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Welcome!

Goals for today:

1.

Learn about MUSC's infrastructure and support services for developing, deploying, and
sustaining research partnerships across MUSC Regional Health Network sites (e.g., key
contacts, regulatory/contracting pathways, operational support).

>  Big picture background and current structure (Royce, ~10 minutes)
> How to engage RHN sites (Julia and Kristen, ~10 minutes)
» Proactive outreach recruitment as a mechanism to recruit RHN patients (Stephanie, ~10 minutes)

Hear examples of current research efforts in partnership with MUSC Regional Health
Network sites. (Jen, ~10 minutes)

Get practical guidance through Q&A and discussion focused on the "how-to" of
deploying research in MUSC Regional Health Network settings. (~15 minutes)
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Please feel free to put any questions in the chat
throughout today’s roundtable!
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Regional Research Expansion Introduction

Royce R. Sampson, MSN, RN, CRA
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Collaborating Across the Enterprise

MUSC University and MUSC Health:

Partner
Extending clinical research/clinical trials to rural
and underserved areas in SC

Facilitate
Governance and operational committees &
developing new processes & pathways

Support
Leveraging University Research Administration
Offices, Research Systems, and SCTR services

Medical University
of South Carolina

Research



Meet the Research Expansion Team

Director, OCR;
Administrator, SCTR;
Project Director, Research Expansion

Royce Sampson

Lead Regional Research Program
Manager, SCTR

Julia Brenner

Kristen Clasen DeHart ROC Metrics and Evaluation

Program Manager, SCTR/OCR

Associate Director, ROC and

Signe Denmark :
Finance, OCR/SCTR

Halley Harris

Kelly Hickman

Theresa Milne

Administrative Coordinator, SCTR

Associate Director, Communication &
Development, OCR

Service Center Manager, SCTR

Service Center Manager, SCTR

S e Speciattics

Strategic leadership, govemance, and financial oversight; research infrastructure
development; enterprise and exteral collaboration; CTAC grant leadership.

On-site RHN navigator; portfolio support; trial expansion and site capability;
procurement streamlining; enterprise liaison.

Governance and operational committee management; SOP development; feasibility
and site capability leadership; industry sponsor liaison.

Financial strategy for research expansion; fee-for-service budgeting and negotiations;
invoicing services; provider compensation initiatives; industry sponsor liaison.

Logistics for research site visits and grant activities; event planning; operational
support for expansion initiatives.

Strategic communication for research initiatives; marketing support for research centers;
training material development; presentation design; community engagement through
CTAC leadership.

Coordinates logistics and event planning for research visits and grant activities;
facilitates scheduling and collaboration across teams and external partners.

éMUSC

Medical University
of South Carolina

Backend financial operations; service center setup and maintenance; cost
accounting; revenue and expenditure monitoring.

Research




CTSA Led RHN Research Governance Processes

Study team must submit a SPARCRequest for Regional Research Site Engagement to initiate for
Governance Committee Review and Approval:

Requests Vetted

Review Required + Scientific and Feasibility High Potential Studies

Assessment
* RHN Interest
* RHN Patient Population
* RHN Resources,
Services, and Space, and
» Competing studies, etc.

Information Gathering Notifications

Studies chosen have
the highest potential
for success and
feasibility

For all studies regardless
of investigator location
(University or RHN)
Obtain information and
navigate research studies
through processes

Research administration
offices must be notified of
research in the regionals




SCTR Research

4 N\ [ Support Services
Z A=H *ORSP Sponsored
Offl ce Of C I In ICaI Awards/Contracts (Pre-Award)
( Research (OC R) .ggstﬁs‘v;z)mrads Aocounting «Regulatory Consultation & Training
+Office of Research Integrity / IRB and elRB Submission Support
Human Subject Approvals ’ g;'tr:] 'gﬂn%e;%igge%ngng;“mc / lab

*Budget Development (Industry +OCR Prospective Reimbursement Freezerworks ’
«Investigator Database & Reporting Funded and Milestone Driven Analysis (PRA) / Coverage Analysis -Research Coordination (program
*Research Opportunities & Clinical Research) +OCR ClinicalTrials.gov Registration, development & Re uIatoFr) Fgee for
Collaborations Identification & *Sponsor Negotiations Reporting & Consent Mandate Servicg 9 y
Matching *Financial Tracking Setup in +OCR OnCore CTMS and eReg .
+ Feasibility Assessment OnCore, Clinical Trials binder, and metric tracking and Serwc_e Center mane.;\gement
Site Visit/Site Selection Management System (CTMS) reporting ggfnnr:r:ﬁ?\g:tmzﬂ((g%ng/ SeTR
*Placement of CTSA TIN Studies in .StUdy Staff Financial TraCklng Collaboration)
Rural Health Network 'gralnlng el Research -REDCap surveys

+Sponsor Invoicing

. i \ = . *Financial and Grants Management

.gevgnue;IF'{ran king iati Adm|n|3trat|on Structure and Processes ’

Research urDay AR Reconciliation A | +Education & Training
\ o «ClinCard — Participant Payments- in pprovais \ )
Op portu nities & process of activating digital cards

CO"aborations (ROC) \-Communication & Training j




Expanding Research to MUSC Regional Health Network Sites

Regional Research Portfolio as of 24-April-2026

5 Sites

with established research
footprints

170 Unique
Studies

submitted for Governance
Review

88 Unique Studies
Activated

2,842 Studies

evaluated for
feasibility

(FY22-FY26)

156 Unique Studies
Approved

100% of Studies

in health areas important to
rural SC

MUSC Health
Regional Site

MUSC Health Regional
Research Center

Carolina Family
Care Research

©
°c©

o ©
. 9

O

‘ m SCTR-MUSC

Office of Clinical Research
Office of Research & Sponsored Programs
Institutional Review Board
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Research Sites and Infrastructure

Julia Brenner, MHA
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MUSC Regional Health Network Sites

MUSC Health Lancaster:
Catawba Division

MUSC Health Columbia:

Midlands Division MUSC Health Florence:

Pee Dee Division

MUSC Health Orangeburg*
Charleston Division

MUSC Health
Regional Site

MUSC Main Campus: Charleston Division

m SCTR-MUSC

‘ MUSC Health Regional
Research Center

: . Office of Clinical Research %
Carolina Famlly CFC Summerville and Office of Research & Sponsored Programs _ MUSC
Care Research Institutional Review Board Medical University

of South Carolina

CFC West Ashley:
MUSC Children’s Health

Research



Florence Research Center (Pee Dee Division)

« 2,500 sq. ft. research clinic

* Three patient exam rooms

» Study team desk/computer access
* Supply/document storage

» Lab for processing and storing research
samples

 Coordinator services
* Registration area and waiting room
* On-site study monitor workspace

Types of Studies Being Supported

» Cardiology e 1594 Freedom Blvd., Florence, SC

* Emergency Medicine

» General Surgery

- Humanitarian Use Device @ florenceresearch@musc.edu

* Internal Medicine & Geriatrics

 Neurology G + ~ _ %

« Oncology (General & Urologic) 843-674-5170 = MUSQ
 Psychiatry & Behavioral Sciences of South Carolina

* Pulmonology

Research


mailto:florenceresearch@musc.edu
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Lancaster Research Center (Catawba Division)

Facilities

* 1,400 sq. ft. research clinic

» Two patient exam rooms

» Study team desk/computer access
» Supply/document storage

» Lab for processing and storing research
samples

 Coordinator services

* Registration area and waiting room
* A private office

* Venipuncture kiosk

Types of Studies Being Supported

* Cardiology

» Gastroenterology & Hepatology

* Neurology / Neurosciences

» Oncology

* Psychiatry & Behavioral Sciences
* Puimonology

838 W. Meeting St., Lancaster, SC

lancasterresearch@musc.edu

+803-286-1384 éMUSC

Medical University
of South Carolina
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Columbia Research Center (Midlands Division)

2,200 sq. ft. research clinic

* One patient exam room

* Study team desk/computer access
* Supply/document storage

* Lab draw

* A private office

* Specimen mailing

» Coordinator services

* Regulatory services

« Data collection

Types of Studies Being Supported

» Cardiology / Cardiovascular Surgery

e 2001 Laurel St.. Columbia, SC

* Humanitarian Use Device _

- Neurology @ columbiaresearch@musc.edu

» Oncology

 Psychiatry & Behavioral Sciences e _ _

° PUlmonOIOQy +8O3 255 2927 Medical University

of South Carolina

Research


mailto:columbiaresearch@musc.edu

Orangeburg Research Center (Charleston Division)

Facilities
* 300 sq. ft. of dedicated research offices within
shared 16,000 sq. ft. DAI building

* 15 clinical rooms (pre-op, post-op, fast-track,
isolation)

 Study team desk/computer access
» Supply/document storage

» Coordinator services

 Registration area and waiting room
* A private office

Types of Studies Being Supported

* Diagnostic and Interventional Nephrology
* Vascular Surgery (Dialysis Access)
* Interventional Radiology

e 3000 St Matthews Rd., Orangeburg, SC

@ researchexpansion@musc.edu

O +803-395-2021 Ewusc

Medical University
of South Carolina

Research
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Research Expansion Regional Engagement

Kristen Clasen DeHart, MEd
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Regional Research Engagement Model Examples

Engagement models are flexible and should align with study needs, site capabilities, and patient access

considerations.

Regional Sub-Investigator

M

* Pl partners with a regional
sub-Investigator and regional
research staff to conduct all or
selected study activities.

Regional Research Staff Support

Fully Remote

» Pl works directly with regional research
staff (no sub-I required)

» Study activities may occur on-site at the
regional location or be supported remotely

» Best suited for less complex protocols

» Study conducted entirely by the

Pl/research team

» No on-site regional staff involvement

required

» Appropriate for minimal-risk (

decentralized protocols

Medical University
of South Carolina

Research



Regional Research Site Engagement: What to Expect

Early guidance and hands-on support
The Regional Research Expansion team partners with study teams early to help plan for Regional
Site engagement, clarify expectations and timelines, and identify required resources and services.

A structured, supported review process
Submitting a SPARCRequest initiates a structured review process that may include:

* |nitial Consultation
* Feasibility Evaluation
* (Governance Committee Review

%MUSC

Medical University
of South Carolina

Research




Regional Research Expansion Governance Committee

All clinical research studies and activities proposed to occur at MUSC Health regional sites, including
grant proposals, Humanitarian Use Device (HUD), and registry studies, must be submitted to the
Regional Research Expansion Governance Committee for scientific and feasibility review and
approval prior to submission and initiation of study activities.

Operationally
feasible

Scienificall =] Governance
cientifically . :
Sound ' llo \ Committee:

Purpose Compliant with applicable
laws, regulations,

and institutional
policies éMUSC

Medical University
of South Carolina

Research




Regional Research Site Engagement &S PARCRequest

Research Made Eas sy

Submit — Consult — Feasibility — Review sparc.musc.edu
1 Submi
Regional Research Site Engagement: Initial Consultation (SPARCRequest) Reglons ReserehExpansion Govermance

Regional Res h Expansion Governance

Committe P IAme dmen Review

2 | Initial Consultation
Initial review of proposed study, clarification of expectations and timelines, and identification of requested
Regional Site resources and services.

3 | Feasibility Evaluation
Operational and logistical feasibility is evaluated, including staffing, budget, patient population, competing
studies, and site capacity, with input from Regional Site Research Program Managers and key stakeholders.

4| Governance Committee Review
Once feasibility is confirmed, Pl/study team presents to the Governance Committee for approval to submit
grant proposal and conduct research activities at Regional Sites. %
MUSC

Medical University
of South Carolina
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Planning Your Submission

2026 Governance Committee Feasibility and Meeting Schedule

Feasibility Evaluation Committee
* The schedule outlines required feasibility evaluation Deadline* Meeting Date
deadlines and corresponding meeting dates for each Miay 6, 2026 Vay 13, 2026
month’s Governance Committee. ’ |
June 3, 2026 June 10, 2026
July 1, 2026 July 8, 2026
° Plan a_head August 5, 2026 August 12, 2026
Investigators and study teams are encouraged to September 2,206 September 9. 2026
review the timeline carefully and submit requests early October 7. 2026 October 14 2026
to allow sufficient time for feasibility evaluation, Novermber 4. 2026 Novermber 11. 2026
coordination, and Committee review. December 2. 2026 December 9. 2026

*Feasibility Evaluations should be completed by 5:00 PM on the due date for consideration at the corresponding meetinj % MUSC

Medical University

of South Carolina

Research



LOOKINE

FORWARD TO
WORKING
WITH YOU¥" (/-

RESEARCH EXPANSION TEAM

@ researchoppcollab@musc.edu
researchexpansion@musc.edu

Internal Regional Research Website



https://horseshoe.musc.edu/research/muha-rhn-research-centers
mailto:researchoppcollab@musc.edu
mailto:researchexpansion@musc.edu

Welcome!

Goals for today:

» Proactive outreach recruitment as a mechanism to recruit RHN patients (Stephanie, ~10 minutes)
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Patient Outreach Recruitment (POR)

Stephanie Gentilin, MA, CCRP

éMUSC

Medical University
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Patient Outreach Recruitment (POR)

* Definition: Contacting MUSC patients who
may meet study eligibility criteria, but are not
clinical patients of the Pl or Co-Is, about a
research study (aka “cold contact”
recruitment)

* With IRB approval, research personnel, can
contact patients who have not indicated an
“Opt-Out” Research Contact Preference

e Study teams must document patient contact
(via Epic Reporting Workbench or REDCap)

é South Carolina
SMUSC Clinical & Translational
Medical University :

of South Carolina Research Institute




Execution of the POR process

Researcher Researcher br oEgrngﬁl ds POR team Researcher
submits to submits data trains begins contact &

recruitmen .
IRB request SO LTI researcher documentation

report

é South Carolina
SMUSC Clinical & Translational
Medical Universi 13 :

of South Carolina Research Institute



Researcher initiation of POR or recruitment services

e All recrwtment Services Employing Patient-Outreach Methods
found in SPARC under for MUSC Patient Recruitment

SUCCESS Center
* Recruitment, POR, and ISP

(] PO R re Se a rch e r re SO u rce Patient-Outreach as a Potential Recruitment Strategy +

What is Patient-Outreach Recruitment? +

WebS I te Communication Scripts and Guidance for Submitting to the IRB o+
* Found under the SUCCESS p 1: Manage Services
Ce nter page Of SCTR we bSite ct services to start a new request or modify an existing request Requesting Patient-Outreach Recruitment Reports +

(sctr.musc.edu) e
Search for service Utilizing REDCap Recruitment Projects and Documenting Patient Contact 4

* Trial Innovation Network
toolbox

The SUCCESS Center offers a number of free consultati
Medical University of effort to provide education, training, and mentoring relaf]
South Carolina phases of the research process. Education and Training +

» Drug Management Services

» Biomedical

* Filter by RIC resources i e

(BMIC) » Grant Forms & Budaet Services

v Patient Outreach Recruitment (cold-contact)

CEDAR:
Comparative

Sfafte:::ea?ye:cs:nd This'Core orrers equcation on. tre appropriateness of cold-
Research contact recruitment at a protocol-level; the process of

incorporatina this method into vour IRB application and research é S ou th C aro | | na

Clinical & Translational
of South Carolina Research Institute

Medical University




MUSC-supported recruitment websites

* SCresearch.org

Free directory with lay friendly descriptions of
studies listed in elRB that are actively recruiting

Can search by topic, institution, researcher

Make sure box is checked in elRB to have
study in the directory list

sc resea rCh.OI’g Receive Customized Updates: W

Pl Instructions Home About Clinical Trials About Pediatric Research Contact

South Carolina Research Studies Directory

SCresearch.org is the South Carolina Research Studies
Directory designed specifically to help people, like you, locate Search Studies:
research studies in which to participate.

(example Cancer, Smith)

Tell a friend!

u institations

SCresearch.org

South Carolina Research Studies Directory

Showing 3 results for "kelechi"

Novel wound powder RGN107 to reduce wound odor, pain and exudate at . save
end-of-life

<]
Date Added Keywords Institution
March 4th, 2014 Cancer/Skin, Skin MUSC
PRO Number Summa? Recruitment
Pro00021475 This study will test a special powder for chronic wounds caused by a Contact

variety of conditions such as pressure that sometimes happen when a Carroll Spencer
person is at the end of life. The powder will be applied to the wound to  843-792-4771

Researcher see if it helps with pain, odor and drainage (leakage). People who are  spencerc@musc.edu
Teresa Kelechi being cared for by hospice/home heaith/residential care will be invited

to be in the study. The study will also find out if the powder is easy to

use by as well as improving the comfort and quality of life of

the person who has a chronic wound.
Preventing venous leg ulcers with Cryotherapy: A randomized clinical + Save
trial

<]

Date Added Keywords Institution
November 5th, 2013  Aging, Cardiovascular, Inflammation, Skin, Vascular MUSC
PRO Number Summary Recruitment
Pro00008711 Leg vein circulation problems can damage the skin of the lower legs Contact

espedaIIY around the ankles, by making it discolored, hard, itchy, red, Teresa Kelechi

and swollen. Ulcers often develop Inflammation is often present in the 843-792-4602
Researcher damaged skin. This study will test whether using a special low kelech usc.edu
Teresa Kelechi compression, cooling, boot-like gel wrap placed around the damaged

sll<in of the lower legs will improve the skin circulation and prevent leg
ulcers.

é MUSC

Medical University
of South Carolina

Pl Instructions Home About Cllmcal Trials

About Pediatric Research  Contact

+ My Research Studies

View My Studies Print My Studies

Search all studies

Back to Homepage

rasaarchmatch

Want to join a registry where the
researchers contact you? Try the
national research matching program.

South Carolina
Clinical & Translational
Research Institute




Welcome!

Goals for today:

2. Hear examples of current research efforts in partnership with MUSC Regional Health
Network sites. (Jen, ~10 minutes)
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Examples of Current Research Efforts in
Partnership with MUSC Regional Health
Network Sites

Jennifer Dahne, PhD
Director of Research Innovation and Integration, Office of the Vice President for Research

éMUSC

Medical University
of South Carolina
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Outline

Brief Orientation to the Research We Do In My
Lab

Decentralized and Remote Trial Methods

Supporting Trial Infrastructure

Study Progress/How Things Have Been Going
with RHN Deployment
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Outline

Brief Orientation to the Research We Do In My

Lab
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Digital and Telehealth
Interventions

Smoking
Cessation

Cancer
Care
Delivery

Behavioral
Health

BEHAVIORAL HEALTH
INNOVATIONS LAB

Primary Care and
Oncology

Depression
Treatment

Changing What'’s Possible  MUSC.edu




Two Ongoing Trials in Partnership with RHN Sites

L WL
ol 345
INSP'RE AYE
Funding Mechanism: NCI RO1 Funding Mechanism: NCI RO1
Current Status: End of Year 3 Current Status: End of Year 2
Planned Accrual: N=288 Planned Accrual: N=279
Clinical Focus: Smoking cessation/cancer prevention Clinical Focus: Depression/cancer survivorship
Clinical Partnership: Rural primary care Clinical Partnership: Oncology care
Intervention: Telehealth electronic visit Intervention: Digital mental health intervention (app)
Patient Eligibility: Adult, current cigarette smoking, engaged Patient Eligibility: Adult, likely incurable cancer, >moderate
with primary care symptoms of depression
Follow Up Duration: 6 months Follow Up Duration: 3 months
Primary Endpoint: Biochemically verified abstinence Primary Endpoint: Change in depression symptoms
Recruitment Approach: Proactive outreach recruitment via Recruitment Approach: Proactive outreach recruitment via
MyChart, text message, email, phone call MyChart, text message, email, phone call

Changing What's Possible  MUSC.edu




Two Ongoing Trials in Partnership with RHN Sites

B

By The Medical Univer:

sity of South Carolina

of Health

and The National Institutes
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Outline

Decentralized and Remote Trial Methods

Supporting Trial Infrastructure

Changing What's Possible  MUSC.edu



The Promise of Decentralized Trials

N

MUSC

MEDICAL UNIVERSITY
of SOUTH CAROLINA

7T\
SR LT A 7

Lancaster Florence

N4
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TRIAL

ACTIVITIES

REMOTE
METHODS

Advertise

|
1

Screen for Eligibility

Randomize

Consent

|

Baseline Assessment

Online ads via
Craigslist and/or
social media

Teleconsent via

REDCap or
doxy.me

!

Treat

CLINICAL TRIAL TIMELINE

1

Online survey via
REDCap or other
platform

Electronic assessments

via REDCap or
other platform

Randomization within
REDCap or other
data management
platform

Remote Methods Across the Clinical Trial Pipeline

Biomarker Collection
(along the way)

Follow-up Assessment

!
1

Participant Payments
(along the way)

Electronic assessments
via REDCap or
other platform

4

Electronic payment

Deliver
telehealth

intervention

iospecimen collection
via remote patient
monitoring tools

%MUSC

Medical University
of South Carolina

Changing What's Possible
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Remote Methods Across the Clinical Trial Pipeline

Patient-outreach
Advertise recruitment to
! invite eligible
patients to
T participate with

Online ads via

el Iinitial contact sent
— via MyChart
followed by text
message, e-mail,
and phone call.

Changing What's Possible  MUSC.edu



Remote Methods Across the Clinical Trial Pipeline

Screen for Eligibility

Study screenings
completed

remotely by
patients via
REDCap survey

Online survey via
REDCap or other
platform

Changing What's Possible  MUSC.edu



Remote Methods Across the Clinical Trial Pipeline

Consent

!
1

Teleconsent via

Informed consent
completed
synchronously and
remotely with study
staff using REDCap

e-consent

Changing What's Possible  MUSC.edu



Remote Methods Across the Clinical Trial Pipeline

Randomize

Baseline Assessment

|

!

CLINICALTRIALT

|

lectronic assessments
via REDCap or
other platform

Randomization within
REDCap or other
data management
platform

Randomization and
baseline
assessments
completed in
REDCap

Changing What's Possible  MUSC.edu



Remote Methods Across the Clinical Trial Pipeline

Digital mental
health intervention
for depression is
downloaded
remotely by the
patient with
onboarding
support provided
by study staff

E-visit intervention
is delivered via
MyChart and
routed to the
patient’s provider
for review via Epic.

Medications are e-
prescribed to the
patient’s pharmacy
of record.

Deliver
telehealth
intervention

Changing What's Possible  MUSC.edu



Remote Methods Across the Clinical Trial Pipeline

Completed via
REDCap electronic

surveys.

Follow-up Assessment

!
1

Electronic assessments

via REDCap or
other platform

Changing What's Possible

MUSC.edu



Remote Methods Across the Clinical Trial Pipeline

Biomarker Collection
(along the way)

|

Remote
biochemical
verification of key
study outcomes.

Biospecimen collection
via remote patient
monitoring tools

Changing What's Possible  MUSC.edu




Remote Methods Across the Clinical Trial Pipeline

Participant Payments
(along the way)

Participants
compensated for
completion of 4

Electronic payment

research activities
via remotely
reloadable
Clincard.

Changing What's Possible  MUSC.edu



Outline

Study Progress/How Things Have Been Going

with RHN Deployment

Changing What's Possible  MUSC.edu



Number Enrolled

Study Progress

s lRe

TO QUIT

By The Medical University of South Carolina
and The National Institutes of Health

100+

90+

200+ 80

70+

==+ Target Enrollment 607

50 == Target Enrollment
100

40+

Number Enrolled

30+

201

101

O_

11-01-2024 03-10-2025 07-17-2025 11-23-2025 04-01-2026
Date

éMUSC Changing What's Possible  MUSC.edu
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s lRe

TO QUIT

By The Medical University of South Carolina
and The National Institutes of Health

Study Progress

MPROVING PROACTIVE APPROACHES FOR
CANCER SURVIVORS’ MENTAL HEALTH TREATMENT

Enrolled N 257 Enrolled N 97

Study Retention (final assessment) | 78.1% Study Retention (final assessment) | 94%
Successful Remote Biomarker 70.7% Successful Remote Biomarker N/A
Capture (final assessment) Capture (final assessment)

% Female 67.2% % Female 56.7%

% White 70.7% % White 79.4%
Age M(SD) 48.1(12.7) Age M(SD) 57.3(12.2)

Changing What's Possible  MUSC.edu




Questions?

Royce: sampsonr@musc.edu
Julia: brennerj@musc.edu
Kristen: clasen@musc.edu

Stephanie: mamaysl@musc.edu

Jen: dahne@musc.edu

NN

Changing What'’s Possible  MUSC.edu
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