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Agenda

N
o DC Cohort study overview
o Highlight available data and data sources

o Outline processes for working with Cohort data
for CFAR Pilot awards
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What is the DC Cohort?

N I —
o NIH funded: CTU (2009-2020), R24 (2020-2025)

o Longitudinal database of consenting PWH receiving outpatient
care at 14 clinics in DC that contains information on:

o Risk factors, diagnoses, lab results, treatments and procedures

o Baseline data extraction followed by monthly EHR extractions
Into a centralized database

o City-wide initiative with academic, community and government
clinics
o One of the largest HIV cohorts to date (>12,000 participants)

o Close collaboration with DOH to improve the completeness of
information through periodic data linkages
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DC Cohort Clinics by EMR and Clinic Type

DC Veterans Affairs Medical Center

Georgetown University

Whitman-Walker Health

GWU Medical Faculty Associates

Family and Medical Counseling Service
Woashington Hospital Center

Children's National Health System Pediatric Clinic

Howard Univ. Hosp. Pediatric Clinic

Howard Univ. Hosp. Adult Clinic
La Clinica del Pueblo

Metro Health

Unity Health Care

Woashington Health Institute

Kaiser Permanente

Vista-CPRS, 1994
Cerner, 2016

eClinical Works, 2008
Epic, 2021

eClinical Works, 2008
Cerner, 2016

Cerner, 2016

Touchworks, 2009
Touchworks, 2009

eClinical Works, 2008
eClinical Works, 2012
eClinical Works, 2009

eClinical Works, 2013
Epic, 2004

Federal Hospital

Academic Hospital
Community Based /FQHC
Academic Hospital
Community Based /FQHC
Hospital

Academic Hospital

Academic Hospital

Academic Hospital
Community Based /FQHC
Community Based

Community Based /FQHC

Hospital
Non-profit



DC Cohort Organizational Structure

[ DC Cohort PI }

é .
DSCC DC Cohort EC - Site Pls, GWU, BSC, Patient C AB}
L NIH, DOH, and Patient Representatives

JITTITTITTITITIT

*CNH Adolescent Clinic- closed in 2020

PFAP: Partnership for AIDS Progress
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DC Cohort Consent and Data Flow
N
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DC Cohort Data Linkages (in Progress)

Site EHR
Demographics
Diagnoses
Labs

Procedures
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DC Cohort Existing Data Linkages
]

Site EHR

Sociodemographics,
Diagnoses
Labs
Procedures

DC Cohort
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DC Cohort as a Platform for Substudies (1)
N

o Molecular Epidemiology data collection completed 11/2020

o Characterize phylogenetics, transmission patterns and behavioral risks
for transmission among PWH (N=218)

o Patient Reported Outcomes (Pl: Monroe)

o Gathering patient reported data to complement EHR abstraction with a
focus on mental health and substance use (all participants annually)

o Positive Links R01 (PI: Castel, Ingersoll (UVA))

o Cluster randomized trial of an mHealth app to improve retention in care
and viral suppression (N=560)
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DC Cohort as a Platform for Substudies (2)

- f
o Impact of COVID-19 on PWH (NIH COVID-19 Supplement)

o Cross-sectional survey via REDCap to assess incidence and impact of
COVID-19 among PLWH (goal N=4,000)

o mpox survey questions added in August 2022
o HIV and aging (Pl: Monroe, CFAR supplement)

o Funding to support research on polypharmacy/potentially inappropriate
prescribing among older PWH

o Implementation of Brain Health Screening (Pl: Gondre-Lewis, DC
CFAR Supplement)

o Funding to support research on brain health screening and referral
among PWH across select Cohort sites
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Enrollment Progress as of
November 30, 2022

Cumulative Enroliment in the DC Cohort as of November 30th, 2022
Total Estimated Refused/
Site Patients Consented | Withdrawn* Undecided

Veterans Affairs Medical Center 1,300 1,016 131 105
Georgetown University 1,233 976 111 93
Whitman-Walker Health 3,795 2,368 416 239
George Washington Medical Faculty Associates 1,800 1,170 368 170
Washington Hospital Center 1,012 604 190 84
Family and Medical Counseling Service 880 766 79 18
Children's National Hospital Adolescent Clinic* 200 169 22 2
Children's National Hospital Pediatric Clinic 270 202 42 29
Howard University Hospital Pediatric Clinic 45 45 0 0
Howard University Hospital Adult Clinic 600 432 93 87
MetroHealth 280 152 44 56
La Clinica del Pueblo 577 242 28 26
Unity Health Care 2,500 1,688 358 210
Washington Health Institute (formerly Providence Hospital) 810 434 51 67
Kaiser Permanente Mid-Atlantic 1,790 1,790 0 N/A
TOTAL 17,092 12,054 1,933 1,186
*Total of 38 withdrawals as of November 30th, 2022
*Children's National Hospital Adolescent Clinic is no longer open for enroliment
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DC Cohort Clinical Dashboard

Enrollment by Site and Current Status Code as of Q4 2022
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Dashboard data as of Q4 2022
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DC Cohort Demographic Characteristics through
June 30, 2022 (N=6,273 active participants)

Age (median, IQR) 56 (45, 63) years
Race (NH Black) 4,737 75.5
Gender (Male) 4,473 71.3
HIV Transmission Risk Factor
MSM 2,507 40.0
HRH 2,079 33.1
IDU 333 5.3
Perinatal 56 0.9
ARV experienced at baseline 5,786 92.2
Baseline co-morbidities
Hypertension 1,955 31.2
Mood disorder 1,611 257
Hepatitis C 910 14.5
Diabetes 730 1.6
Hepatitis B 241 3.8
Length of HIV diagnosis in years at enroliment 9.2 (4.2, 16.0)
THE ' CD4 cells/pl (most recent) 662 (452, 893)
gﬁi: VL copies/ml (most recent) 20 7 (20, 40) r
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Uses of DC Cohort Data

o Longitudinal data available on >6K active participants
from 14 sites

o Approximately 64,980 person-years of data
o 42 publications to date

o 7 manuscripts currently under review/revise and
resubmit

o >20 additional projects in progress

o Cohort data used for 4 doctoral dissertations (2
pending), and numerous MPH students
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Using the DC Cohort to Describe Care Among
PWH in DC
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Using the DC Cohort to Describe Clinical
Outcomes Among PWH in DC
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Molecular Epidemiology Studies
N
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COVID and mpox Studies

N I —
o COVID

o Risk of Severe COVID-19 and Service Utilization
(AIDS & Behav, 2022)

o Impact of COVID on the HIV Care Continuum (CROI,
2022)

o COVID-19 Incidence (IAPAC Adherence 2022)

o Vaccine Hesitancy and Uptake (under review)
o Long COVID

o Mpox
o Knowledge, Behavior Change, and Vaccine Uptake
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Potential Future Scientific Focus Areas

O O O O O O 0O

Cancer diagnoses

STls and public health interventions focused on reducing HIV risk
Health disparities among DC Cohort participants

Interventions to improve metabolic disease outcomes
Contraceptives and reproductive health in women

Opportunistic Infections

CNS HIV Complications (neurocognitive dysfunction,
cerebrovascular complications)

o Medication adherence/persistence

o Cost effectiveness of different HIV care delivery models

o Pediatric/Adolescent: care trajectories (historically high rates of
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mortality after transfer to adult care); adolescent care continuum;
mental health and substance use among adolescents
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Unique DC Cohort Features

- f
o Automated electronic data capture
o Population-based longitudinal sample
o Inclusion of PWH from pediatrics to geriatrics
O

Diversity of academic, hospital-based and community-
based clinics

o Unique Cohort-DOH database linkage
o Quality of Care Clinical Dashboard
o Public health and research resource
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DC Cohort and Related Data Sources




Patient reported outcomes (PROs)

Instrument

Depressive symptoms PHQ-8

Post-traumatic stress disorder PTSD screen primary care
Anxiety GAD-7

Unhealthy alcohol use AUDIT
Substance use (substances assessed: cannabis, cocaine, :SX{K])
amphetamines, inhalants, sedatives, hallucinogens,
opioids)

Adherence assessment ACTU-4

QOL questionnaire EuroQol 5 Dimensions 3 Levels (EQ-5D-3L)

Accountable Health Communities screening

The Memorial Symptom Assessment Scale-Short
Form (MSAS-SF)

4-item internalized HIV stigma scale

,,,,,,,,,,,,,,,,, [
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PROs Data collection

- f
o 869 participants have been enrolled from May 2021
through December 31, 2022
o Annual PROs survey rollout began May 2022
o 118 annual surveys have been completed thus far
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COVID survey domains
N

Healthcare access

Pre-existing medical conditions
Household contacts

COVID-19 symptoms and testing
Impact of COVID-19

Risk perceptions related to COVID-19
Mental health symptoms

Tobacco product use

O O O O O O O O O

Sexual risk behaviors
o COVID-19 stigma
e cedkAART adherence
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COVID survey data collection

N
o COVID
o 1,912 participants have been enrolled since December 31,
2022
= Will continue data collection through May 2023

o 30 out of 122 (25%) long COVID surveys have been
completed
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Mpox survey domains

- f
o Mpox awareness and information sources

o Vaccination status
o Exposure, infection, and treatment

o Worry about mpox and behavioral
modifications

o Negative impact of mpox outbreak
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Mpox survey data collection
N

o Mpox questions added in August 2022 on awareness,
information sources, vaccine uptake, behavior change, and
negative impacts

o 229 participants have completed the mpox survey
questions as of January 15, 2023
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DC Cohort Pilot Study Collaboration

Process




General Guidelines for Concept Sheet and
Data Request Submissions
S

o Data dictionaries available upon request

o Data request and concept sheets available on DC Cohort
website

o Data use agreements are required for investigators

o DSCC analytic staff and DC CFAR biostatisticians are
available to work with investigators/analysts

o All Cohort-wide concepts are reviewed, approved, and
prioritized by the DC Cohort Executive Committee

o DC Cohort website: http://go.gwu.edu/dccohort
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Pilot Award Process and Dates

Contact Drs Castel/Monroe via email with written concept (2/6)

g

Arrange a meeting to discuss concept (meetings 2/6-2/15)

¥

DC Cohort will assess feasibility of concept within 1 week of receipt (2/6-2/17)

¥
If feasible, DC Cohort PI/PD will circulate concept sheet to EC for review and approval (2/6-2/17)

DC Cohort PI/PD will assist in identifying potential collaborating sites if project involves clinics; identify DC
Cohort analyst to work on the project (2/6-2/17)

DC Cohort PI/PD will facilitate letters of support from Cohort and from participating sites for submission

(2/6-4/12)

DC Cohort PI/PD will review draft proposal /provide feedback prior to submission
draft due 4/3; reviews 4/3-4/12
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QUESTIONS
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