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Comparing Two Versions of Application

PRISM has a feature that allows users to view changes between different versions of a
study application. This functionality is particularly useful when submitting a change/update
form and reviewing any updates that a study team member may have made previously.
PRISM user guides are available on our website. Please see below for screenshot of this

feature.

Print Close

The user guide for

accessing this screen is
available at this _link.

Carilion IRB Application

Version: 1.1
Brooke

ins

Version: 1.3
Brooke Blevins

5.1-

Webinar recording and presentations

The recording of our January 17 webinar,
Forward: Navigating Artificial Intelligence Ethics in
” is now available on our website. Dr. Vitak
and Dr. Silverman were kind enough to share their
presentations as a valuable resource on pervasive
data and best practices for using Al in research.

Research,

Stay tuned for upcoming Masterminds webinars!

7.1-

7.2-

7.3-

7.4-

101 -

Section 3 - Grant Key Personnel access to the study
3.1 - Please add a Principal Investigator for the study

Tanner Harmen

Section 3 - Grant Key Personnel access to the study
3 - Please add 3 Study Contact

oL Tanner Harmon

Not Defined in Version 1.1

Ser:tlorv 7 - Regulatory Compliance

How many studies is the PI currently responsible for?

Ser:tlorv 7 - Regulatory Compliance

Does the PI have protected or dedicated time available to conduct this research?
O Yes O No

Section 7 - Regulatory Compliance
3

Has any member of the research team ever received a FDA 483, "Wamning Letter”, Notice of
Disqualification, or other warning or disciplinary action from an agency or licensing authority?

0 Yes €7 No
smmn 7 - Regulatory Compliance

Has thls study been disapproved or terminated by another IRB?
O Yes O No

Section 10 - Human Subjects Research Description

10.1 -

In the opinion of the Principal Investigator, does this research impart minimal risk or greater than
minimal risk to subjects?

As defined by regulation, minimal risk means that the probability and magnitude of harm or
discomfort anticipated in the research are not greater in and of themselves than those
ordinarily encountered in daily life or during the performance of routine physical or
psychological examinations or tests. Please note that the IRB makes the final
determination of risk level and may ask you to change this based on their decision.

If this is a Conversion of a Paper Application, select the risk level that has been determined
already by the IRB at most recent review per the most recent approval letter (expedited
review = minimal risk, full board review = greater than minimal risk).

Section 3 - Grant Key Personnel access to the study
3.1 - Please add a Principal Investigator for the study

FarrerHarmenBrooke Blevins,

Section 3 - Grant Key Personnel access to the study
3 - Please add a Project Contact

01.  FemmerHarmen-Brooke Blevins

Section 5 - Application Type

IRB-15-344

Ser:tlorv 7 - Regulatory Compliance

How many studies is the PI currently responsible for?
2

Ser:tlorv 7 - Regulatory Compliance

Does the PI have protected or dedicated time available to conduct this research?
C —Yes— (" —He @ Yes € No

Section 7 - Regulatory Compliance

7.3 -

Has any member of the research team ever received a FDA 483, "Wamning Letter”, Notice of
Disqualification, or other warning or disciplinary action from an agency or licensing authority?

© Yes €@ No
Ser:tlorv 7 - Regulatory Compliance

Has thls study been disapproved or terminated by another IRB?
O Yes @& No

Section 10 - Human Subjects Research Description

10.1 -

In the opinion of the Principal Investigator, does this research impart minimal risk or greater than
minimal risk to subjects?

As defined by regulation, minimal risk means that the probability and magnitude of harm or
discomfort anticipated in the research are not greater in and of themselves than those
ordinarily encountered in daily life or during the performance of routine physical or
psychological examinations or tests. Please note that the IRB makes the final
determination of risk level and may ask you to change this based on their decision.

If this is a Conversion of a Paper Application, select the risk level that has been determined
already by the IRB at most recent review per the most recent approval letter (expedited
review = minimal risk, full board review = greater than minimal risk).
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Jessica Vitak is a professor in the
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https://www.carilionclinic.org/IRB/Education-Resources#speakers-resources
https://www.carilionclinic.org/IRB/Education-Resources#pris3m-user-guides
https://www.carilionclinic.org/comparingtwoversionsuserguide.pdf

The
Review

Have you used the Question Mark Button in PRISM?

The question mark button provides guidance as you complete a study submission. Located beside each section, this
button opens a pop-out screen with detailed information about the field you are filling out. See the screenshot below,
which shows the button circled in red and the pop-out screen shown for 5.2 in study application.

P M Account: Hilary Hedrick
i . Department: CC - Institutional Review Board @ Help & MyProfile — G+ Log out
o Path: Home > study mgmt.

IRE Numl IRB-25-1702}

My Workspaces = Study Assistant [

[ Prnt Friendly | [ Save Section | [ Save and Gontinue to Next Section |

Section view of Application ‘ ‘ Entire view of the Application ‘

1.0 B General Information
5.0 Application Type

20B :::::snan:nmenl(sl

IRB-25-1702

208 & 5.2 Select the application type:

“GD) lnlu
EXNE] applicati () Human Subject Research Study
(O Determination of Human Subjects Research (including QA/QI Determination} [ Descripts f A T ge =

cation Types - Work - Mic

(O Establishing a prospective Data or Specimens Research Repository

) https//carilionclinic-test.imedris.net/35651860/System_Help_Win,jsp?s=101010101 A

(O Humanitarian Use Device (non-research use)

(O Expanded Access or Compassionate Use

(O Single Patient Emergency Use

(O Preparatory to Research Application

(O IR Grant Review ONLY for preliminary approval if required by funder

(O Requesting Carilion Clinic RELY on another IRB of Record (WIRE, CIRB, VT, UVA, Advarra etc.)

: ject meets the definition
(O Conversion of 2 paper application due for Continuing Review or Annual Check-In ou receive a formal dte: e als and conferences il requi statement from the IR8

wlll involve the collection and storage of

ls that could support a

Resources Center

Guidance links for Frequently Asked Questions Human Research Protections Office
Personalized Services
How do | submit a study to the IRB?

Contact our office at irb@carilionclinic.org for the following:

What are education requirements for Principal
Investigators?

New to IRB study submission

Consultations for studies

Specific study questions

In-service/training request

Guided help for PRISM

Assistance with IRB regulatory requirements
General questions

What do | need to know for multi-site research, or
collaborating with institutions outside of Carilion?

What training is available for the informed consent
process?

*We tailor our support to each researcher’s schedule and
expertise level, ensuring they receive exactly the
assistance they need.

HRPO Team o

ankemevtns,m Eric Wines, BSBA, LPN Tanner Harmon, MHA Hilary Hedrick, MEd
IRB Regulatory Affairs HRPO Operations HRPO Ethics &

IRB Begulntory Affairs Administrator Consultant Education Manager
Administrator



https://www.carilionclinic.org/IRB/Investigators#new-submissions
https://www.carilionclinic.org/IRB/Investigators#required-education-for-investigators
https://www.carilionclinic.org/IRB/Investigators#required-education-for-investigators
https://www.carilionclinic.org/IRB/Investigators#relying-on-external-irbs-and-collaborations
https://www.carilionclinic.org/IRB/Investigators#relying-on-external-irbs-and-collaborations
https://www.carilionclinic.org/IRB/Education-Resources#informed-consent-process-training
https://www.carilionclinic.org/IRB/Education-Resources#informed-consent-process-training
mailto:irb@carilionclinic.org

