User Guide: Getting Started &

Navigating the Study Assistant
Dashboard in PRIS3M

Purpose: To provide the user with an introduction to the PRIS3M
system and basic information necessary to best utilize the system.

Last Update: February 2025



Before Submitting your Research Study
1. Obtain Approval Letter:

Before submitting your study to the Institutional Review Board (IRB), you must first obtain an R&D approval letter or DoM Approval
Letter (For Department of Medicine Studies Only). Follow these steps to complete the process:
« Complete the R&D Application

= Access the R&D eApplication here: R&D eApplication.

= Access the DoM Research eApplication here: DoM eApplication.

» If you have any questions about the R&D application process, contact research@carilionclinic.org. For additional information and resources, visit
the R&D Website.

» If you have any questions about the DOM application process, contact DoMResearch@carilionclinic.org.

« Proceed with IRB Submission
« Submit all required information as outlined in the application.

» Once you have obtained the R & D or DoM approval letter, you may submit your study for IRB review and
approval.

* For additional information and resources, visit the HRPO & IRB website.

2. Complete CITI Training:

Individuals involved in the conduct of research must complete CITI training before their research will be approved
by the IRB. Updated CITI training is required every three years. You can find more information about educational
requirements on our website.


https://redcapweb.carilionclinic.org/redcap/surveys/index.php?s=EE7LAYHFDF
https://redcapweb.carilionclinic.org/redcap/surveys/?s=HAA4K7XCJLL8ECRN
mailto:research@carilionclinic.org
https://www.carilionclinic.org/research#services-and-resources
mailto:DoMResearch@carilionclinic.org
https://www.carilionclinic.org/IRB
https://www.carilionclinic.org/IRB/Investigators#required-education-for-investigators

Carilion Clinic PRIS3M: Partnership in Research Integrity and
Subject Safety Submission Module

For the best experience, use one of the following
recommended browsers:

Platform Browser

Microsoft Windows (in recommended order) Chrome, Firefox, or Edge

Apple Mac Chrome, or Firefox

Allow pop-ups for this site: Certain actions within the PRIS3M application will not function
If the pop-up blocker is enabled.




Navigate to https://carilionclinic.imedris.net/

Enter your Carilion Clinic ID
& and password to access the
CARILIONCLINIC // PRISSM SyStem.

Troubleshooting: If you cannot login due

[ ) to incorrect credentials or missing
access: Review USER GUIDE-Getting
Access to PRIS3M.

If you are still unable to login:

* Contact the IRB office directly at
irb@carilionclinic.org

* Submit Help ticket at
https://is.gd/PRISSM_IRB_Help_Form



https://carilionclinic.imedris.net/
mailto:irb@carilionclinic.org
https://is.gd/PRIS3M_IRB_Help_Form

This screen will pop up as soon as you log on. It will give you a guided tutorial and
point out important features of system.

Study Assistant Tutorial List
Welcome to Study Assistant Tutorial List
Select the tutorial for the Study Assistant module.
Protocol Assistant UI Overview
How to Start a New Protocol Application?
How do I find the latest Approved Versions of my Protocol documents (Application, Consents, etc)?
How do I find my IRB Approval Letters?

How do I start a new Submission form( Amendment, Problem Report, etc) for my Protocol?

Display Study Assistant tutorial at login Close Tutorial Selection




Below is a screenshot of the entirety of the dashboard screen. It is zoomed out to capture an overview of
each section. The following slides will discuss each of the sections of the dashboard in more depth.
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Find user guides and reference
materials. Documents are frequently

Study Assistant Dashboard updated.
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Below displays the documents that can be found under the Help button
as a pop-up on your screen. These documents are updated, and new
ones added, frequently.
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FAQs: PRIS3M Frequently Asked Questions v12.15.20

QUICK GUIDE: Is it Quality or Research?

QUICK START: New Researcher: Where do I start? (IRB Process
Overview)

USER GUIDE: Getting Access to PRIS3M Updated 10.27.22

USER GUIDE: Getting Started/ Navigating the Study Assistant Updated
11.22

3. Investigator Guidance Documents

INVESTIGATOR GUIDANCE: HRP-800 INVESTIGATOR OBLIGATIONS
INVESTIGATOR GUIDANCE: HRP-802 Informed Consent Process
INVESTIGATOR GUIDANCE: HRP-803 Written Documentation of Consent
INVESTIGATOR GUIDANCE: HRP-804 EConsent

INVESTIGATOR GUIDANCE: QA_QI_Research

USER GUIDE: For IRB Members Updated 8.1.22
USER GUIDE: How to Submit a Change Update Form Updated 11.12.22

USER GUIDE: How to Submit a CR or Annual, PRI, Conclusion Updated
11.4.22

USER GUIDE: How to Submit a New Application Updated 11.1.22
USER GUIDE: PI Sign off Updated 11.4.22
USER GUIDE: Department Chair (or Designee) Signoff Updated 12.7.22

USER GUIDE: Submission Correction or Submission Response Updated
11.1.22

USER GUIDE: How to respond to a Study Signoff Denial Updated 11.7.22

5. Full Board Meeting Submission Schedule

L) MEETING SCHEDULE: 2024-2025 Full Board Submission Deadlines
(Updated 10/24)

6. Informed Consent Templates

CONSENT TEMPLATE: Biomedical v. 12.30.22

CONSENT TEMPLATE: Biorepository v.01.24.23

CONSENT TEMPLATE: Social Behavioral Research v.1.24.23
CONSENT TEMPLATE: International Research v1.27.23

CONSENT TEMPLATE: Research Subject Information Sheet
Template v1.24.23

CONSENT TEMPLATE: Sample Assent Form for Children
CONSENT TEMPLATE: Short Consent Form - Arabic
CONSENT TEMPLATE: Short Consent Form - Children Spanish
CONSENT TEMPLATE: Short Consent Form - English
CONSENT TEMPLATE: Short Consent Form - Spanish
TEMPLATE: Concise Summary Examples
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CHECKLIST: Consent Form Elements Sample
CHECKLIST: Informed Consent compliance
CHECKLIST: ig Study Doc;
CHECKLIST: her Doc [+ ization 2023
REVIEW FEES: Review Fee Schedule: Effective June 1, 2023

TEMPLATE: Consent Process Checklist for Research
TEMPLATE: Eligibility Checklist

8. Contact Us

® 1RB Contact Information (Link)
® PRISM Help Request (Redcap Link)

Saved to 5: Drivl
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Scroll down on your dashboard to view "Study Tasks". This section lists the tasks that are waiting for
your response. You will also receive an email notifying you that a task is awaiting your response.
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Scroll down on your dashboard to view "All Studies”. This is where submitted and/or studies you are developing will be located. This
section will show basic information about your studies and will provide you with the status and submission history of your studies.
If you have started a study but not yet finish it, you can continue working on it from here.
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This is the screen that will appear when you click to access a specific study.

Study Dashboard

Department: CC - Institutional Review Board @ Help = My Profile ~

‘c"'" Path: Home

IRB Number: IRB-19-344 :
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m IRB_ID-BH

Submissions Study Management

Submission History for your
study can be found here

Protocol Items for your study
Protocol Ttems ‘ can be fOUﬂd here

®  Submissions History

® Study Correspondence

. Study Application
® Informed Consents b | Outstanding Submission(s)
Ref Process
®  Other Study Documents  + jon Number REQUestType Submission
Post-Approval Forms : Click on the hyperlink to edit/viaw the submizsion. Send
Routing JWliENibN B - . _— N . - P Submissi
In B carilion Clinic IRB has requested a Submission Correction for Initial Review Submission Packet e
Process
®  Annual Check-In Form (for Minimal Risk studies app: d with Annual Check-In after 10207101 qm - Click on the hyperlink ta edit/view the submission. Send
Carilion Clinic - Promptly Reportable Information Form Submission
® Cariion Clnic - Conclusion Form Post Approval Forms for your
® Cartion Clinie - Contimung Review = Study can be found here qm s08705 Cick on the hyperlink to edit/view the submission. Send_
rifion Llinic - Continuing Review Form Carilion Clinic - Continuing Review Form Submission
® carilion Clinic - Promptly Reportable Information Form qm Glick an the hyperlink to edit/view the submissicn. o
005704 B carilion Clinic - Continuing Review Form Submission
. Carilion Clinic - Research Change / Update Form
Initial @ 005703 Click on the hyperlink to edit/view the submission. ﬁl‘lﬂ
B carilion Clinic - Continuing Review Form Submission
qm Click on the hyperlink to edit/view the submission. Send
. _ . 005439 ™ S
®  Initial Review Submission Packet Carilion Clinic - Research Change / Update Form Submigsion
@J Click on the hyperlink to edit/view the submission. Send
004084 n L
Carilion Clinic - Continuing Review Form Submission




Need more help? Contact the
HRPO team to assist.

Email IRB@carilionclinic.org



mailto:IRB@carilionclinic.org
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