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Opioid Use Disorder Treatment Linkage at Strategic Touchpoints using
Buprenorphine (OUTLAST-B)

Approval Date: January 28, 2026

Principal Investigator: Jan Gryczynski, PhD
Organizational Sponsor: Johns Hopkins University School of Medicine, Friends Research Institute
Use Case: IRB-Approved Patient Consented Research

Summary: This study is a three-arm randomized clinical trial designed to evaluate strategies for
linking non-treatment-seeking adults with opioid use disorder (OUD) to evidence-based treatment. A
total of 360 adults with OUD who are not currently receiving treatment will be randomly assigned to
one of three groups: (1) Usual Care (UC), which provides local treatment referrals and overdose
prevention resources, including naloxone access; (2) Patient Navigation (PN), which adds
individualized support from a patient navigator to help participants identify treatment options,
overcome barriers, coordinate intake appointments, and support early treatment retention; or (3)
Patient Navigation plus Buprenorphine Initiation (PN+BUP), which includes all PN services along with
initiation of buprenorphine treatment through a study provider and a one-week bridge prescription
until community-based care is established. Participants will complete baseline, 3-month, and 6-
month assessments, including structured interviews and urine drug testing, while healthcare
utilization outcomes will be tracked for up to 12 months. To improve the accuracy and completeness
of data on hospitalizations and emergency department visits, the research team will use CRISP
health information exchange data in addition to participant self-report. Access to CRISP is
particularly important for this population, as participants may be difficult to reach due to factors
such as homelessness or unstable contact information, allowing researchers to capture outcome
data even when participants are lost to follow-up.

Impact of a Maryland Law Requiring Jails to Provide Medications for Opioid Use
Disorder on Recently Incarcerated People

Approval Date: June 18, 2024
Principal Investigator: Brendan Saloner, PhD
Organizational Sponsor: John Hopkins University

Use Case: Linking and Enhancing Multiple External Data Sets Using CRISP IDs and Geocodes for
Research

Summary: This study evaluates the impact of Maryland's 2019 law (HB 116), which requires local
detention facilities to provide access to medications for opioid use disorder (MOUD), on post-release
outcomes and racial/ethnic disparities. It examines whether jail-based MOUD improves post-release
treatment use, reduces overdoses, hospital use, and recidivism, and whether these benefits differ
across racial and ethnic groups. Using linked statewide health, criminal justice, and jail data from
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2019-2026, the study analyzes cohorts of adults released from jail with comparative interrupted
time series methods to assess overall effects and disparities. The analysis draws on eight linked
datasets spanning 2019-2026. These include statewide all-payer hospital records to capture
inpatient and emergency department utilization; the Prescription Drug Monitoring Program to track
MOUD prescriptions after release; medical examiner records to identify fatal overdoses; and
emergency medical services data to measure non-fatal overdose events. Criminal justice
information system data are obtained from individual jails as well as statewide systems, including
CJIS, OCMS, and MDEC, to capture incarceration histories and recidivism. Jail-level datasets
identifying individuals treated under HB 116 are provided through the Governor's Office of Crime
Control & Prevention.

Publications: Kramer C, Lenz C, Song M, Sufrin C, Kennedy-Hendricks A, Fingerhood M, Bandara SN,
Saloner B. State-Mandated Opioid Use Disorder Treatment In Maryland Jails Helped Patients
Recover Despite Gaps In Care. Health Aff (Millwood). 2025 May;44(5):614-621. doi:
10.1377/hlthaff.2024.01423. PMID: 40324124; PMCID: PMC13019649.

Novel Approaches in the Investigation of Kidney Disease (NAIKiD)
Approval Date: November 14, 2023

Principal Investigator: Chirag Parikh, MD, PhD
Organizational Sponsor: John Hopkins University
Use Case: IRB approved, patient consented

Summary: Kidney injury continues to be a significant and growing problem in part due to limited
diagnostic tools. The objective of this project is to create a biorepository of kidney tissue, blood, and
urine at the time of kidney biopsy. The sample biorepository along with the biopsy registry that
captures longitudinal follow-up of patients will foster future research aimed at improving precision
in the diagnosis and management of various kidney diseases. Integrating biomarkers measured in
blood and urine samples (linked directly to kidney tissue) with long-term kidney outcomes, we hope
to develop new diagnostic and predictive tools of both short and long-term kidney function,
integrating multiple determinants of kidney damage.

Publications: McGredy M, Hu D, Thiessen Philbrook H, Corona-Villalobos CP, Rosenberg AZ,
Moledina DG, Coca SG, Parikh CR, Menez S. Concordance of Prebiopsy and Postbiopsy Diagnosis in
Hospitalized Patients with Acute Kidney Injury. Kidney360. 2026 May 1;7(5):1027-1033. doi:
10.34067/KID.0000001151. Epub 2026 Feb 11. PMID: 41671053; PMCID: PMC13229441.

The Home Environment and Re-hospitalization in COPD study (HEAR COPD)
Approval Date: January 21, 2020

Principal Investigator: Nirupama Putcha, MD

Organizational Sponsor: John Hopkins University
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Use Case: IRB approved, patient consented

Patient Opt-out Application: Patient Consented

Summary: The study objective is to identify modifiable risk factors in the home environment that
explain COPD re-hospitalization risk. The central hypothesis is that the indoor environment,
including air pollution and allergen exposure are associated with re-hospitalization risk among
recently-hospitalized COPD patients. This study will provide much needed information about the
contribution of indoor air pollution and allergen sensitization with exposure to re- hospitalizations in
the high-risk population of individuals with COPD recently hospitalized for exacerbation. Study
results can provide valuable information which can ultimately be utilized to design interventions to
modify the home environment post-hospital discharge with the goal to improve outcomes including
re- hospitalization risk in COPD.

Publications: Putcha N, Woo H, McCormack MC, Fawzy A, Romero K, Davis MF, Wise RA, Diette GB,
Koehler K, Matsui EC, Hansel NN. Home Dust Allergen Exposure Is Associated with Outcomes among
Sensitized Individuals with Chronic Obstructive Pulmonary Disease. Am ] Respir Crit Care Med. 2022
Feb 15;205(4):412-420. doi: 10.1164/rccm.202103-05830C. PMID: 34752729; PMCID: PM(C8886951.

Alzheimer's Study
Approval Date: July 13, 2023

Principal Investigator: Michelle Carlson Ph. D.
Organizational Sponsor: John Hopkins University
Use Case: IRB approved, patient consented

Summary: Initiated in 2006, the Baltimore Experience Corps Trial (BECT) examined whether multi-
modal social, cognitive, and physical engagement enhanced cognitive functions in cognitively
healthy older adults. The BECT was novel among intervention trials in its appeal to economically
disadvantaged adults at elevated risk for Alzheimer’s disease. Results from the trial showed the
productive social engagement as volunteers in elementary schools increased lifestyle activity and
generative purpose and improved cognition and brain biomarkers for Alzheimer's disease over two
years of exposure (Carlson, 2015; Gruenewald, 2016; Parisi, 2015). The goal is to determine whether
increased social, physical and cognitive engagement in Experience Corps, examined in the BECT
among participants enrolled from 2006-2009, led to long-term lower risk for Alzheimer's disease,
reductions in healthcare expenditures, maintained functional independence, improved quality of
life, less disability, and lower mortality up to approximately 10+ years later. To achieve these goals,
the study requested CRISP data to augment fee-for-service Medicare claims data because it is
particularly important to capture healthcare usage among Medicare Advantage recipients.

Publications: Varma VR, Carlson MC, Parisi JM, Tanner EK, McGill S, Fried LP, Song LH, Gruenewald
TL. Experience Corps Baltimore: Exploring the Stressors and Rewards of High-intensity Civic
Engagement. Gerontologist. 2015 Dec;55(6):1038-49. doi: 10.1093/geront/gnu011. Epub 2014 Mar 3.
PMID: 24589989; PMCID: PMC4668764.
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Carlson MC, Kuo JH, Chuang YF, Varma VR, Harris G, Albert MS, Erickson Kl, Kramer AF, Parisi JM, Xue
QL, Tan EJ, Tanner EK, Gross AL, Seeman TE, Gruenewald TL, McGill S, Rebok GW, Fried LP. Impact of
the Baltimore Experience Corps Trial on cortical and hippocampal volumes. Alzheimers Dement.
2015 Nov;11(11):1340-8. doi: 10.1016/j.jalz.2014.12.005. Epub 2015 Mar 31. PMID: 25835516; PMCID:
PMC5179033.

Medstar COVID Emergency Department Returns
Approval Date: August 8, 2022

Principal Investigator: Jessical Galarraga
Organizational Sponsor: Medstar
Use Case: Patient Consented, IRB

Summary: The research developed and validated a COVID-19 emergency department (ED) return
screening tool that provided ED clinicians a risk assessment to guide admissions and discharges to
reduce morbidity and mortality associated with acute respiratory syndrome coronavirus 2 (SARS-
CoV-2) infection.

Publications: Fong A, Adams KT, Khairat S, Galarraga JE. Using machine learning to predict
emergency department return across two regional health systems; a generalizable model for COVID-
19 patients. Am ] Emerg Med. 2025 May;91:173-174. doi: 10.1016/j.ajem.2024.11.032. Epub 2024 Nov
16. PMID: 39580309.

Demonstration of Person Driven Outcome Measures (MedStar PDO)
Approval Date: June 26th, 2020

Principal Investigator: George Hennawi
Organizational Sponsor: Medstar Health Research Institute

Use Case: Combining CRISP Patient Identifiers and Geocoding Data with HSCRC Case Mix Data for
Research

Summary: For this study, investigators at MedStar Health Research Institute are collaborating with
the National Committee for Quality Assurance (NCQA) to evaluate an intervention focused on
improving care to adults with complex conditions in care management. This intervention involves
eliciting, documenting, and tracking person-centered goals of care. The study investigators
hypothesize that providing goal-based care will result in improved outcomes for patients including
reduced utilization of acute care. The Center for Successful Aging (CSA) is one of four study sites and
is the only site located in Maryland. This study will compare change over time between the
intervention group to a comparison group of patients from the same practice.

Publications: Guth A, Chou J, Courtin SO, Ford C, Hennawi G, Brandt N. An Interdisciplinary
Approach to Implementing the Age-Friendly Health System 4Ms in an Ambulatory Clinical Pathway
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With a Focus on Medication Safety. ] Gerontol Nurs. 2020 Oct 1;46(10):7-11. doi: 10.3928/00989134-
20200909-02. PMID: 32976620.

DACOR (COVID 19 Analytics)
Approval Date: March 25, 2020

Principal Investigator: Christopher Chute, MD, DrPH
Organizational Sponsor: John Hopkins University on behalf of its School of Medicine
Use Case: Linking and Enhancing Multiple External Data Sets using CRISP Geocodes

Summary: Requested case mix data in a limited data set of patient data on a cohort of patients
identified by CRISP as having been tested for SARS-CoV-2, the virus that causes the COVID-19
disease. The primary purpose of including the case mix data in this project is to establish a past
medical history of existing co-morbidities that can help understand the risk factors for patients who
experience more severe forms of the COVID-19 disease and to help predict disease progression
among COVID-19 patients. The case mix data was combined with encounter data from CRISP.

UMD Prescription Drug Monitoring Program
Approval Date: March 18, 2020

Principal Investigator: Marianne Cloeren, Associate Professor
Organizational Sponsor: University of Maryland, Baltimore
Use Case: Administrative Data Only

Summary: The University of Maryland Division of Occupational and Environmental Medicine worked
with the Maryland State Department of Health, under a grant from the National Institute for
Occupational Safety and Health to evaluate the effectiveness of a brief educational intervention on
opioid prescribing attitudes and POMP use behaviors of Maryland medical providers. The study
objectives were to measure changes in baseline and post training attitudes about the POMP;
baselines self-reported POMP use and post training planned POMP use; differences based on
workers’' compensation care experience; effect of the module on clinical decision making in fictional
cases; and, changes between baseline and post training POMP use patterns in participants as
compared to other Maryland providers. CRISP data was used to measure changes between baseline
and post training POMP use patterns in participants as compared to other Maryland providers.

Publications: Adenaiye OO, Zirpoli JB, Tan M, Day BF, Bolaji O, Mitchell CS, Cloeren M. Impact
evaluation of a brief online training module on physician use of the Maryland, USA, Prescription
Drug Monitoring Program. PLoS One. 2022 Aug 9;17(8):e0272217. doi:
10.1371/journal.pone.0272217. PMID: 35944051; PMCID: PMC9362906.

Addressing Suicide Research Gaps: Understanding Mortality Outcomes
Approval Date: April 29th, 2019
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Principal Investigator: Hadi Kharrazi

Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: Linking and Enhancing Multiple External Data Sets Using CRISP IDs and Geocodes

Summary: The proposed study will conduct population-level analysis on data from multiple sources
to address suicide research gaps by understanding the risk factors for, and the burden of, suicide
among those seen in structured healthcare settings. The analysis will link clinical data such as
hospital discharges, insurance claims, and electronic Health Records to discover the type, severity,
and timing of suicide predictors in the Mid-Atlantic region. The project will also offer essential
benchmarks and measures for providers and payers to reduce suicide events in their systems. The
project will seek data from the following sources, including population-level HSCRC Case Mix data,
MHCC claims data, and Medicaid data from Hilltop; as well as individual data including data on
completed suicides from Maryland Examiner’s Office, EMR data from Johns Hopkins, Sheppard Pratt
hospitals, VHA, Anne Arundel Medical Center, and Peninsula Regional Medical Center.

Publications: Kitchen C, Nestadt P, Wilcox HC, Richards T, Lasser EC, Kharrazi H. Conceptualization
and development of the Maryland suicide data warehouse to improve mortality prediction. JAMIA
Open. 2026 Apr 23;9(2):00ag062. doi: 10.1093/jamiaopen/o0ag062. PMID: 42040177, PMCID:
PMC13105295.

Castner MD, Kitchen C, Xiong C, Bittle MJ, Nestadt PS, Wilcox HC, Kharrazi H. Assessing the utility of
health access data and social determinants of health in ecological suicide prediction models. Soc
Psychiatry Psychiatr Epidemiol. 2026 Jul 8. doi: 10.1007/s00127-026-03165-6. Epub ahead of print.
PMID: 42417989.

Collaborative Commitment to Emergency Department Follow-Up Care: A
Community-Based Approach to Patient Engagement

Approval Date: February 19th, 2019

Principal Investigator: Erica Shelton

Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: IRB-Approved, Patient-Consented Research

Summary: Barriers associated with linkage to care for patients at high risk for frequent emergency
department (ED) utilization have previously been defined, and include limited health literacy,
knowledge deficits of where to seek care or what services to request, as well as transportation, and
insurance status, each important for navigating a complex healthcare system. The goal of our study
is to adopt a proven community health worker (CHW) patient partnership model, previously used in
the hospital setting, for use in a novel application in an ED setting: We will enroll patients at high risk
for frequent ED re-utilization in this patient partnership model in order to empower them to
overcome barriers they experience in linkage to care post ED visit. In our study, the linkage is
defined as completing a second post-ED follow-up care visit. In the setting of the Johns Hopkins
Hospital (JHH) ED, we will conduct a randomized clinical trial to test the effectiveness of a CHW
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intervention, compared to an enhanced standard of care, in 1) improving the attainment of post-ED
follow-up care, 2) decreasing repeat ED visits, and 3) reducing costs associated with ED visits, among
patients at high risk for frequent ED re-utilization. Ultimately, our proposed outcomes are improved
health, improved patient experiences with care, and lower healthcare costs.

Publications: Castaneda-Guarderas A, Glassberg ], Grudzen CR, Ngai KM, Samuels-Kalow ME,
Shelton E, Wall SP, Richardson LD. Shared Decision Making With Vulnerable Populations in the
Emergency Department. Acad Emerg Med. 2016 Dec;23(12):1410-1416. doi: 10.1111/acem.13134.
PMID: 27860022; PMCID: PMC9165457.

Griffey RT, McNaughton CD, McCarthy DM, Shelton E, Castaneda-Guarderas A, Young-Brinn A,
Fowler D, Grudszen C. Shared Decision Making in the Emergency Department Among Patients With
Limited Health Literacy: Beyond Slower and Louder. Acad Emerg Med. 2016 Dec;23(12):1403-1409.
doi: 10.1111/acem.13104. Epub 2016 Nov 25. PMID: 27641236; PMCID: PMC6103446.

Comparing Effectiveness of Self-Management and Peer Support Communication
Programs Amongst Chronic Obstructive Pulmonary Disease Patients and Family
Caregivers (BREATHE2)

Approval Date: December 11th, 2018

Principal Investigator: Hanan Aboumatar

Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: IRB-Approved, Patient-Consented Research

Summary: The overall goal of this study is to compare the effectiveness of two health
communication and dissemination strategies that are designed to engage patients and family
caregivers in successfully managing COPD in “real-world” settings. One strategy relies on the
healthcare professional (HCP) as the primary communicator about COPD self-management (HCP
Arm), whereas the other uses a dual approach that involves both healthcare professionals and peer
mentors delivering such communication (HCP PLUS Peer Support Arm). Peer mentors are COPD
patients and caregivers who have successfully managed COPD and have received foundational
training on peer mentoring. The proposed study will answer the research question: amongst COPD
patients and their caregivers, would a dual strategy that combines healthcare professional and peer
mentor delivery of COPD self-management education and support result in greater improvements
in health status and quality of life, and reductions in acute healthcare services’ utilization, compared
to relying on healthcare professionals alone in these communications?

Publications: Aboumatar H, Nagibuddin M, Saunders J, Kim S, Neiman J, Garcia Morales EE, Jager L,
McBurney M, Bone L, Linnell J, Riley P, Rand C, Wise R. Comparing a Self-Management Program with
and without Peer Support to Improve Quality of Life for Patients with COPD [Internet]. Washington

(DQ): Patient-Centered Outcomes Research Institute (PCORI); 2021 Jun. PMID: 38593187.

BREATHE?2 - Additional Data Request
Approval Date: December 11th, 2018
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Principal Investigator: Nisha Gilotra, Diane Lepley

Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: Combining CRISP Patient Identifiers and Geocoding Data with HSCRC Case Mix Data

Summary: Heart failure hospitalizations contribute to a tremendous health care expenditure, and
the post-discharge heart failure patient population is highly vulnerable to early readmission. In 2012,
we established a Heart Failure Bridge Clinic at Johns Hopkins Hospital, which provides guideline-
directed HF care, intravenous diuretic administration, laboratory testing, education, pharmacy visits,
and palliative care. The concept of such a clinic is still fairly novel and literature is sparse. We
maintain a database of patients followed in the Heart Failure clinic, that is used clinically, for quality
improvement initiatives and is also Johns Hopkins IRB approved. The clinic has about 2500 patient
visits per year. We have demonstrated a significant reduction in 30-day readmission rates for those
patients that are cared for in the clinic. Our next aim is to demonstrate decreased healthcare
utilization by comparing pre-and post-clinic intervention healthcare visits and costs by leveraging
CRISP and HSCRC Case Mix data. Our group already has access to this data and utilizes the same
analyses requested in this application for hospital QI initiatives. We are formally requesting the use
of this de-identified data for publications to further support justification for similar Care Redesign
efforts. Our group already uses CRISP and HSCRC Case mix data to analyze our patients' healthcare
utilization trends. This request is to allow the use of de-identified data in manuscripts.

Publications: Vaishnav ], Hubbard A, Chasler JE, Lepley D, Cuomo K, Riley S, Menzel K, Fajardo |,
Sharma K, Judge DP, Russell SD, Gilotra NA. Management of heart failure in cardiac amyloidosis
using an ambulatory diuresis clinic. Am Heart J. 2021 Mar;233:122-131. doi:
10.1016/j.ahj.2020.12.009. Epub 2020 Dec 22. PMID: 33352187.

Vaishnav J, Gilotra NA. Response to letter to the editor: "Ambulatory management of cardiac
amyloidosis". Am Heart ). 2021 Jun;236:103. doi: 10.1016/j.ahj.2021.02.022. PMID: 33902819.

Study to Help the AIDS Research Effort (SHARE)
Approval Date: November 13th, 2018

Principal Investigator: Joseph Margolick, Todd Brown
Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: IRB-Approved, Patient-Consented Research

Summary: The Study to Help the AIDS Research Effort (SHARE) is the Baltimore site of the
Multicenter AIDS Cohort Study (MACS). MACS is an ongoing prospective study of the natural history
of HIV infection in homosexual and bisexual men. SHARE has played an integral role in
accomplishing the MACS-specific Aims. In addition, SHARE provided critical leadership and
intellectual input in MACS studies and sub-studies through participation in the MACS Executive
Committee and the 14 MACS Working Groups. During the past year, there were 978 individual
SHARE study visits. Study participants are followed up at six-month intervals at two locations, the
SHARE study at Johns Hopkins in Baltimore, MD, and the Whitman-Walker Clinic in Washington, DC.
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Study visits include a behavioral interview which includes questions about general health, history of
selected symptoms, signs, and diseases, particularly sexually transmitted diseases and immunologic
disorders, sexual practices, drug use, treatment history, and demographic characteristics. Interviews
are conducted by trained study staff and via Audio Computer-Assisted Self-Interview (ACASI). Other
diagnostic tools include a physical examination and neuropsychological testing. Study participants
are asked to donate approximately 140 ccs of blood for testing (CBC with differential, CD4/CD8 T-cell
testing by flow cytometry, HIV serostatus, hepatitis status, HIV viral load, RPR), and storage.

Publications: Korada SKC, Zhao D, Tibuakuu M, Brown TT, Jacobson LP, Guallar E, Bolan RK, Palella
FJ, Margolick JB, Martinson JJ, Budoff M), Post WS, Michos ED. Frailty and subclinical coronary
atherosclerosis: The Multicenter AIDS Cohort Study (MACS). Atherosclerosis. 2017 Nov;266:240-247.
doi: 10.1016/j.atherosclerosis.2017.08.026. Epub 2017 Aug 26. PMID: 28886899; PMCID:
PMC5671901.

Natsag J, Erlandson KM, Sellmeyer DE, Haberlen SA, Margolick J, Jacobson LP, Palella FJ Jr, Koletar SL,
Lake JE, Post WS, Brown TT. HIV Infection Is Associated with Increased Fatty Infiltration of the Thigh
Muscle with Aging Independent of Fat Distribution. PLoS One. 2017 Jan 6;12(1):e0169184. doi:
10.1371/journal.pone.0169184. PMID: 28060856; PMCID: PM(C5218482.

Peterson TE, Hahn VS, Moaddel R, Zhu M, Haberlen SA, Palella FJ, Plankey M, Bader JS, Lima JAC,
Gerszten RE, Rotter JI, Rich SS, Heckbert SR, Kirk GD, Piggott DA, Ferrucci L, Margolick B, Brown TT,
Wu KC, Post WS. Proteomic signature of HIV-associated subclinical left atrial remodeling and incident
heart failure. Nat Commun. 2025 Jan 12;16(1):610. doi: 10.1038/s41467-025-55911-0. PMID:
39800750; PMCID: PMC11725572.

SHARE - Additional Data Request
Approval Date: August 13, 2026

Principal Investigator: Joseph Margolick
Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: IRB-Approved, Patient-Consented Research

Summary: The MACS/WIHS Combined Cohort Study (MWCCS) is a large prospective cohort study
examining the basic science, clinical science, and epidemiology of HIV in the United States, with a
particular focus on comorbidities among people living with HIV. Research activities are organized
around eight focus areas: cardiovascular health, pulmonary and sleep health, neurocognitive health,
aging, cancer, HIV pathogenesis, psychosocial factors, and health disparities. During the past year,
MWCCS conducted 993 core, interim, and in-person study visits at Johns Hopkins University (JHU) in
Baltimore, Maryland, and Whitman-Walker Health in Washington, DC. Participants are followed
annually and complete behavioral interviews, physical examinations, neuropsychological
assessments, and blood testing to support ongoing HIV and comorbidity research. Participation in
CRISP enables JHU study clinicians, outcomes coordinators, and data management staff to obtain
more timely and comprehensive information on participants' hospitalizations, emergency
department visits, diagnoses, and medical conditions. This access improves the efficiency of data
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collection and reduces reliance on the often-lengthy process of requesting records directly from
hospitals and physician offices.

Action for Health in Diabetes (Look AHEAD - Extension)
Approval Date: September 28th, 2018

Principal Investigator: Jodi Segal
Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: IRB-Approved, Patient-Consented Research

Summary: The Look AHEAD Study began in 2002 as a randomized trial comparing the effects of an
intensive lifestyle intervention (ILI) focused on weight loss achieved through healthy eating and
increased physical activity versus a control group given Diabetes Support and Education (DSE) in
overweight and obese individuals with type 2 diabetes. In September 2012 the intervention was
halted because the ILI did not produce beneficial effects on the primary and secondary outcomes
related to cardiovascular disease. Because it did produce beneficial effects on a broad spectrum of
health parameters during the period of the intervention, the study is continuing to follow the
original Look AHEAD cohort through January 2021. The LA Extension (LA-E) will examine whether ILI,
provided for 10 years during mid-life, has enduring benefits that persist beyond the period of the
intervention for older individuals with diabetes. Nationwide, approximately 3,800 participants
(current ages 58-89 years), 230 at Johns Hopkins, are being followed with biennial clinic visits and 6-
month outcomes phone calls. The primary aims of LA-E are to test whether ILI relative to DSE has
long-term legacy effects on 1) increased lifespan and 2) reduced health care costs. Secondary aims
test whether ILI relative to DSE has long-term effects on key dimensions of healthy aging: less frailty,
reduced diabetic microvascular complications, and improved quality of life. LA-E will also compare
long-term trajectories of weight, physical activity, fat and lean mass, and bone density and examine
how these are related to outcomes. LA-E focuses on the clinical outcomes that are most relevant to
healthy aging and resilience and will provide the long-term data needed to frame guidelines related
to lifestyle intervention in the care of older overweight or obese individuals with type 2 diabetes.

Publications: Look AHEAD Research Group. The Association of Prior Intensive Lifestyle Intervention
and Diabetes Support and Education With Frailty Prevalence at Long-Term Follow-Up in the Action
for Health in Diabetes Extension Study. ] Gerontol A Biol Sci Med Sci. 2022 Oct 6;77(10):2040-2049.
doi: 10.1093/gerona/glab312. PMID: 34637524; PMCID: PM(C9536442.

Richey PA, Johnson KC, Neiberg RH, Bahnson JL, Singhal K, Coday M, Thomas F, Lewis CE, Mihalko
WM; Look AHEAD Research Group. Association of the Intensive Lifestyle Intervention With Total
Knee Replacement in the Look AHEAD (Action for Health in Diabetes) Clinical Trial. ] Arthroplasty.
2020 Jun;35(6):1576-1582. doi: 10.1016/j.arth.2020.01.057. Epub 2020 Feb 19. PMID: 32085906;
PMCID: PMC7247950.

Evaluation of Walgreens’ Meds to Beds Program
Approval Date: July 17th, 2018
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Principal Investigator: Jodi Segal

Organizational Sponsor: Johns Hopkins University on behalf of its School of Medicine
Use Case: Combining CRISP Patient Identifiers and Geocoding Data with HSCRC Case Mix Data

Summary: We propose to evaluate the intervention conducted by Walgreens Pharmacy at 11 acute
care hospitals in Maryland. This was an intervention that Walgreens pilot-tested in 2 hospitals in the
southeastern U.S. in 2011. The results were very promising in that there was 90% lower odds of 30-
day readmission among patients who received the intervention. The Meds to Beds program aimed
to promote medication adherence and reduce unplanned readmissions by expanding the role of the
outpatient pharmacy. The two key program components included bedside delivery of post-discharge
medications and follow-up telephone calls two to three days after discharge. Briefly, medications
were delivered directly to the patient's room by either a pharmacy technician or pharmacist from
the community pharmacy on the hospital campus and were given to the patient or caregiver within
one to three hours of the scheduled hospital discharge. The pharmacist or technician asked patients
if they had questions about their medication. If a patient had questions during a technician delivery,
the technician had access to connect the patient and pharmacist via telephone or the pharmacist
would come to the room. Furthermore, the pharmacy staff processed insurance verifications and
approvals and collected copayments from the patient, just as they would if the patient had arrived at
a community pharmacy. Study participants could receive up to two follow-up telephone calls. This
program was implemented at 14 acute care hospitals in Maryland and we plan to evaluate the
impact in the 11 hospitals from which data will be available. We hypothesize that the intervention
reduces the risk of 30-day readmission for the patients who received it relative to comparable
patients who did not receive the intervention.

Publications: Segal |B, Apfel A, Brotman DJ, Shermock KM, Clark JM. Evaluation of Bedside Delivery
of Medications Before Discharge: Effect on 30-Day Readmission. ] Manag Care Spec Pharm. 2020
Mar;26(3):296-304. doi: 10.18553/jmcp.2020.26.3.296. PMID: 32105180; PMCID: PMC10390977.

INSITE

Approval Date: February 13, 2018

Principal Investigator: Gregory M. Lucas, MD
Organizational Sponsor: Baltimore City Health Department
Use Case: Patient Consented, IRB Approved

Summary: Study is a cluster-randomized trial assess the impact of a new integrated care van (ICV)
that will accompany the Baltimore City Health department needle exchange van. The ICV will provide
a range of medical services to relevant people who inject drugs. Study randomizes roll-out of the ICV
among 12 existing needle van stops in Baltimore neighborhoods. Objective of study is to determine
if the ICV affects utilization of medical resources by PWID who access needle exchange.

Publications: Ramirez MP, Lucas GM, Page KR, Zook K, Landry M, Rosecrans A, Harris R, Grieb SM,
Falade-Nwulia O, Clarke W, Sherman SG, Weir BW. Predictors of future overdose among people who
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inject drugs in Baltimore, Maryland. Drug Alcohol Depend Rep. 2024 Sep 30;13:100286. doi:
10.1016/j.dadr.2024.100286. PMID: 39430605; PMCID: PMC11489155.

Predictive Risk Evaluation to Combat Overdose Grant (PRECOG)
Approval Date: November 21st, 2017

Principal Investigator: Hadi Kharrazi
Organizational Sponsor: Johns Hopkins University / Johns Hopkins Center for Public Health IT
Use Case: Linking and Enhancing Multiple External Data Sets

CPHIT has already requested and received the HSCRC Public Use Data Files for use with this project,
including both inpatient and outpatient records. Under the approved request for public use data, we
are working with CRISP to link records for individuals across the HSCRC and other data sets using an
encrypted study identification number. We are now requesting supplemental confidential data to
improve the reliability and validity of our analyses. CRISP will apply the encrypted study ID to a file
containing the approved confidential data elements, which will allow linkage with the public use data
already at CPHIT.

Summary: Johns Hopkins CPHIT (researcher), The Maryland Department of Health (MDH) Behavioral
Health Administration (BHA, prime), and the Chesapeake Regional Information System for our
Patients (CRISP, subcontractor) were awarded a Harold Rogers Prescription Drug Monitoring
Program by the Department of Justice (DO)J), Office of Justice Programs (OJP), Bureau of Justice
Assistance (BJA). The funding was awarded under CATEGORY 2: PDMP PRACTITIONER AND
RESEARCH PARNERSHIPS in which the goal is to strengthen prescription drug monitoring program
(PDMP) efforts, to develop and test innovative strategies for opioid abuse and addiction, and to
implement evidence-based approaches that demonstrate the impact of expanded use of PDMP data
to support patient and provider decision-making. The grant, entitled Predictive Risk Evaluation to
Combat Overdose Grant (PRECOG), will focus on addressing the opioid addiction and overdose
epidemic currently facing Maryland. This project will combine multiple disparate datasets to identify
risk factors related to this epidemic through the development of a predictive risk model. Predictive
risk modeling is a scientific methodology used to identify individuals with an elevated probability of
experiencing an adverse event. Using quantitative data, patterns of risk may be identified that are
not immediately evident to front-line practitioners, allowing for more effective targeting of resources
to individuals who would benefit from timely, focused interventions.

Publications: Ferris LM, Saloner B, Jackson K, Lyons BC, Murthy V, Kharrazi H, Latimore A, Stuart EA,
Weiner JP. Performance of a Predictive Model versus Prescription-Based Thresholds in Identifying
Patients at Risk of Fatal Opioid Overdose. Subst Use Misuse. 2021;56(3):396-403. doi:
10.1080/10826084.2020.1868520. Epub 2021 Jan 15. PMID: 33446000.

Ferris LM, Weiner JP, Saloner B, Kharrazi H. Comparing person-level matching algorithms to identify
risk across disparate datasets among patients with a controlled substance prescription:
retrospective analysis. JAMIA Open. 2022 Mar 30;5(1):00ac020. doi: 10.1093/jamiaopen/00ac020.
PMID: 35571361; PMCID: PMC9097759.
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Atherosclerosis Risk in Communities (ARIC) Study

Approval Date: October 3rd, 2017

Principal Investigator: Josef Coresh

Organizational Sponsor: Johns Hopkins Hospital (Johns Hopkins School of Medicine)
Use Case: IRB-Approved, Patient-Consented Research

Summary: The Atherosclerotic Risk in Communities (ARIC) Study is originally designed to
characterize the natural history of cardiovascular disease (e.g., coronary heart disease and stroke)
and identify cardiovascular risk factors. ARIC is funded by NIH contracts and grants. ARIC
researchers recruited a population-based sample of 15,792 men and women aged 45-64 from four
field centers across the United States. Approximately 73% of the recruited participants are white and
27% African American. The first examination took place over two years, from 1987-1989. It was
followed by four completed visits, and a sixth visit exam is currently ongoing. At 6- to 12- month
intervals, participants or a family member are contacted to inquire about hospital admissions, major
clinical procedures/diagnoses, and deaths. Self-reported diagnoses or relevant events identified by
active surveillance are verified by a physician panel using medical records. For deaths, interviews
with the next of kin and death certificates help to identify the cause of death. There are over 1600
published manuscripts including ARIC data. We are requesting CRISP access for ARIC participants
that signed consent at the Johns Hopkins University Field Center to access their data. For more
information see https://www?2.cscc.unc.edu/aric/desc.

Publications: Florido R, Daya NR, Ndumele CE, Koton S, Russell SD, Prizment A, Blumenthal RS,
Matsushita K, Mok Y, Felix AS, Coresh |, Joshu CE, Platz EA, Selvin E. Cardiovascular Disease Risk
Among Cancer Survivors: The Atherosclerosis Risk In Communities (ARIC) Study. ] Am Coll Cardiol.
2022 Jul 5;80(1):22-32. doi: 10.1016/j.jacc.2022.04.042. PMID: 35772913; PMCID: PM(C9638987.

Building on Needle Exchange to Optimize Prevention and Treatment
Approval Date: October 3rd, 2017

Principal Investigator: Gregory Lucas
Organizational Sponsor: Johns Hopkins Hospital (Johns Hopkins School of Medicine)
Use Case: IRB-Approved, Patient-Consented Research

Summary: This study is a cluster-randomized trial to assess the impact of a new integrated care van
(ICV) that will accompany the Baltimore City Health Department needle exchange van. The ICV will
provide a range of medical services relevant to people who inject drugs (PWID), including rapid HIV
testing, HIV co-management (with a primary clinic), pre-exposure prophylaxis (PrEP), initiation of
medication-assisted treatment for opioid dependence with buprenorphine/naloxone, hepatitis C
virus (HCV) testing and referral to treatment, and wound care. We will randomize the roll-out of the
ICV among 12 existing needle van stops in Baltimore neighborhoods. During the assessment period,
6 stops will receive the ICV intervention and 6 will not (usual care). To assess outcomes, we will
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enroll cohorts of 50-60 participants per stop (maximum of 760) prior to intervention roll-out.
Participants will complete study visits at baseline, 6 months, and 12 months.

Publications: Page KR, Weir BW, Zook K, Rosecrans A, Harris R, Grieb SM, Falade-Nwulia O, Landry
M, Escobar W, Ramirez MP, Saxton RE, Clarke WA, Sherman SG, Lucas GM. Integrated care van
delivery of evidence-based services for people who inject drugs: A cluster-randomized trial.
Addiction. 2024 Jul;119(7):1276-1288. doi: 10.1111/add.16486. Epub 2024 Apr 1. PMID: 38561602;
PMCID: PMC11259310.

Utilizing the B'FRIEND Data and Platform to Develop and Test a Predictive Risk
Model for Falls in Elder Adults

Approval Date: March 8th, 2017
Principal Investigator: Hadi Kharrazi
Organizational Sponsor: Johns Hopkins University / Johns Hopkins Center for Public Health IT

Use Case: Combining CRISP Patient Identifiers and Geocoding Data with HSCRC Case Mix Data for
Research

Summary: Using the HSCRC case-mix data, the investigators are developing and validating
spatiotemporal risk prediction trajectory models to predict elder falls. The investigators will examine
geographical information system (GIS) data sources for completeness, accuracy, and timeliness and
develop a hot-spotting algorithm using GIS triangulation and predictive modeling. The analysis will
utilize Poisson and Bernoulli distribution models to identify hotspots and we will customize
methodology using ArcGIS, SaTScan, and R software packages. They will develop and evaluate a falls
risk score with new and external data to improve current methodology and risk prediction scores.
The research involves a large anonymized population health dataset. Sample size varies each year
depending on the number of Baltimore residents who receive care at a hospital. The average
number of inpatient hospital visits for Baltimore in 2013 has been about 103,000 and outpatient
visits have been over 1.3 million. The team will validate the identification of falls among older adults
comparing information from HSCRC and MHCC using statistical means. They will merge external
datasets that are publicly available to include in the development of a risk score. Using the merged
data sets, they will develop and validate the risk scores through logistic regression.

Navigation Services to Avoid Rehospitalization (NavSTAR)
Approval Date: February 28th, 2017

Principal Investigator: Christopher Welsh, Jan Gryczynski
Organizational Sponsor: University of Maryland Medical System, Friends Research Institute
Use Case: IRB-Approved, Patient-Consented Research

Summary: Substance use disorders (SUD) are strongly associated with repeat hospital admissions.
A major contributor to rehospitalization for individuals with SUD is a lack of adherence to hospital
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post-discharge plans for outpatient medical care and substance abuse treatment. Several factors
influence such non-adherence for this population. These include difficulty navigating systems of
care, concrete barriers to treatment entry (e.g., lack of health insurance and transportation), and low
motivation for medical and/or substance abuse treatment. The goal of the Navigation Services To
Avoid Rehospitalization (NavSTAR) research project is to assess the value of care navigation services
delivered to hospital patients with SUDs. NavSTAR will employ evidence-based patient navigation
and motivational intervention strategies initiated during hospitalization and continued for three
months post-discharge. Navigators will work closely with patients to increase motivation and resolve
barriers to entering appropriate outpatient medical and substance abuse treatment services. This
two-arm randomized controlled trial (RCT) will evaluate NavSTAR for patients hospitalized for
medical/surgical problems who have a comorbid substance use disorder. Adult hospital patients
with a SUD for opiates, cocaine, or alcohol (N=420) will be randomly assigned to NavSTAR or
treatment as usual (TAU). Research follow-ups will be conducted at 3-, 6-, and 12-months post-
discharge. This RCT will examine the effectiveness, cost-effectiveness, and cost-benefits of NavSTAR
for the primary outcome of rehospitalization, as well as other important medical and substance use
outcomes.

Publications: Orme S, Zarkin GA, Dunlap LJ, Nordeck CD, Schwartz RP, Mitchell SG, Welsh C, O'Grady
KE, Gryczynski J. Cost and Cost Savings of Navigation Services to Avoid Rehospitalization for a
Comorbid Substance Use Disorder Population. Med Care. 2022 Aug 1;60(8):631-635. doi:
10.1097/MLR.0000000000001743. Epub 2022 jun 10. PMID: 35687900; PMCID: PM(C9382857.

Gryczynski ), Nordeck CD, Welsh C, Mitchell SG, O'Grady KE, Schwartz RP. Preventing Hospital
Readmission for Patients With Comorbid Substance Use Disorder : A Randomized Trial. Ann Intern
Med. 2021 Jul;174(7):899-909. doi: 10.7326/M20-5475. Epub 2021 Apr 6. PMID: 33819055; PMCID:
PMC13412153.

Nordeck CD, Welsh C, Schwartz RP, Mitchell SG, O'Grady KE, Dunlap L, Zarkin G, Orme S, Gryczynski J.
Navigation Services to Avoid Rehospitalization among Medical/Surgical Patients with Comorbid
Substance Use Disorder: Rationale and Design of a Randomized Controlled Trial. ] Psychiatr Brain
Sci. 2020;5(3):2200013. doi: 10.20900/jpbs.20200013. Epub 2020 Jun 12. PMID: 36147996; PMCID:
PMC9491361.

Nordeck CD, Kelly SM, Schwartz RP, Mitchell SG, Welsh C, O'Grady KE, Gryczynski J. Hospital
admissions among patients with Comorbid Substance Use disorders: a secondary analysis of
predictors from the NavSTAR Trial. Addict Sci Clin Pract. 2024 Apr 28;19(1):33. doi: 10.1186/s13722-
024-00463-9. PMID: 38678216; PMCID: PMC11056040.

AIDS Linked to the IntraVenous Experience (ALIVE)
Approval Date: November 28th, 2016

Principal Investigator: Gregory Kirk
Organizational Sponsor: Johns Hopkins University

Use Case: IRB-Approved, Patient-Consented Research
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Summary: The AIDS Linked to the IntraVenous Experience (ALIVE) study uses a prospective,
observational cohort design to follow persons 18 years of age or older with a history of injecting
drugs in Baltimore. Since its inception in 1988, ALIVE has followed participants systematically with
study visits every 6 months and with comprehensive evaluation including both nurse- and
interviewer-administered as well as computerized questionnaires, a focused clinical examination,
and collection of blood samples. The primary objectives of the study include characterization of the
incidence and risk factors for blood-borne infections, the natural history of injection drug use, the
natural and treated course of HIV infection, and the impact of coinfection and comorbidities in the
setting of HIV. Since inception, >5000 persons have been enrolled in the study. Currently, in follow-
up, we have ~1,100 active participants including both HIV-infected (~30%) and HIV uninfected (70%)
persons to allow appropriate comparisons and evaluation of HIV-specific effects. ALIVE is one study
supported by two grants from the National Institute on Drug Abuse - ALIVE | and ALIVE Il which
follows the HIV-infected and HIV-uninfected participants, respectively. All subjects are initially
enrolled into the ALIVE-2 study which covers the basic study protocol. HIV-infected persons also
provide informed consent for ALIVE-1.

Publications: Rudolph JE, Cepeda JA, Astemborski J, Kirk GD, Mehta SH, German D, Genberg BL.
Longitudinal patterns of use of stimulants and opioids in the AIDS linked to the IntraVenous
experience cohort, 2005-2019. Int ] Drug Policy. 2024 Apr;126:104364. doi:
10.1016/j.drugpo.2024.104364. Epub 2024 Feb 25. PMID: 38408416; PMCID: PMC11056308.

Sun J, Mehta SH, Astemborski J, Piggott DA, Genberg BL, Woodson-Adu T, Benson EM, Thomas DL,
Celentano DD, Vlahov D, Kirk GD. Mortality among people who inject drugs: a prospective cohort
followed over three decades in Baltimore, MD, USA. Addiction. 2022 Mar;117(3):646-655. doi:
10.1111/add.15659. Epub 2021 Sep 22. PMID: 34338374; PMCID: PMC10572098.

Genberg BL, Gicquelais RE, Astemborski J, Knight J, Buresh M, Sun J, German D, Thomas DL, Kirk GD,
Mehta SH. Trends in fatal and nonfatal overdose by race among people who inject drugs in
Baltimore, Maryland from 1998 to 2019. Drug Alcohol Depend. 2021 Dec 1;229(Pt B):109152. doi:
10.1016/j.drugalcdep.2021.109152. Epub 2021 Oct 30. PMID: 34749056; PMCID: PMC8665116.

Multi-Ethnic Study Atherosclerosis

Principal Investigator: Wendy Post
Organizational Sponsor: Johns Hopkins Hospital (Johns Hopkins School of Medicine)
Use Case: IRB-Approved, Patient-Consented Research

Summary: The Multi-Ethnic Study of Atherosclerosis (MESA) is a study of the characteristics of
subclinical cardiovascular disease (disease detected non-invasively before it has produced clinical
signs and symptoms) and the risk factors that predict progression to clinically overt cardiovascular
disease or progression of the subclinical disease. MESA is funded by NIH with some additional
supplemental funding by EPA and foundations. MESA researchers recruited a diverse, population-
based sample of 6,814 asymptomatic men and women aged 45-84 from six field centers across the
United States in 2000-2002. Approximately 38% of the recruited participants are white, 28% African
American, 22% Hispanic, and 12% Asian. The first examination took place over two years, from July
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2000-July 2002. It was followed by four examination periods that were 17-20 months in length, and a
sixth exam which started in September 2016. At 9-to-12-month intervals, participants or a family
member is contacted to inquire about outpatient visits, hospital admissions, and deaths. Self-
reported diagnoses are verified using medical records of outpatient visits and hospitalizations. For
deaths, interviews with the next of kin and death certificates help to identify the cause of death. Two
physicians from the MESA mortality and morbidity review committee independently adjudicated all
events using blind records.

Publications: There are over 1000 manuscripts published including MESA data. For more
information see https://www.mesa-nhlbi.org.
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