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Session Goals
 Highlight resources and previous 

work/discussion from NIH Collaboratory 
 Hear from trial investigators about 

challenges with data access, planning for 
data management, & data sharing
 Review methods for addressing issues 

related to data security, privacy, & 
approval for data use



https://rethinkingclinicaltrials.org/news/journal-editors-propose-new-requirements-for-data-sharing/



https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Onboarding%20Data%20and%20Resource%20Sharing%20Informational%20Document.pdf

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Closeout%20Data%20and%20Resource%20Sharing%20Checklist%20(pdf).pdf

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Onboarding%20Data%20and%20Resource%20Sharing%20Informational%20Document.pdf
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Closeout%20Data%20and%20Resource%20Sharing%20Checklist%20(pdf).pdf


https://rethinkingclinicaltrials.org/welcome-to-rethinking-clinical-trials/

https://rethinkingclinicaltrials.org/welcome-to-rethinking-clinical-trials/


https://rethinkingclinicaltrials.org/chapters/conduct/acquiring-real-world-data/methods-of-access/

https://rethinkingclinicaltrials.org/chapters/conduct/acquiring-real-world-data/methods-of-access/


https://rethinkingclinicaltrials.org/chapters/dissemination/data-share-top/data-sharing-and-embedded-research-introduction/

https://rethinkingclinicaltrials.org/chapters/dissemination/data-share-top/data-sharing-and-embedded-research-introduction/


https://rethinkingclinicaltrials.org/chapters/ethics-and-regulatory/ethical-considerations-of-data-sharing-in-pragmatic-clinical-trials/respect-for-persons-and-data-sharing/

https://rethinkingclinicaltrials.org/chapters/ethics-and-regulatory/ethical-considerations-of-data-sharing-in-pragmatic-clinical-trials/respect-for-persons-and-data-sharing/


Grand Rounds 
Clinical Trial Data Sharing: Perspectives from Participants and PCORI , July 2018
Michelle M. Mello, JD, PhD, Steven Goodman, MD, MHS, PhD

Assessing and Reducing Risk of Re-identification When Sharing Sensitive Research Datasets , Sept. 2018
Greg Simon, MD, MPH, Deven McGraw, JD, MPH, Khaled El Emam, PhD

Preparing for Clinical Trial Data Sharing and Re-use: The New Reality for Researchers , September 2019
Rebecca Li, PhD, Frank Rockhold, PhD

Data Sharing and Pragmatic Clinical Trials: Law & Ethics Amidst a Changing Policy Landscape , Nov. 2022
Stephanie Morain, PhD, MPH; Kayte Spector-Bagdady, JD, Mbioethics

The Yale Open Data Access (YODA) Project: 10 Years of Clinical Trial Data Sharing , April, 2024
Joseph S. Ross, MD, MHS

https://rethinkingclinicaltrials.org/news/july-13-2018-clinical-trial-data-sharing-perspectives-from-participants-and-pcori-michelle-m-mello-jd-phd-steven-goodman-md-mhs-phd/
https://rethinkingclinicaltrials.org/news/september-28-2018-assessing-and-reducing-risk-of-re-identification-when-sharing-sensitive-research-datasets-greg-simon-md-mph-deven-mcgraw-jd-mph-khaled-el-emam-phd/
https://rethinkingclinicaltrials.org/news/september-27-2019-preparing-for-clinical-trial-data-sharing-and-re-use-the-new-reality-for-researchers-rebecca-li-phd-frank-rockhold-phd/
https://rethinkingclinicaltrials.org/news/grand-rounds-ethics-and-regulatory-series-november-11-2022-data-sharing-and-pragmatic-clinical-trials-law-kayte-spector-bagd/
https://rethinkingclinicaltrials.org/news/grand-rounds-6-30-17/


Panelists
 Richard Skolasky, ScD

– Advancing Rural Back Pain Outcomes through 
Rehabilitation Telehealth (ARBOR-Telehealth)

 Ed Vasilevskis, MD
– Behavioral Economic and Staffing Strategies to Increase 

Adoption of the ABCDEF Bundle in the ICU (BEST-ICU)



Advancing Rural Back Pain Outcomes 
through Rehabilitation Telehealth 

(ARBOR-Telehealth)

MPIs: Richard L. Skolasky, ScD; Kevin McLaughlin, DPT

Funded by National Institute of Arthritis and Musculoskeletal and Skin 
Diseases (UG3AR083838)



Overview

• Most common cause of 
disability in the US

• Largest driver of US 
healthcare spending 
growth

• Number one reason for 
opioid prescriptions

Physical Therapy (PT)
• First line treatment
• Cost-effective in 
reducing disability and 
pain

• Decreased risk of 
opioid use

• 7-13% of patients 
attend PT

• Barriers surrounding 
travel, missed work 
time, etc.

Low Back Pain (LBP)



Overview

Rural Communities
• 40% fewer therapists 
per capita

• Longer distance to 
travel

• Fewer patients attend 
PT within 30 days of 
onset

• Higher rates of opioid 
use

Telehealth
• PT provided by 
televisits for first 
time during pandemic

• Reimbursed by CMS and 
most commercial 
insurances

• New code for remote 
therapeutic monitoring 
(RTM)

• Asynchronous 
telerehabilitation using 

 



Overall Objective

• To compare the effectiveness of a risk-informed 
telerehabilitation model to patient education to 
improve outcomes in patients with chronic low 
back pain in rural communities

Evaluation and Risk 
Stratification

Low Risk Moderate Risk High Risk

Lack of clinical progress or engagement

Remote Therapeutic 
Monitoring

Physical Therapy (PT) 
Televisits

Psychologically-Informed PT 
(PIPT) Televisits

Risk Level:

Original 
treatment:

Modified 
treatment:

PT 
Televisits

PIPT 
Televisits

Informed Decision of 
Physical Therapist



Study Design

• Randomized clinical 
trial

• RiSC Telerehabilitation
• Delivered by TidalHealth

• Patient Education
• Delivered via website

• Patients
• 434 with chronic LBP

• No spine surgery past 12m
• Primary care office visit

• 8 weeks active treatment
• 12 months follow-up

Caroline County, MD
• 33,593 (pop’n est. 2023 Census)
• 80.7% White, 13.8% Black, 8.9% Hispanic
• 17.7% Age 65+ years
Dorchester County, MD
• 32,897 (pop’n est. 2023 Census)
• 66.4% White, 29.2% Black, 6.4% Hispanic
• 23.1% Age 65+ years

Nearest 
PT Clinic



Data Access & Management

• Acquiring “real world 
data”

• Electronic health 
records

• Administrative claims
• Patient-reported 
outcomes

• Patient-generated 
health data

• Medical and device 
registries

• Environmental factors
• Social determinants of 
health

• Assessing “Fit for 
use”

• Secondary source – data 
collected for purposes 
other than research

• Primary source – data 
collected solely for 
research purposes

• Acquiring “real world 
data”

• Electronic health 
records

• Administrative claims
• Patient-reported 
outcomes

• Patient-generated 
health data

• Medical and device 
registries

• Environmental factors
• Social determinants of 
health



Potential Facilitators – Data 
Access

Recruitment Strategy

• Electronic Health 
Record (EHR)

• Recruitment
• Intervention adherence
• Fidelity assessment
• Healthcare use

• Web-based education
• Intervention adherence

Assessment Strategy

• REDCap Platform
• Telephone-based 
collection

• E-mail reminder

• Use participant 
preferred methods 

• Postcard and other 
reminders of upcoming 
assessments



Potential Facilitators – Data 
Access

Treatment Strategy

• Web-based education
• Intervention adherence

• Risk-informed PT
• EHR documentation



Potential Barriers – Data 
Access

Recruitment Strategy

• EHR-based strategy
• Technical challenges of 
sFTP transfer on 
monthly/daily basis

• Epic programming team 
at partner institution

Assessment Strategy

• EHR-based strategy
• Secondary use of data 
collected for 
administrative needs

• REDCap platform
• Facility with older 
patients



Data Sharing

• What is your current data sharing plan
• All de-identified individual level data, with supporting 
documentation, will be made publicly available in compliance 
with NIH, Collaboratory, and institutional guidelines

• Do you foresee any obstacles?  
• We may be limited in sharing data on an un-restricted access 
registry from the UG3 phase, as this data will be collected 
under a waiver of informed consent (this will not be an 
obstacle in the UH3 Clinical Trial, as we will obtain informed 
consent from all participants)

• What information did the IRB require about how the data
would be shared beyond the study in order to waive 
informed consent, if applicable? 

• We will be applying for a waiver of informed consent in order 
to conduct Model Recruitment (identifying likely eligible 
patients seen in the past 12 months from the EHR and 
performing data check on a random sample of 250 patients via 
medical chart abstraction)



Potential Facilitations – Data 
Sharing

Institutional Support

• Sheridan Libraries
• Dedicated team to 
support data sharing 
plan and implementation

Institutional Review Board

• Type of information 
disclosed

• Limit to essential 
information to address 
research questions

• Consent
• Informed consent to 
contain broad data 
sharing language

• Risk of breach in data 
security

  

NIH Collaboratory

• Working group
• Shared expertise and 
support



Potential Barriers – Data 
Sharing

Technical Structures

• Public Archive
• Data obtainable for any 
use

• De-identification
• Private Archive

• Data obtained by 
authorized users

• Honest broker

• Agreement regarding 
protection and use of 
transferred data

Institutional Review Board

• Waiver of consent
• To collect potentially 
eligible patients

• Informed consent
• Screening, baseline, 
follow-up

• Healthcare use
• Need to establish a 
firewall between these 
datasets



Study Team

• Johns Hopkins
• Richard L. Skolasky, Sc.D. 
(MPI)

• Kevin McLaughlin, D.P.T. 
(MPI)

• Elizabeth Colantuoni, 
Ph.D.

• Stephen Wegener, Ph.D.
• Tricia Kirkhart

• MedStar Health Research 
Institute

• Kisha Ali, Ph.D.

• TidalHealth
• Robert Joyner, Ph.D.
• Jill Stone, D.P.T.
• M. Patricia Chance, CRRC
• Terri Hochmuth, D.N.P., 
M.S.N.-Ed, R.N.

• Maryland Rural Health 
Association

• Jonathan Dayton, 
Director



Behavioral Economic Strategies To Increase Adoption of 
the ABCDEF Bundle in the Intensive Care Unit

Co-PI: Eduard Vasilevskis MD MPH
Professor of Medicine
University of Wisconsin – Madison

Co-PI: Michele Balas PhD, RN, CCRN-K, FCCM, FAAN
Associate Dean of Research
University of Nebraska Medical Center



Disclosures
• Research support:

• NHLBI/NINR NIH (1 UG3 HL165740-01A1)



BEST-ICU Study Background

1



A Assess, prevent, & manage pain

B Both SATs & SBTs

C Choice of analgesia & Sedation

D Delirium: Assess, prevent, & manage

F
Early exercise & mobilityE

Family engagement



Study Aims

• Compare the effectiveness of real-time audit & feedback & RN implementation facilitator on 
ABCDEF bundle adoption (primary study outcome) and secondary outcomes

• Identify & describe key stakeholders’ experiences with, & perspectives on, the acceptability 
& impact on work intensity of real-time audit & feedback & RN implementation facilitator



Implementation Strategies: Intervention Arm 1 Real-Time 
Audit & Feedback

• Real-time A&F via a centrally placed visual display

• Dashboard created using EPIC® flowsheets, procedures, 
application reports, activity & navigator records, etc.



Implementation Strategies: 
Intervention Arm 2 RN 
Implementation Facilitator

• Practical clinical facilitator: Acts as extra 
support to carry out the functions of the 
ABCDEF bundle

• Coordinator: Coordinate ABCDEF practices 
across specialties

• Champion: Promote clinician behavior change

• Coach: Facilitate training of bundle elements to 
team members



Study Design &  
Randomization
• 3-arm, pragmatic, stepped-wedge, cluster 

randomized hybrid type III effectiveness-
implementation trial

• Unit of Randomization: ICU

• Block randomization: Hospital as block

• Constrained covariate matching

• Randomized to strategy A or B, & matched pairs will 
be randomly assigned to one of six wedges 



2
Informatics / EHR: BEST-ICU



Dashboard Development
• Goal: Develop real-time audit and feedback dashboard that utilizes EPIC 

flowsheet data of each ABCDEF bundle element

• Challenges
• Different starting lines
• ABCDEF policy variability

• e.g. independence vs. dependence of spontaneous awakening trial from spontaneous breathing trial
• EPIC® build variability

• “Foundation” vs not
• Workflows

• Entry of Data
• Data consumption and visualization



Dashboard Development
• Solutions

• Identify and address bundle process and policy gaps by site 
• Standardize definitions for bundle process elements:

• Safety screen criteria
• Pass / failure criteria
• Ensure independence of each of the process elements

• Engagement of EPIC developers and clinicians from each site
• Collaborative, weekly, work group to share definitions, code, and ideas

• Allow to build to site-specific EPIC system
• Use of test environment
• Engagement of clinicians from each site to provide input on workflows



Example of Dashboard at Completion



3
Data Acquisition and Sharing: BEST-ICU



Data Acquisition and Sharing
Goal: Collaborating sites utilize existing certified PCORnet datamart to track 
all clinical processes and outcomes for Study Aims 1 and 2

Challenges
• Develop data repository for all 3 sites and gain necessary approvals
• University vs. Health-System
• Standardize data definitions / data dictionary 
• Identify existing data-element gaps in site-specific PCORnet datamarts

• Many ICU elements not part of existing PCORnet. 

• Variability in set-specific resources and requirements for development work
• Variablity site-specific PCORnet timelines for approvals, data-reporting



Data Acquisition and Sharing
Solutions
• Engagement of clinical, operational, and legal leadership from University 

and Health System
• PCORnet expertise / data analyst / bioinformatics
• Regular (weekly to biweekly) meetings to address approvals, data 

definitions, timing
• Stage data development

• Phase 1 (Must need to initiate study)
• Phase 2 (Will need to accomplish all secondary data analyses)



DISCUSSION 
Data Access & Management



Discussion Topics
 Other challenges, approaches, suggestions

– data access
– planning for data management
– data sharing

 Methods for addressing 
– data security & privacy
– approval for data use



Questions
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