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West Virginia Clinical and Translational Science Institute

WVCTSI Identity & Mission

*+ Funded by the National Institute of General Medical Sciences Clinical and
Translational Research IDeA (CTR) Award.

¢ Establish crosscutting research partnerships among the WVCTSI partner
Institutions and our collaborating Clinical and Translational Science Award
(CTSA) Institutions to increase research capacity to improve the health of
West Virginians and Appalachians.



West Virginia Clinical and Translational Science Institute

WVCTSI Focus

*+ An academic home and a catalyst for clinical and translational
research that targets priority health areas
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West Virginia Clinical and Translational Science Institute

Agenda

1. Pilot Grant Program
» Eligibility, Piestar Application Process, “Insider Tips”

2. TIps
3. Additional WVCTSI Services
4. Q& A



West Virginia Clinical and Translational Science Institute

Eligibility

 Not limited to WVU!

* Principal Investigators must hold a faculty/faculty equivalent position at
one of the WVCTSI Partner Institutions

o Charleston Area Medical Center (CAMC)

o Marshall University (must hold appt. in School of Medicine)
o West Virginia School of Osteopathic Medicine (WVSOM)

o West Virginia University (all campuses)

CAMC
Institute

WestVirginiaUniversity.




West Virginia Clinical and Translational Science Institute

Avallable and upcoming RFAs

RFA Description Amount Duration Letter of Intent? Due
(months)
Open Primary developmental funding $50,000 12/18 Yes Fjﬁ)}: Jlljizafkl)snt_
opportunity for clinical and Se':i) 17th
translational research.
Jumpstart Obtain critical data needed to $10,000 6 No Fall
complete a manuscript submission
or provide needed preliminary data
for a grant application or
resubmission.
Rapid Accelerate WVCTSI-supported $30,000 12 No Fall
Response | research toward an emerging health
issue.
Launch | Provides proof of concept funding to | $50,000 9 Yes Eall

accelerate the translation of
intellectual property.




West Virginia Clinical and Translational Science Institute

Avalilable RFAs

https://wvctsi.piestar-rfx.com/opportunities



https://wvctsi.piestar-rfx.com/opportunities

West Virginia Clinical and Translational Science Institute

Appendices

Required for ALL projects

1. Biosketches for Pl and Key Personnel (5-page limit per Biosketch)
2. CITI Certificates

3. Letter of Support

« Chair or Center Director - Includes statement regarding time available for
research endeavor (Pl - 10% recommended)

« Consultation from WVCTSI Service Cores



West Virginia Clinical and Translational Science Institute

Appendices

AS NEEDED

 Human Subjects Protection Section
« Vertebrate Animal Section

* Proof of IACUC Submission
 IRB/IACUC protocol title should match the proposal title

« Mentorship Agreement (for larger grants)

 Required for Early-Stage Investigators (ESI) serving as PI.
« ESI within 10 years of terminal degree or professional residency/fellowship



West Virginia Clinical and Translational Science Institute

Human Subjects

Last updated January 8, 2018
Form created by WWCTSI

Clinical Trials Template for WVCTSI Funded Projects
1.1 Study Title:

1.2 Is this study exempt from federal regulations? (y/n)
1.3 If Yes- Exemption number?

An intervention is defined as o
1.4.a Does this study involve human participants (y/n)? monipulation of the subject or subject’s
environment for the pumpgse.af modifying
1.4.b Are the participants prospectively assigned to an intervention ane or more health-related biomedical or
e behavioral processes and/for
(y/n)? ; drug
molecules/compounds; biclogics; devices;
1.4,c Is the study designed to evaluate the effect of the intervention on procedures (e.g., surgical techniques);

delivery systems (e.q., telemedicing, face-
to-face interviews); strategies to change
heaith-related behavior (e.g., diet,

the participants (y/n)?

1.4.d Is the effect that will be evaluated a health-related biomedical or cognitive therapy, exercise, development of

behavioral outcome (y/n)? new habits); tregtment strategies;
prevention strategies; and, diagnostic

If the answers to 1.4.a-1.4.d are all yes- this study QUANTIEs 35 3 CIICET =l

trial.

1.5 Provide the ClinicalTrials.gov Identifier if applicable:

ALL Human Subjects projects (including non-clinical trials) need to complete sections 2.1 to 2.8 and 3.1
to 3.2

2.1 Conditions or Focus of Study:

Enter up to 1500 characters

2.2 Eligibility Criteria

Enter up to 1500 characters

2.3 Age limits- minimum age: maximurm age:
2.4 Inclusion of women, minorities, and children:



Last updated January 8, 2018
Form created by WVCTSI

West Virginia Clinical and Translational Science Institute

Human Subjects

Clinical Trials Template for WVCTSI Funded Projects

1.1 Study Title:

1.2 Is this study exempt from federal regulations? (y/n)
1.3 If Yes- Exemption number?

1.4, Does this study involve human participants {y/n)?

1.4,b Are the participants prospectively assigned to an intervention

{y/n)?

1.4,¢ Is the study designed to evaluate the effect of the intervention on
the participants (y/n)?

1.4,d Is the effect that will be evaluated a health-related biomedical or
behavioral outcome (y/n)?

If the answers to 1.4.a-1.4.d are all yes- this study qualifies as a clinical
trial.

1,5 Provide the ClinicalTrials.gov Identifier if applicable:

Last updated January 8, 2018
Form created by WVCTSI

An intervention is defined as a
manipulation of the subject or subject’s
environment fpr the purpase.of modifying
one or more heaith-related biomedical or
behavioral processes and/or
molecules/compounds; biolegics; devices;
procedures (€.q., surgical techniques);
delivery systems [e.g., telemedicine, face-
to-foce interviews); strategies to change
heaith-related behavior (e.g., diet,
cognitive therapy, exercise, development of
new habits); treatment strategies;
prevention strategies; and, diognostic
strategies.

Enter up to 5000 characters

2.5 Recruitment and Retention Plan

Enter up to 5000 characters

ALL Human Subjects projects (including non-clinical trials) need to complete sections 2.1 to 2.8 and 3.1

to3.2

2.1 Conditions or Focus of Study:

Enter up to 1500 characters

2.2 Eligibility Criteria

Enter up to 1500 characters

2.3 Age limits- minimum age: maximum age:
2.4 Inclusion of women, minorities, and children:

2.6 Recruitment Status (Not yet recruiting, recruiting, enrolling by invitation, active but not recruiting,
completed, suspended, terminated, withdrawn):

2.7 Study Timeline:
2.8 Enrollment of first subject (anticipated or actual) date:

3.1 Protection of human subjects:

Enter up to 5000 characters

3.2 Is this a multi-site study that will use the same protocel to conduct non-exempt human subjects
research at more than one domestic site (y/n)? If yes, describe the single IRB plan.

Sections 3.3 to 4.7 are for clinical trials only

3.3 Data safety monitoring pan

Enter up to 3000 characters




West Virginia Clinical and Translational Science Institute

Principal Investigator (Pl) Academy Idea
Lab

* Pls conducting human subjects projects that plan on

applying for a pilot grant are required to present at an
ldea Lab

* Recelve feedback from our Pl Academy panel of experts

* Please contact Kyli Smith to set up an ldea Lab date and
time. kyli.smith@hsc.wvu.edu.



https://wvctsi.org/clinicaltrialscoe/piacademy/upcoming-events-and-activities/

West Virginia Clinical and Translational Science Institute

Budget
Allowable Unallowable
* Non-Faculty Personnel  Faculty Salary (10% for PI
Salary on Open and Launch are
» Materials, Supplies, allowable)
Equipment * Indirect Costs
* Travel needed to complete - Student Stipends
study » Bridge Funding

 Publication Costs
 Conference Travel



West Virginia Clinical and Translational Science Institute

Funding Priorities

ESI and/or Clinician Led Proposals

Projects that utilize the PBRN or Community Engagement Strategies

Partner institution PIs

WVCTSI Thematic Research Priorities

 Addiction

« Emerging epidemics

« Cancer

« Cardiovascular Disease (including stroke)
e Chronic Lung Disease

* Alzheimer’s Disease



West Virginia Clinical and Translational Science Institute

Insider Tips

What Reviewers Look for

 Future Direction

» External Application Plans
* Feasibility
« Consultations with WVCTSI Services
* Publication Track Record
« Appropriate Mentors

« Grantsmanship



West Virginia Clinical and Translational Science Institute

WVCTSI Core Services

Many services available to all partner institutions!

Study Design and Biostatistics
Biomedical Informatics Services
Clinical Trials

WYV Practice-Based Research Network
Telehealth (WVCTSI Project ECHO)
Professional Development

External Proposal Development

Pl Academy



West Virginia Clinical and Translational Science Institute

Resources

* Pilot Forms, Templates, and Resources
« Become a member!

* Pilot Grant Essentials YouTube Series
Pl Academy



https://www.wvctsi.org/programs/funding/pilot-forms-templates-and-resources/
https://www.wvctsi.org/membership/
https://www.youtube.com/watch?v=z3uGtcCvxPE
https://www.wvctsi.org/programs/piacademy/

West Virginia Clinical and Translational Science Institute

Contact Information

Joshua Taylor
Pilot Grant Program Coordinator
Joshua.taylorl@hsc.wvu.edu

WWW.WVCLtSI.OrQ

https://wvctsi.piestar-rix.com/opportunities



mailto:Joshua.taylor1@hsc.wvu.edu
http://www.wvctsi.org/
https://wvctsi.piestar-rfx.com/opportunities
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