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Agenda

 Who are we ?

 What is feasibility review ?

* Why assess feasibility ?

* How your project will be assessed ?
 How to request this service ?
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Who are we?

Cunicat ResearcH Support CenTER

The CRSC is a collaborative group of experts , co- located in the Bio - Medical Library to provide a new,
cross - functional , team - based approach to guide and support clinical researchers and study teams.

**The CRSC is here to help make connections fo all cross - functional experts. **

CRSC Team:

- Clinical Trials Financial Services -
(CTES) -
- Research Navigator -

- Research Preparation Group
(RPG) )

- Regulatory Specialists

Permanently located in CRSC

Best Practices Integrated Informatics Core (BPIC)
Biostatistical Design & Analysis Center (BDAC)
Community Engagement to Advance Research &
Community Health (CEARCH)

Fairview Research Administration

HRPP - Institutional Review Board (IRB)

HRPP - IND/IDE Regulatory

Oncore

REDCap

Sponsored Projects Administration (SPA)

Office Hours in CRSC

Available by referral/Ad hoc . OTC, BLS, ODAT, UMP and others
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Who Are We?

Francoise
Mercadier - Crevel
Lead Clinical
Research Speciallst

612-626-8681
fmercadi@umn.edu

Clinical Research
Specialist

RESEARCH PREP
ROUP

612-624-9926
placher@umn.edu

Nicole Tosun

Clinical Research
Specialist

612-301- 1497
tosun004 @umn.edu

CLINICAL RESEARCH CRSC is a collaboration among:
SUPPORT CENTER Clinical and Translational Science Institute; Office of the

Vice President for Research; Fairview Health Services;

UNIVERSITY OF MINNESOTA
Driven to Discover® University of Minnesota Physicians




What is feasibility review?

Cross- functional group

Optional
&
Free

YOUR
PROJECT

CLINICAL RESEARCH CRSC is a collaboration among:
SUPPORT CENTER Clinical and Translational Science Institute; Office of the

Vice President for Research; Fairview Health Services;

UNIVERSITY OF MINNESOTA
Driven to Discover University of Minnesota Physicians



Why assess feasibility?

Early identification of
potential barriers or concerns

Offers study-specific

recommendations to
strengthen the protocol

Establishes connections to
resources & tools

Decreases the start-up
timeline

= To help you and your team work through the start - up process more quickly
from IRB to First Participant Enrolled
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How your project will be assessed?

1 Week Turnaround

Research Prep
Group provides
written summary
to study team

Experts review
and assess for
concerns &
suggestions

Protocol sent to Review meeting
held with experts

and Pl/study team

cross-functional
experts

e Documents reviewed:

o Complete study protocol (final draft/ready for IRB
submission)
m If B&l study, site supplement to sponsor protocol
o Consent forms

o Study budget (if available)
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How your project will be assessed?

1 Week Turnaround

Research Prep
Group provides
written summary
to study team

Experts review
and assess for
concerns &
suggestions

Protocol sent to Review meeting
held with experts

and Pl/study team

cross-functional
experts

e Structured and objective review

Cross-Functional
Protocol Section Section Title 3 Feasibility Review Question Major Concern(s) Explanation Suggestions & Resources
Review Group Not enough info

Not Applicable

1.0 Objectives
BDAC = | Are the specific aims well formulated? -
T . |Is the overall study design appropriate to address the specific 7
aims?
Does the trial require clinicaltrials.gov registration?Are all of -

the following statements true?

-Does the study involve human participants?

11 Purpase -Are participants assigned to an intervention?

FDA Regulatory = |-Is the study designed to evaluate the effect of the intervention
on the participants?

-1s the effect being evaluated as health-related biomedical or
behavioral outcomea?

If yes to all, then the study is required to be registered.

2.0 Background

Does this research involve health issues or concerns that 7
disproportionately impact underserved communities? If so,
have researchers planned to include and engage members of
those communities in the study plan and/or dissemination
plan?

CEARCH

4

Are other stakeholders being consulted or included in study ~
planning and implementation?

21 Significance of Research Question/Purpose CEARCH -

Do researchers have existing relationships with stakeholders or 7
community organizations? Are plans in place to develop these
relationships if not?

CEARCH

q
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How your project will be assessed?

1 Week Turnaround

Protocol sent to

Experts review

and assess for

cross-functional
experts

concerns &
suggestions

Review meeting
held with experts
and Pl/study team

Research Prep
Group provides
written summary
to study team

e Thursday Review Meetings

O

90

CETES

BPIC D C
Pl / Study team

CLINICAL RESEARCH
SUPPORT CENTER

UNIVERSITY OF MINNESOTA

RPG

O

Reg. Specialists

Session 1: 12 - 1:30 pm

Session2: 1:30 -3 pm
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How your project will be assessed?

1 Week Turnaround

Experts review . . Research Pre
P Review meeting P

held with experts

Protocol sentto

3 and assess for Group provides
cross-functional

concerns & written summa
experts % and Pl/study team 2 Y
suggestions to study team

e Written Summary for Pls & Study Team
o Cross- functional expert contact
information
o Areas of strength
o Areas of consideration &
suggestions
o Action items/resources
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How to request this service?

Email Us: Francoise Mercadier - Crevel fmercadi@umn.edu

Call: RPG Team Line: 612 - 624 - 4929

Visit us at the CRSC:

CLINICAL RESEARCH
SUPPORT CENTER
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mailto:fmercadi@umn.edu

How to request this service?

CTR Portal :

CLINICAL AND TRANSLATIONAL SCIENCE INSTITUTE PORTAL LOGIN 3

About~  Consultations and Services ~  Researcher Resources ~  Education and Training ~  Community Members Mews and Events
Clinical Translational Research (CTR) Portal

Funding Oppaortunities LTSN Clinical Translotionasl Research (CTR) Parkal

Research Toolkit

o Sl
Tools s Fofwans Conticue reading 16 l2am mode aboia (he CTR Portal find andwers 1 Frequenly Asked Questions, and download loms

& B v user Qusdes
linical Translationsl Research

{CTR) Portal

REDCAR Leg in 1o the CTR Portal

Select s Dot o Dot o Deste o Dot
CRSC Feasibility Review

Wiote Cetas hlore Detais Nlcte Deptinl s
Reguiainn Suppen CRSC Feazibility Review Transatonal Tharady Lab | Don't Know
WWada Dot horp Datais it Ceptaads More Delads
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https://www.ctsi.umn.edu/researcher-resources/tools-and-software/clinical-translational-research-ctr-portal

Feasibility reviews by Numbers

studies
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Updated: 07-Dec-2018
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Continuous Improvement Initiatives

« New CRSC ancillary review in ETHOS which allows the
RPG team to view study progress

* Revised feasibility review assessment template to
iImprove usabillity, transparency and impact.

« REDCap survey to seek feedback from PI/Study team
members
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Feedback from surveys

What did you like about the feasibility review process?

Being able to interface with
Fairview staff is extremely

helpful.
Having other people
Everyone was extremely Wlftfh lots of
supportive and thorough different
backgrounds

reviewing the protocol

Turn around is also very helpful.

time was Overall experience
];aresattl’yWhiCh s The breadth and Wlth the CRSC
appreciated. dePltT)l of expertise feaS|b|I|ty review
availaple. process:
Thoroughness
and depth of

h SO helpful - | honestly cannot
expc_arhse ' thank everyone at CRSC enough for
ongoing the feedback. Especially related to
ngpff“'”ess of IRB for an international
project - | would have spent

weeks caught up in IRB revisions
without your assistance. Very Good (1)

Excellent (5)

CLINICAL RESEARCH CRSC is a collaboration among:
SUPPORT CENTER Clinical and Translational Science Institute; Office of the

Vice President for Research; Fairview Health Services;

UNIVERSITY OF MINNESOTA
Driven to Discover®

University of Minnesota Physicians



Questions?
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By Friday

RPG sends
protocol
information &
feasibility review
form to cross-

CRSC Feasibility Review

Experts review,
assess for
concerns, and
document

One Week Turnaround

Thursday

Review meeting
is held with
cross-functional
reviewers and

RPG providesa
written summary

of the feedback,
recommendations,

and nextsteps
with the P1/Study

functional suggestions P1/Study Team
experts Team
Experts review: Summary:
» completed study protocol * cross-functional expert contact information
E CRSC « study budget areas of strength
Q * areas of consideration & suggestions
* consent form
s * action items/resources
— ; Contacts
egulato -
°? P I:BPrE: Research Prep Group (RPG) Team Line 612-624-4929
Nicole Tosun: tosun004@umn.edu 612-301-1497
= Stephanie Soper: ssoper@umn.edu 612-625-1651
330 Diehl Hall Phil Lacher: placher@umn.edu 612-624-9926

Goal
To help investigators & study teams work through the start-up process more quickly through IRB to first participant enrolled
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Metrics

21 studies reviewed to - date

Affliation of Principal Investigator Psychiatry (4)
Dermatology (3)

Medicine (3)

Pediatrics (2)

Obstetrics, Gynecology and
Women's Health (1)

Pediatrics (1)

Family Medicine and Community
Health (1)

Surgery (1)

Rehabilitation Medicine (1)

n College of Science and Engineering = Medical = Medicine = Nursing = Social Work
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