACC initiates
CLARITIlis funded IRB approval g . subawards to
contractsinplace .
ADRC sites

September2023 January 2024 May 2024 October 2024

o o ) A ) >

November 2023 March 2024 August 2024

O g:zi‘;v;;iiteo O Central IND O Wisconsin begins O gggrﬁftt;’::: n&
sites approval scanning Begins g

December2024 to 2025




Progress update:
CLARITI infrastructure now in place

Strategic Central IRB,
recruiting plan IND, regulatory,
and resources vendors

Cores are
operational

CLARITI portal

at LONI is ) enrollment
. established )
running when sites are

Informatics Ready for




Next: Scaling up in Q4 and early 2025

Subaward phase

Nov 24 Site Activation

Site-level
dashboards with
diversity

monitoring rollouts g(@\

Core-specific
Initiatives and
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Expanding NACC's Operational
and Informatics Infrastructure to
Amplify and Acclerate CLARITI

Sarah Biber, PhD, NACC Executive Director
ADRC CLARITI Session
October 17, 2024



NACC serves as the data coordination hub and

centralized data repository for NIA's ADRC Program

)National Institute on Aging (NIA)

Alzheimer's Disease Research Center Program
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(NAcc Key AD/ADRD Challenges and Opportunities — TAT s v

Advance Early Detection Disentangle Heterogeneity Validate Blood Biomarkers
Normal” aging
Cognition m Mixed pathologies
Non-AD pathologies only

l Clinical Impairment

AD pathology only

Prevalence

ldentify and Stratify Risk
Factors and Protective

Mechanisms
Boonh ; Agrg Genetics
oor brain resilience /

Vascular

w~ risk factors

Vasculature

Exercise — /
7 O
nP S
&/

Diet —

Environmental
factors

Neurons
Other / \—/ \

pathogens

Other toxins

Gut microbiome Oral health —




Qucc Tackling Complex AD/ADRD Challenges = W s

Requires More Multimodal Data!

2B [

Socio- Neurocognitive Neuro-
Researchers need to be able demographic tests pathology
to readily access increasing )
amounts of multimodal data = ﬂﬂ[ DD
that are_hlgh-qual_lty’ Imaging Biomarker Genetic &
harmonized, and integrated to (MRI/PET) genomic
advance the field 0 B

— o>

- =

EHR & Digital Multiomics
Claims data data



Qucc Tackling Complex AD/ADRD Challenges AT wr v

Requires More Multimodal Data!

B EE A

Socio- Neurocognitive Neuro-

N AC C demographic tests pathology
2D -

® Imaging Biomarker Genetic &
R (MRI/PET) genomic
| g
2
- -
EHR & Digital Multiomics
data

Claims data



NACC's Expanded Mission and Role

NACC is providing advanced informatics an operational infrastructure, implementing new
frameworks to facilitate impactful communication and collaboration, and supporting the next

generation of researchers across the ADRC Program

Data Coordination & Communication &
Centralized Repository Collaboration Hub

Findable Q

Accessible oy

Interoperable @}@

Reusable

New Investigator Support

NACC w UNIVERSITY of WASHINGTON



New NACC Data Platform: A Modern Cloud-based Multimodal
Data Integration, Harmonization, and Sharing Platform

Expanded Partner Data, Metadata, and Analysis Data

Stang;-rngulpET SCAN/LONI NCRAD ADGC & NIAGADs| | AD K;or\t'vl:—'dge BDSA
, : Standard Bi ' & Genomic/ orta Digital
blggsa?lg'e%aﬁ%s' MRI/PET ﬂllj?j %?g:rr?a?rller genetic data Multiomics neuropath
Existing Data Streams
* Longitudinal clinical (UDS)
* Neuropathology Q Free for
* Mixed MRI/PET Data integration researchers
a via NACCIDs and everywhere!

+ Digital data & biomarkers
* Digital neuropathology

harmonization

+ EHR/CMS

Pilot Data Streams

Submit, view, audit, and access all of

ADRC Portals

(o ) -
aooo

_/

the participant data for their ADRC

NACC

NACC Data Platform

»

www.naccdata.org

w UNIVERSITY of WASHINGTON




NACC

a

groups and initiatives

[ 4
* g l. b\ Izo .'.I
]
[ 1K N il
“‘ ||| v
Strategic Project Group Surveys Webinars
Planning Management Facilitation & Analysis & Forums

Sharing the value of NACC and
the ADRC Program to key stakeholders

naccdata.org . M ‘@'
Dynamic Reports Newsletters Social Podcasts
Website Media

\

A y

(Nacc  Operational Advances

Supporting ADRC

Convening the ADRC Program
through biannual meetings

A /

A

Facilitating collaboration through a
real-time NACC Directory

Community
Forum

NACC Directory /
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New NACC Data Platform: A Modern Cloud-based Multimodal
Data Integration, Harmonization, and Sharing Platform

%g Expanded Partner Data, Metadata, and Analysis Data

CLARITI SCAN/LONI NCRAD ADGC & NIAGADs | | AD Knowledge BDSA

ADRCs

St)ﬁ?ag?jatr:?omsrUerEsT’ Standard Biospecimen & Genomic/ quta_l Digital
e INET MRI/PET fluid biomarker genetic data Multiomics neuropath

Existing Data Streams

* Longitudinal clinical (UDS)

 Neuropathology h Free for
el Data integration researchers

via NACCIDs and |
« Digital data & biomarkers a harmonization everywhere!

* Digital neuropathology
* EHR/CMS

Pilot Data Streams

Submit, view, audit, and access all of
the participant data for their ADRC

ADRC Portals

oo
oono

NACC Data Platform

www.naccdata.org

NACC w UNIVERSITY of WASHINGTON



NACC Data Platform: CLARITI

% CLARITI Grant Partner Initiatives & Repositories
= & o
ADRCs ©

V

CLARITI SCAN/LONI NCRAD
Standard MRI/PET, blood Standard Blood
f biomarkers, advanced MRI MRI/PET biomarker
Results &
tracking 1
Data Types
$ Data & $
* Longitudinal clinical (UDS) analysis
* Neuropathology \
+ Heterogeneous MRI/PET a O
L} G
* Digital data & biomarkers
* Digital neuropathology Data
* EHR/CMS issi )
submission Researchers
ooo| ADRC Portals

NACC w UNIVERSITY of WASHINGTON



NACC's Expanded Mission and Role

NACC is providing advanced informatics infrastructure, implementing new frameworks to
facilitate impactful communication and collaboration, and supporting the next generation of
researchers across the ADRC Program

Data Coordination & Communication &
Centralized Repository Collaboration Hub

Findable Q

Accessible oy
Interoperable @}@

Reusable

New Investigator Support

NACC w UNIVERSITY of WASHINGTON



Informatics Support

Data Submission and Building key data Data Sharing
Tracking pipelines

« Data submission interface * MRI/PET * Real-time form error checks
« EDC system with case report  Digital Neuropathology
forms . Eluid Biomarker - Data Front Door: One-stop-
« Site-level dashboards . . . shop for CLARITI data
« Multimodal data integration via
* Program-wide dashboards NACCID
( 1 ( h [ Dat 1 ( Data A g Data 1 ( Data )
= a a -
DE::CCt;(:Dr;Lcre PAO[:tRacl:S Pipelines |ntegration Integratlon Front Door
oono ° ﬂ n’
m[=]= i B Q Q
\. J U 1T Y, \. o J J \ J \. y,

( NACC w UNIVERSITY of WASHINGTON
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NACC ADRC Portals

ADRCs can submit, view, audit, access,

@icc

and manage their CLARITI participant data

ADRC Portals & CLARITI

‘a = 4

-

Submit Data View, Audit, Track, and Program-Wide
Access Participant Data Dashboards and Reports

w UNIVERSITY of WASHINGTON



NACC ADRC Portals

ADRCs can submit, view, audit, access,

and manage their CLARITI participant data

ADRC Portals & CLARITI

Submit Data
/

( NACC w UNIVERSITY of WASHINGTON

-




NACC ADRC Portals: Submit Data

Data Submission

& CLARITI

ADRC
Portals

Submit Data

" Electronic Case
Report Forms

-

F|UId
blomarker

NCRAD

Digital

"/”J
S,

N

w UNIVERSITY of WASHINGTON



NACC ADRC Portals

Submit CLARITI Protocol Data via REDCap EDC CRFs

CLARITI EDC

@ Record Status Dashboard (all records)

Dsplayed Delow 15 3 Wable lIsUing afl exssung recordaresponses and their s1atus for every data
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eRes are
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and
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® Incomplete
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NACC ADRC Portals

ADRCs can submit, view, audit, access,

and manage their CLARITI participant data

ADRC Portals & CLARITI

Submit Data View, Audit, Track, and Program-Wide
Access Participant Data Dashboards and Reports

‘*|=] 8

\

( NACC w UNIVERSITY of WASHINGTON



NACC ADRC Portals

Site-Level View, Audit, and Access

§& CLARITI

ADRC
Portals

View, Audit, Track, and
Access Participant Data

\ '

Participant Multimodal
Enrollment Data Dashboard

Payment
Dashboard

( NACC w UNIVERSITY of WASHINGTON



NACC ADRC Portals

ADRCs can view and download

Program-Wide Dashboards and Reports

ADRC Portals & CLARITI

Submit Data View, Audit, Track, and Program-Wide
Access Participant Data Dashboards and Reports

LI

. J

@icc



NACC ADRC Portals: Program-Wide Dashboards :

& CLARITI
"~ ADRC

4 D
Portals CLARITI Recruitment Multimodal
and Enrollment Data Dashboard
Program-Wide

Dashboards & Reports oo N\ o
o - R \'x,\ -R

w UNIVERSITY of WASHINGTON
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SCAN

Imaging Analysis

I

SCAN Compliant Acquisitions

NACC

Data Integration

& CLARITI

and Distribution

SCAN non-P30
2021—0Ongoing

* SCAN Supplements

« Affiliated RO1s

» Site specific scanning
schedules & eligibility

(Nacc

SCAN P30
2023—0Ongoing

ADRC P30 Budget

Site specific scanning
schedules & eligibility

24 ATN sets required

Expect 600 participants/year

CLARITI
2023—O0ngoing

CLARITI Performance Site Budget
CLARITI scanning schedule and

eligibility

2000 participants over 5 years

Researchers
everywhere

Mixed Protocol
« Site-specific protocols




MRI / PET Pipeline

d
Flyvheel

NACC Data Platform

O All MRI/PET
E3))" insoire .
Data
'-E"
o

S,
s 9 @(E
a Dashboards ADRCs

Submission
Interface Image Multimodal
Router SCAN Compliant MRI / PET _ data Data | O
integration Front | > o)
via NACCID Door 1
Researchers
everywhere!

( NACC w UNIVERSITY of WASHINGTON



Digital Neuropathology Pipeline

Investigators

$ CLARITI
9 | =
O
Digital )
Neuropatholo I\{Iultnmoc_lal dqta
P % BRalN Lab [VISEREE integration via
W Raw images NACCID -
Analysis results — \
UNIVERSITY of [ ol | ADRC Portals ) As
WASHINGTON

NACC Data Platform

Dirk Keene, MD, PhD
CLARITI Neuropathology Lead
Chair of Neuropathology,
University of Washington

NACC Neuropathology image from: McKenzie, A.T., Marx, G.A., Koenigsberg, D. et al. Interpretable deep learning of myelin histopathology in age- w UNIVERSITY of WASHINGTON
_ related cognitive impairment. acta neuropathol commun 10, 131 (2022). https://doi.org/10.1186/s40478-022-01425-5



Fluid Biomarker Pipeline

Integration via NACCID

& CLARITI
o everywhere
Metadata
25 )| NCRAD = {48 0
results
©79
=E : _ »L¥
< - = "
or multimodal data
integration via NACCID

ADRCs
O,
[ ADRC Portals =¢

ADRCs

NACC Data Platform

Tatiana Foroud, PhD

CLARITI Plasma Biomarkers Lead

Executive Associate Dean for Research Affairs,
Indiana University School of Medicine

< NACC w UNIVERSITY of WASHINGTON



NACC Data Front Door: A One-Stop-Shop
for CLARITI Study Data

(NACC YAT ovvesim e TOn



New NACC Data Platform: A Modern Cloud-based Multimodal
Data Integration, Harmonization, and Sharing Platform

ADRCs

Expanded Partner Data, Metadata, and Analysis Data

CLARITI

&)

* Longitudinal clinical (UDS)
* Neuropathology
* Mixed MRI/PET

o CEARITL SCAN/LONI NCRAD ADGC & NIAGADs | | AD Pgior:vl;edge BDSA
- ’ Standard Biospecimen & Genomic/ orta Digital
blggeat::ggjam%s, MRI/PET ﬂuidrt))iomarker genetic data Multiomics neuropath
Existing Data Streams @
ﬂ . Free for
Data integration researchers
via NACCIDs and everywhere!
harmonization

* Digital data & biomarkers
* Digital neuropathology
* EHR/CMS

Pilot Data Streams

Submit, view, audit, and access all of
the participant data for their ADRC

NACC

ADRC Portals

oono
ooo

NACC Data Platform

www.naccdata.org

w UNIVERSITY of WASHINGTON



Data Front Door: Advanced Data Search, Visualization, & Access

One-Stop-Shop for All ADRC Data

NACCIDs

ADRC Data & Metadata

Socio- Genetic and Multiomics
demographic genomic data
onn [ F;
CAh S 2
Biomarker Imaging (MRI/PET) Neuropathology
BE= -
=
- ] N
Digital Neurocognitive Electronic Health
biomarker tests Record (EHR)

@icc

\

Quick Access Files Dashboards

NACC k  ———

Q
3

Investigators
everywhere

Powered by REDCap \ SCAN imaging data and more!
LINKAGE
NACC
K\ COVID-19 Admin Supplement ) \ Build your own multimodal dataset! )}

w UNIVERSITY of WASHINGTON



NACC's Expanded Mission and Role

NACC is providing advanced informatics infrastructure, implementing new frameworks to
facilitate impactful communication and collaboration, and supporting the next generation of
researchers across the ADRC Program

Data Coordination & Communication &
Centralized Repository Collaboration Hub

Findable Q

Accessible oy

Interoperable @}@

Reusable

New Investigator Support

NACC w UNIVERSITY of WASHINGTON



Operations Support

Study Start-up Support § Communications & Events Established Subaward
Support process

« Surveys for data informed « CLARITI Connect newsletter « Initiated execution -

decisions and webinars to drive documentation collected from all
 Study start-up dashboard engagement sites

(public) . : : .
- CLARITI-specific directory Launched website for CLARITI - Building a payment dashboard

« Study Handbook sl for ADRCs
 Building a public-facing
recruitment website

me B B B oEe B oo B owe owee me B o= BB OB B THE MIA ALZWEIMER'S DISTASE SESTARCH CENTERS PROSEAM =

T e i e 3 R e e 7 e e e NACC  National Alzheimer’s Coordinating Center

e | e e s e s e S e O s e R O e )

e | m—— e —

P s e e i e = ————— [ ]

STSITIST ——————— o\ I

B e e e s s o e e :@ e e

e e e e e e B e e e g s e s

e e s e e e s ) ADRC Consortium for Clarity in ADRD Research Through Imaging S

e EETTTES BEETTTNS BEETTTEE eeepes et e eenes BETTTTEE e L e R ] - Instinute.

Wﬂ'.—--—-—-—-—-.-_—n—-_—_—-——-»‘- P L e B a— -

= ' o 202
[ e e P e e e e

e e e P S S S -

N

>
()
@]
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Operations Support: NACC-hosted website

& CLARITI

ADRC Consortium for Clarity in ADRD Research Through Imaging

NEWS & STUDY UPDATES ABOUT WEBINARS & EVENTS MEET THE TEAM PARTNERS TOOLKITS & RESOURCES FAQS CONTACT US

News & Study Updates

University of Washington plays key role in $150M CLARITI study for Alzheimer's and
related dementias research

NACC

https://bit.ly/CLARITI

w UNIVERSITY of WASHINGTON


https://bit.ly/CLARiTI

Operational Support: Study Start-up Dashboard

CLARITI Study Start-up PID 237

Data Exports, Reports, and Stats BB VIDEC: How to use Data Exports, Reports, and Stats

+ create New Report = [E- My Reports & Exports  [® Other Export Options | Q View Report: CLARITI Study Start-up Dashboard - ranked by points

Number of results returned: 36 @ Public | | Stats & Charts ‘ | B Export Data J | & Print Page ‘
Total number of records queried: 37
. . — -
Report execution time: 0.1 seconds Live filters: | LADRC Affiliation ] |
CLARITI Study Start-up Dashboard - ranked by points https://bit. |V/C LARITI-
. . = Site IRB = ADCFB -
Site Site CLARITI r - SCAN UWisc Blood Site
ADRC Initiation Study glﬁ?g;:h gl?lfrfward CR:::I':;:IW WwcCG Qualified Radiotracers Manufacturer ﬁgﬂm;onr‘; Central LONI ¥::itr?ﬁ'|ol Collectlon Recri
Affiliation Meeting Coordinator Specialist Executed To Approval Site for Selected SOW Filed Completed Monitoring Access 5 g Kit: Strat
Completed Designated D';signated e CLARITI p SIV NGIAD, Ordered Finali

(UEELEL LI Complete W Complete W Complete W Complete W Complete Wl Complete Wl Complete W Complete WM Complete W  Complete W Complete W Complete Wi Complete W Complete W C
Boston

University IETTETE | 1n Progress Mot Started EETTETE | In Progress Not Started In
ADRC

ES};‘EC“”'C IETETE I Progress In Progress Mot Started In Progress Not Started Not Started Nol
1Florida ADRC IFTTET | In Progress In Progress In Progress Mot Started In Progress Mot Started Mot Started o
South Texas

T IETETE | In Progress In Progress Not Started Mot Started In Progress Not Started Mot Started Nol
PO Compiete W1 Compiete | Complete | | _complete Wl Complete | | Complete | | Complete |

Kansas ADRC Complete Complete D In Progress Complete Complete Mot Started Complete In Progress Mot Started In Progress Complete Not Started Mot Started Mot
Wake Forest

University, TS| In Progress Mot Started In Progress Mot Started Not Started Not Started Not Started Nl
ADRC
Rush University

Alzheimer's Not Designated In Progress In Progress Mot Started In Progress Mot Started Not Started Mot Started Mot Started Naoi
Disease Center
Stanford ADRC Mot Designated I Progress Not Started Not Started In Progress Not Started | Not Started N
University of R
Michigan ADRC Not Designated ~ InProgress Not Started | Mot Started | Not Started Not Started TN | Not Started Not Started Nol
University of
Washington Mot Designated In Progress Mot Started Not Started Mot Started Mot Started Mot Started Mot Started Nof
ADRC

NACC UNIVERSITY of WASHINGTON


https://bit.ly/CLARiTI-Startup-Dashboard
https://bit.ly/CLARiTI-Startup-Dashboard

NACC NACC Data is a Critical Resource A/ vrversimror wassinron

\
Key AD/ADRD Challenges & Opportunities
Advancing Early Detection
Disentangling Heterogeneity
Validating Blood Biomarkers
.@. . _;:I/ = Ay
S Newoeogntve N Identifying & Stratifying Risk Factors
i tests L & Protective Mechanisms
W oo
MRupEy) ~ Dlomarker  Geneficd Providing Precision Medicine
© _ S
E Improving Generalizability
Digital Multiomics J

data data



NACC’s CLARITI Team

CLARITI
Leadership
(mPls)

SARAH BIBER, PHD

Executive Director

WALTER KUKULL, PHD
PI/Director, NACC
Professor,
Epidemiology

Co-Investigators

KWUN CHUEN
GARY CHAN, PHD

Associate Director
Prof., Biostatistics,
Health Systems &
Population Health

YEN-CHI CHEN, PHD
Co-investigator, NACC
Assistant Professor,
Statistics

DEAN K. SHIBATA, MD
Co-investigator, NACC;
Professor, Radiology

MARK BAUER, EDD
Manager of
Communications

CLARITI Technical Support

-'ﬁal

DAN PETERSON

Software Engineer

SHILPA

ALLIMATTI, MS, MBA
Technology Lead

NACC

CLARITI Management
& Operations Support

EMILY CHENG, BS

Software Engineer

HANNAH KOENIG
CLARITI Data Manager

HEATHER 0'CONNELL
CLARITI
Program Manager

BRITTANY HALE

Project Manager

Grants & Finance Support

_—

et

~ A AL
AILEEN IDA, MA HANNAH JANE XIA, MHA VALERIE HOCKENS EMILY ALMEDA
Communications ROSENTRETER Grants & Finance Program Operations Administrative
Specialist Events & Collaborations Manager Specialist Coordinator
Manager

LAURA MCLEOD
Senior REDCap
Administrator

ZACH STARK, BBA

Software Engineer

BEN KELLER, PHD
Software Engineer

JANENE HUBBARD, BS

Research Consultant

BRENDAN SMITH, BS

Software Developer

w UNIVERSITY of WASHINGTON
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» CLARITI

ADRC Consortium for Clarity in ADRD Research Through Imaging

CLARITI Study Updates
@CC October 17, 2024



CLARITI Subawards Update

* Budget period 9/1/2024 - 8/31/2025
e Email with details was sent 9/12/2024

* Pre-award expenses are allowed up to 90 days (>June 3,
2024)

* Subaward documentation reviews are underway
* ADRCs will be receiving site-specific communications
from NACC regarding status of their subawards over the
course of the next few weeks.

* Priority is based on site readiness; WCG approval, Site
Initiation Visit (SIV) with Central Monitoring Service g




What you can do »
Visit the Study Start-Up

Dashboard
* Respond to subaward

: ',F","H R "

correspondence promptly Enr,'i’i-‘;- %ing& w;};ﬁl!lﬁ

» Coordinate with your local RSP ﬁi{@'; -;,..r ;fj;"ﬁﬂf ;,..fﬁg;‘f. At g;q*
office b e e

* Continue working on site =:f-*"* £ R R 0
readiness L
B R

* WCG approval % ﬁi‘fﬁ:‘i '

* Site Initiation Visit with CMS b b B3 :Eﬁ_'gﬂ;

. . . . T .t o - aon S *

* Onboarding with radioligand WA H::-F’n'i‘«ﬂi?*,”"f :
companies SR : &,w:“é'.. =

: BN i e i

* Inclusion Core Launch Call Al mz Foe g
*vetes o * :S"&H Ll Lot

[m] et e d e B




Central Monitoring

* University of Wisconsin Central Monitoring
Service

* Sponsor compliance; standardized monitoring

 Benefit for CLARITI sites

* Site Initiation Visit (SIV)
* CLAR:ITI regulatory team will reach out upon WCG
IRB approval

* Documents needed for CLARITI ebinder will be
required in advance of the scheduled SIV

* Interim Monitoring Visits (IMV)

Q-

q,
) 2



https://uwmadison.box.com/s/8ukmdpnlfmgohddub5l0dfieatxv4iwx
https://uwmadison.box.com/s/8ukmdpnlfmgohddub5l0dfieatxv4iwx

Site Communications

 CLARITI Website
* CLARITI Connect Newsletter
 Study Handbook
* Webinars
* Next webinar will be presented by SCAN
* November 22, 12pm CT
CLARITI Concierge
* Office Hours
CLARITI group within the NACC Community Forum

()




Return of Results Toolkit

* Gathered information from 4 pilot sites
* I[nterests and needs

* Gathered information from 3 expert sites
 Workflows, resources, tools

* Next steps:
* Finalize Toolkit
* Lead a training webinar in early 2025
* Develop and publish supplemental training videos to support rollout




Inclusion

* Inclusion Core launch call with
Individual sites m
* Diversity Dashboard within ADRC Portal
* Participant facing website
* CRN Support
e Culturally tailored materials and
resources




Thank you!

» CLARITI

ADRC Consortium for Clarity in ADRD Research Through Imaging

NACC

CLARITI's first participant scanned at the Wisconsin
ADRC, is thanked by Dr. Sterling Johnson, mPI.
(Photo used with permission)




» CLARITI

ADRC Consortium for Clarity in ADRD Research Through Imaging

CLARITI National Inclusion
and Engagement Plan

Monica Rivera Mindt, PhD, ABPP-CN & Ozioma Okonkwo, PhD

Thursday, October 17, 2024



@® Introduction to Inclusion Core Team
and CLARITI Engagement Goals

@ Culturally-Informed Community-

% C LARiTI Engaged Research (CI-CER) Overview

Inclusion ¢ cicerapproach in CLARITI
Core

@® Next Steps

@® Questions/Comments?




CLARITI Inclusion Core Team

~ .
e
il

Dr. Ozioma Okonkwo, Co-Lead Dr. Mdnica Rivera Mindt, Co-Lead
University of Wisconsin, Madison Fordham University/Mount Sinai
: )

Dr. Desiree Byrd, Consultant Dr. Stephen Cubbellotti, Data Scientist Dr. Vanessa Guzman, Co-I Dr. Charles Windon, Co-I
CUNY, Queens College Mount Sinai Mount Sinai UC San Francisco

Dr. Adeyinka Ajayi Anne Buffington, MPH Alexander Robateau, MA Eva Schulte, BS Emily Weiler, MSW
Project Manager, Mount Sinai Project Manager, UW Madison Study Coordinator, Mount Sinai CRN, UW Madison CRN, Mount Sinai



Inclusion Core Mission

Ensure the inclusion and engagement of persons from Underrepresented Populations (URPS)
In CLARITI by utilizing a culturally-informed community-engaged research (CI-CER) approach,
In close coordination with all CLARITI Cores, esp. the Admin and Return of Results Cores,

and with local ORE Cores.

Milestone 1: Milestone 2:

Increase the inclusion Establish and
& engagement of maintain close
persons from URPs collaboration and

to 225% in CLARITI. communication with
other Cores to meet

Inclusion goals.




Inclusion Core’s Primary* Partnerships

ADRC Outreach,
Recruitment, and

Engagement
(ORE) Cores

Inclusion

Core

CLARITI Return of CLARITI Central
Results (RoR) Core Admin Team gq

*But we are happy to collaborate with all Cores, just let us know how we can be of help!



Partnership with ADRC ORE Cores

D

Success of the CLARITI Inclusion mandate (>25% URPs*) requires

close collaboration bet. Inclusion Core & ADRC ORE Cores:

* Regular meetings between Inclusion Core (IC) Leadership and ORE Core
Steering Leadership

* Regular check-ins between IC Study Team and ORE Core Team Members

« Consultation with ORE Core (and other Cores) as needed to support URP
Inclusion and engagement

* Networking with ORE Core leaders and team members during NACC @K
Directors Meetings! Y

*URPs: Underrepresented Populations



Inclusion Core Collaboration with NACC

The Inclusion Core thanks NACC for their

partnership on two key initiatives:

 CLARITI’s Public-Facing Website ( ‘
« Connect with public
» Give back with brain health education .

* Portal for inclusion into CLARITI

* ‘Diversity Dashboard’

* Track key inclusion and engagement metrics NACC gq




@ Introduction to Inclusion Core Team and
CLARITI Engagement Goals

@ Culturally-Informed Community-

% C LARiTI Engaged Research (CI-CER) Overview

Inclusion ¢ cicerapproach in CLARITI
Core

@ Next Steps

@® Questions/Comments?




Culturally-Informed Community-Engaged Research
(CI-CER): Why?

* Improves the quality and validity of
research by drawing upon the knowledge and \
lived experiences of the people involved.

* Involves communities that have historically

been harmed or excluded. a>v ’i
L v

 Examines potential harms of research with
the intent to reduce and eliminate it.

* Acknowledges the effects that research q
may have on policy.




CI-CER Key Principles

« Recognizes community as a
unit of identity.

 Builds on the strengths and
resources of the community.

* Facilitates collaborative
partnerships in all phases of
research.

* Integrates knowledge and
action for mutual benefit of all
partners.

Source: (Israel, et al., 1998)

Community
Academic

Partnership

@ * s

Sweat equity, time, credibility, trust
Meaningful URP inclusion, engagement,

and characterization
Institutional support of
faculty/investigators/team members




o EERRRRRAS
CI-CER Key Principles, Continued

 Promotes a co-learning & empowering

process that attends to social inequalities.

A

* Involves a cyclical and iterative process.

» Addresses health from positive and

ecological perspectives.

» Shares findings and knowledge gainedto &

all partners.

Source: (Israel, et al., 1998)



o EEERRRRRAALS
Why is CI-CER Important for AD Research?

Impact of CI-CER in AD research

= ADNI3 Diversity Taskforce found “...initial
eVi den ce Ssu ppO rtl N g a Cu |tu ra"y informe d zlﬁrﬁ;?;sécg;ln;nolrthrulgrr:;rlsll.:;;:r;mo?g:linoritized Persons in Alzheimer Disease Research

From the ADNI3 Diversity Taskforce

C O m m u n ity- e n g ag e d ap p rO a,C h fo r i n Cre aSi n g Ozioma C. Okonkowo, PhD; Monica Rivera Mindt, PhD; Miriam T. Ashford, PhD; Catherine Conti, BA; Joe Strong, PhiD; Rema Raman, PhD; Michael C. Donohue, PhD;

Rachel L. Moshemy, PhD: Derek Flenniken, BS; Melanie 1. Miller, PhD; Adam Diaz, M5; Annabelle M. Soto, BS; Beau M. Ances, MD, PhD; Maryam R_ Beigi, MD;
F. Murali Doraiswamy, MBES; Ranjan Duara, MD; Martin R. Farlow, MD; Hillel T Grossmian, MD; Jacobo E. Mintzer, MD; Christopher Reist, MD; Emily 1. Rogalski, PhD;

i n C I u S i O n Of B IaC k an d Lati n X O I d e r ad u ItS i n :‘;‘?:_v:nﬁts;:ihbgi;r;i::i:zfﬂiitzn 5. Schneider, MD:; Raj C. Shah, MD; Ronald C_ Petersen. MD, PhD; Paul 5. Aisen, MD; Michael W. Weiner, MD;
Alzheimer disease cohort studies.”!?

st | Open. 5

= A systematic review of AD studies offered some support for improved representation of
URPs with community outreach efforts, however, more research is needed.?

= Takeaway for CLARITI: CI-CER approach is an important evidence-based approach for
URP inclusion, though more study is needed to inform best practices.

i\

10konkwo*, Rivera Mindt*, Ashford* et al., 2024 (*Co-First Authors) t®
2Rivera Mindt et al., 2024
3Gilmore-Bykovskyi et al., 2019
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CI-CER Approach in CLARITI

» Guidance from the Community-Science Partnership Board
(CSPB)

ﬁ

w
» Culturally Competent Research Team ) ,£:3
 Community Research Liaisons (CRLS) —

| ?’ | __.j?

PRI ] |

 Community Research Navigators (CRNS)

| B |
|
&

» Culturally-Informed Outreach Materials
 Community Outreach Funds
* Ongoing CI-CER Support for Sites gcﬂ




o EEERRRRRAALS
Community-Science Partnership Board (CSPB)

» Goal: To work together in partnership as scientists and community
members, to develop strategies, based on the preferences, priorities
and voices of community members with cultural humility at the forefront
of decision making.

« CLARITI CSPB

« 12 members: Community members + scientists
* Meets quarterly ' ’ *
=\
2h-i_ &

* First meeting was held 9/9/24!




Community Research Liaisons (CRLS)

. Boots on the Ground: CRLs provide in-person engagement.

. “Study Buddy”: Support URP visits; meet participants “at the
curb” to welcome them to the study and help them navigate
study visits.

. The Give: Work centered on the “give” to community
members & organizations.

. Promote Inclusion: Support community partnerships & liaise
with community clinicians, community-based organizations
(CBOs), and community members.

. Coordinate: Local inclusion/engagement events/efforts with
local ADRC leadership & ORE Core team.

. Participate in community events!




Community Research Navigators (CRNSs)

CRNs are a part of Inclusion Core
team and will virtually engage with
staff at each Center.

Guide and support the community
engagement work of CRLs, based on
CI-CER principles.

Act as a knowledge-sharing resource
for CRLs and local center staff.

Additional roles as determined (in
collaboration with your ORE Core).




e CU

Wit

Culturally-Informed Outreach

turally-informed materials will be producec

N a Latina-owned marketing agency, incluc

oFacebook (Meta) ads.

o CLARITI pamphlets and brochures.

Materials

INn collaboration

INg:

 CLARITI Community Science Partnership Board (CSPB) will

review and inform all outreach materials.

&




o NS
Community Outreach Funds

« $10k/year to support community outreach

 Funds can be used for:
o Building relationships with local Community-Based Organizations.
o Community outreach events.
o Advisory boards/councils- stipends or meeting expenses.
o Participant appreciation initiatives, swag and gifts.
o Local printing and advertising expenses.

o We welcome other uses of this outreach funding! gg




o NS
Ongoing CI-CER Support

* Bi-annual training webinars on CI-CER for CLARITI staff
* Presentations at Spring and Fall ADRC meetings
 Collaboration with ORE Core Steering Committee

* Repository of resources and training materials for enhancing CI-CER
practices

 Certification & ongoing training on CI-CER methods for CRLs

» Additional CI-CER support at the request of Centers gc‘_‘{

Notes. CI-CER = Culturally Informed Community Engaged Research; CRL = Community Research Liaison
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Next Steps: Inclusion Core Onboarding Calls

* Inclusion Core will hold brief onboarding calls with each site

within 6 weeks of their CAT Site Initiation Visit.

« Purpose: Provide sites with information about Inclusion Core's

resources and establish collaborative consultation.

« Content: Onboarding calls will discuss:

 Site inclusion goals

» Site readiness

* Inclusion Core's resources and support services

» Attendees: Calls will be held with each Site’s CLARITI Pl, ORE
Core leader, study coordinator, and Community Research Liaison @K
(CRL, if applicable). {@




S EESSSLAAS
Key Take Aways for Moving Forward

« Sustained community engagement will be crucial for CLARITI to
meet inclusion and engagement goals.

* Inclusion Core will work directly with Centers to support their
Inclusive outreach and engagement strategies.

 Outcomes of CRL work will be tracked and engagement metrics
disseminated so that Centers can understand the impact of this work

&

and its potential utility in other projects.
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Thank you!

iMuchas
Graclas!

Questions
or

Comments? Email us at:
' clariti-inclusion@medicine.wisc.edu
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