User Guide: How to respond

to a submission correction or

submission response request
from IRB In PRIS3M

Last Update: April 2025



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.




Important terms and notes:

* Submission response: Used when the study is in the pre-review
state.

* Submission correction: Used when the study has been reviewed by
analyst and/or IRB Committee and there are additional questions. Also
referred to as “stipulations.”

* Questions and instructions are relayed and linked to applicable section in the
PRIS3M application

Pl and study contact(s) will be notified by email that the IRB has
v requested additional information.

»Email will be from CarilionPRIS3M@imedris.net and provide link to log on to
PRIS3M.

« Email from PRIS3M may go to “Focused” or “Other” tab in Microsoft Outlook
depending on your personal settings.
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Another route in main PRIS3M Dashboard (Under “All Studies”)
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Study dashboard

My Workspaces [ |study Alias:  Exemp: Practice Study Assistant

IRE Number: IRB-24-1697

PI: Hedrick, Hilary

Exampt Practice #2

Protocol Items

®  Submissions History

- Study Correspondence

®  Annual Check-In Form (for Minimal Risk studies approved with Annual Check-In after 1/20/19) In
Process

. Carilion Clinic - Conclusion Form

. Carilion Clinic - Continuing Review Form

® carilion Clinic - Promptly Reportable Information Form

®  Carilion Clinic - Research Change / Update Form

Initial Review Submission Packet

Ref

Location Number

®  Study Application

®  Informed Consents *

®  Other Study Documents * g Outstanding Submission(s)
Post-Approval Forms Tradk

Request Type

Routing 0|55 30

Click on the hyperlink to edit/view the submission.
Carilion Clinic IRB has requested a Submission Correction for Initial Review Submission Packet

Click on hyperlink of text
to advance to next screen.




You will get a pop-up box informing you the IRB is requesting changes.

The cCarilion Clinic IRB has requested a Submission

Correction for Initial Review Submission Packet.

Please make the required changes and submit back to the
Carilion Clinic IRB

Click here to advance to
response form.




Next screen will automatically go to response form.

IRB Number: IRB-24-1697 .
My Workspaces [®  |Study Akias: Exempt Bractics Study Assistant (4]
PI: Hedrick, Hilary
Print Friendly I [ Refresh Constant Fields ] [ Save Section I [ Save and Continue to MNext Section I
| Section view of the Form | | Entire view of the Form A«
FRJE pre-Review Response F i
el 1.0 Pre-Review Response Form
2.0 B Requested Revisions and

Comments

The IRB has requested changes to your study during the Pre-review process.

There is nothing_to respond to on this page, but the study information is provided to you at the bottom of this page. H H
The next page of this form will provide the requested changes to you. Instructions are listed on
. To make the reql_.]ested change, you may need to create a revision of Ehe flocumen_t for which the change is requested, tht_an go into applicable section of the application or the uploaded th|s page. Once you
document to review and make the applicable change, and finally provide information about your response on the Correction Form.
An example screen shot showing the steps to respond is provided below. I’ead over them, then

- You may wish to click "Print Friendly" button, then select HTML to view the instructions and requested changes along side of the system while you are making your changes. | k h t d t
Access the User Guide - How to Respond to Submission Correction_Submission Response by clicking on the orange Help bubble at the top right of the page for additional assistance. chc €re 10 advance 1o

next screen.

Please click on the "Save and Continue to Next Section” button at the top right of this page to move to the next page to review and respond to the changes that have been requested.

1.2 Principal Investigator:




Tip from IRB Staff. To make the requested revisions process easier, make a PDF document of
the requested revisions to view. The Pre-Review Correction Form is a SmartForm, so as you
make changes, it will navigate away from this page to make the revisions live.

Account: Hilary Hedrick

Department: CC - Institutional Review Board @ Help 2 MyProfile ~
Path: Home

IRE Number;: IRB-24-1697
My Workspaces = Froie  Eomiiesoe Study Assistant Pre-Review Correction Form - (Version 2.0)
PI: Hedrick, Hilary

[ Print Friendy | | [ Refiesh Constant Fields | [ Save Section | [ Save and Continue to Nex! Secton |

Section view of the Form | ‘ Entire view of the Form ‘

Click this button to make |

2.0 Requested Revisions and Comments PDF document of all
requested changes.

]

1.0 B pre-Review Response Form

P Requested Revisions and
Comments

Stipulations that must be addressed:

Description:

Dear Researcher,

This is not an approval letter. Please note that no human subjects research activities (including recruitment, consenting, enroliment, randomization, data collection, etc.) may be initiated until FULL IRB APPROVAL has been obtained.
Please take the time to carefully respond to this Submission Correction or Submission Response stipulation memo. Failure to respond to all stipulations completely could result in a delay in processing your IRB approval.

1. Select whether you accept the stipulation or not.

2. Make the revisions as requested, if the stipulation is accepted. This may include changes in the IRB application, consent form(s), and/or other study documents as requested by the IRB. If the requested change involves a revision to
an existing document, please create a new version of the document in which to incorporate your changes by checking out the document (downloading it), re\rlsmg it, then checking_it back in (uploading it) with a new version date.
DO NOT UPLOAD THE REVISED DOCUMENT AS A NEW DOCUMENT. Please review the User Guide: How ta dtoa bmission Correction or is from the IRB in PRIS®M under the HELP
button for information, including screenshots, on how to complete these actions.

3. Mark "Action Complete” for your own tracking purposes.

4. Unless specifically by the IRB to include further explanation in the response box, please do not d to the sti ion in the r box, but ensure the change has been made to the
revised IRB application or linked document. Please type "done” once the stipulation has been satisfied in the IRB application or linked document as an acknowledgement.

It is recommended that you use the "Print Friendly” button at the top of this page and save a PDF of this memo to easily refer to when making your changes in the IRB application or other documents without having to toggle back to this
page. You can then come back to this page to respond to each stipulation separately.

If your revisions entail changes to the IRB application, it is recommended that you start in the first section of the IRB application and click "Save and Continue” until you reach the sections that require changes. Then continue in this manner
through the entire application, reviewing each section to make sure it is complete and your responses have not generated new questions or sections,

‘You may click on the orange HELP button at the top of this screen to access the User Guide: How to respond to a Submission Correction or Submission Response Request from the IRB in PRIS?M for more detailed instructions
on how to respond to this mema.

Proceed through and review the ENTIRE application a
sections are not completed, the apj i

The PI will be required to sign off on the submission once all the stipulations are addressed before the study will proceed to the IRB.
Thank you,

IRB Staff

Stipulation Type: (Stipulation must be addressed)

Do you
acceptthis O n/a O ves O No
Stipulation?

" B I U & x x Font Family ~ 12 -~ & 1~




Creation of PDF reference document

Click “PDF
form.”

2. Select Apply

Section.

Select the Print Friendly Method:

SIML o
PDF Form

A pop-out screen will appear with PDF of
all requested revisions.

B i#is: Form to Document - Work - Microsoft Edge.

ps//carilionclinic-testimedris.net/4554

= |y Voaw v Q@

A

Pre-Review Correction Form (Version 2.0)

Pre-Review Response Form

The IRB has requested changes to your study during the Pre-review process.

You can display
this pop-out screen
on your computer
or click “Save” to

save a copy of
Please click on the “Save and Continue to Next Section” button at the top right of this

review and respond to the changes that have been requested. PDF

* There is nothing to respond to on this page, but the study information is provides

* The next page of this form will provide the requested changes to you.

* To make the requested change, you may need to create a revision of the docume
then go into applicable section of the application or the uploaded document to re
and finally provide information about your response on the Correction Form.

+ An example screen shot showing the steps to respond is provided below.

* You may wish to click “Print Friendly” button, then select HTML to view the instn
side of the system while you are making your changes.

* Access the User Guide - How to Respond to Submission Correction_Submission R
bubble at the top right of the page for additional assistance.
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P M Account: Hilary Hedrick Strongly recommended
« «Q= : = itutional i d | ® My Profile v
> - [p):tp;:rh'nent CC - Institutional Review Boar tO save th roughout ® Help r-9 Y e

IRB Number: IRB-24-1607 _ ) . ) entire application.

My Workspaces Study Alias:  Exempt Practice Study Assistant Pre-Review Correction Form - (Version 2.0)
PI: Hedrick, Hilary

[ Print Friendly ] [ Refresh Constant Fields ] [ Save Section ] [ Save and Continue to Next Section ]
Section view of the Form | | Entire view of the Form

1.0 Pre-Review Response Form

MRequested Revisions and
2.0 4
[Commenis

Each stipulation will be numbered. Stipulation 1 is usually
informational and provides instructions.

1Y

Stipulation 1 out of 6:

Description:

Dear Researcher,

Scroll down to
view remaining
stipulations.

This is not an approval letter. Please note that no human subjects research activities (including recruitment, consenting, enrollment, randomization, data collection, etc.) may be initiated until FULL TRB APPROVAL has been obtained.
Please take the time to carefully respond to this Submission Correction or Submission Response stipulation memo. Failure to respond to all stipulations completely could result in a delay in processing your IRB approval.

1. Select whether you accept the stipulation or not.
2. Make the revisions as requested, if the stipulation is accepted. This may include changes in the IRB application, consent form(s), and/or other study documents as requested by the IRB. If the requested change involves a revision to

an existing document, please create a new version of the document in which to incorporate your changes by checking out the document {(downloading it), revising it, then checking it back in (uploading it) with a new version date.
from the IRB in PRIS®M under the HELP

DO MOT UPLOAD THE REVISED DOCUMENT AS A NEW DOCUMENT. Please review the User Guide: How to respond to a Submission Correction or 7e
button for information, including screenshots, on how to complete these actions.

3. Mark "Action Complete” for your own tracking purposes.

4. Unless specifically requested by the IRB reviewer to include further explanation in the p
revised IRB application or linked document. Please type "done" once the stipulation has been

do not pond to the stipulation in the response box, but ensure the change has been made to the
in the IRB application or linked document as an acknowledgement.

X,
P

It is recommended that you use the "Print Friendly” button at the top of this page and save a PDF of this memo to easily refer to when making your changes in the IRB application or other documents without having to toggle back to this
page. You can then come back to this page to respond to each stipulation separately.

If your revisions entail changes to the IRB application, it is recommended that you start in the first section of the IRBE application and click "Save and Continue” until you reach the sections that require changes. Then continue in this manner
through the entire application, reviewing each section to make sure it is complete and your responses have not generated new gquestions or sections.

Correction or TE

from the IRB in PRIS®M for more detailed instructions

dtoa

You may click on the orange HELP button at the top of this screen to access the User Guide: How to

on how to respond to this memo.
Proceed through and review the ENTIRE application again to ensure you have answered all questions before resubmitting. Depending_on your revised responses, new sections or questions may appear. If these
sections are not completed, the application be returned to you.

The PI will be required to sign off on the submission once all the stipulations are addressed before the study will proceed to the IRB.

Thank you,

IRB Staff

Stipulation Type: (Stipulation must be addressed)
Do you
accept this
Stipulation?

O n/a O ves O No

L

s B I U Xz % Font Family ~ 12 ~ & I~ 9~

Provide an
explanation
on how you
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P M Account: Hilary Hedrick
e & Department: CC - Institutional Review Board
cwrill Path: Home
IRB Number: IRB-24-1697
My Workspaces ™ |study alias:  Exempt oractice Study Assistant

PI:  Hedrick, Hilary

@ Help & My Profile =
Pre-Review Correction Form - (Version 3.0)

C+Log out

‘ Section view of the Form H Entire view of the Form |

1.0 Bl pre-Review Response Form A Stipulation 2 out of 2:

20 B Requested Revisions and Description:
Comments

Request for Exempt Determination
Question 2

[ Print Friendly ] [ Refresh Constant Fields } [ Save Section ] [ Save and Continue to Next Section }

Please select the exempt category(ies) that apply to your research under the Revised Common Rule, effective January 21, 20
Plese unselect 4(iii) and select 4(ii).

Stipulation Type:

1. IRB analyst will provide
instructions under

(Stipulation must be addressad)

“Description.”
e e —
Links to
Components - Carilion IRBE Application (Version 1.2)
(These are the jrams that ify Existin on No —= Section: Reguest for Exempt Determination I
ThlS Sectlon states that / A S EETroy “:dt:dflﬂ::tg ‘::c;mN:tEt Question: Pleqase se\ecllz theﬁ%(empt category(ies) that apply to your research under the Revised 2 ) CIICk here SO
. . . Common Rule, effective January 21, 20 1
your actions will be linked 7 system Wlll create
to application. Do you acceptthis | (5 11 ) yeg O o new version of
application as you
s/ B I U & x, x* FontFamiy - 12 -~ 8 - f-E- E-r-=E-E E % @W o0 £ & respond to revisions.
You will respond to these

two sections after you
make hyperlinked
revisions to application.
N /[These instructions are on
explanation on how

, page 15 of this user
you addressed this o
Stipulation: gu id e] o

12



Confirm the adding a revision.

Are you sure you want to create a revision?

CONFIRM CANCEL

1. Click here to confirm that PRIS3M
needs to create another version
application.

2. Once clicked, PRIS3M will create new
version and then open to first revision
linked in application.




My Workspaces &

Account: Hilary Hedrick
Department: CC - Institutional Review Board
Path: Home > review response

My Profile ~

® Help 2

IRE Number:
Study Alias:
PI:

Hedrick, Hilary

IRB-24-1697

Exempt Practice

Displays the version

Study Assistant you are Working within.

Carilion IRB Application (Version 1.3)

[ Print Friendy | [ Save Section | [ Save and Continue to Next Section |

1.0

20 B

3.0
4.0
5.0
6.0
70 B
8.0
2.0
10.0

12.0

13.0 B

14.0

Section view of Application

General Information

Setup Department(s)
Access

Grant Key Personnel
access to the study

Key Study Personnel
(KSP) Info

Application Type

Funding Information and
Outside Services

Regulatory Compliance

Conflict of Interest

2 Collaboration

Human Subjects
Research Description

11.0 B ki
Determination

Sharing of Research
Data/Specimens

Applicable Regulations
for ClinicalTrials.gov
Registration

Application Questions
Complete

|| Entire view of the Application

11.2 Please select the exempt category(ies) that apply to your research under the Revised Common Rule, effective January 21, 2019.

| a

1. The blue banner displays the
requested stipulations. You can follow
the instructions and make changes in
the application section below.

2. Click “Save
and Continue to
Next Section” to

Modifications Requ

Request for Exempt Determination
Question 2

Please select the exempt category(ies) that apply to your research under the Revised Common Rule, effective January 21, 20
Plese unselect 4(iii) and select 4(ii).
move to next
1- Education: Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn reguired educational @ Stl p u I atlo n
content or the assessment of educators who provide instructien, "
2- Interactions: Research that only includes interactions invelving educational tests (cognitive, diagnestic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory
recording)
Category 2 Additional Information Needed: Please select one regarding the identifiability of data being reviewed, collected, or stored:
() Information obtained is recorded in such a manner that the identity of human subjects CAN NOT be identified, directly or through identifiers linked to the subjects
@ Information obtained is recorded in such a manner that human subjects CAN be identified, directly or through identifiers linked to the subjects
Category 2 Additional Information Needed: : Could any disclosure of the human subjects’ responses outside the research reasonably place the subjects at risk of criminal or civil liability or be
d. ing to the subjects’ fi ial standi ploy ty, ional ad t or reputation?
Oves ®no
Category 2 Additional Information Needed: Please select the correct statement pertaining to children in this research:
(0) There WILL be subjects in this research younger than 18 years of age
(@ There WILL NOT be subjects in this research younger than 18 years of age
[[J 3- Behavioral Interventions: Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or wnitten responses (including dats entry) or audiovisual recording
4- Secondary Research Without Consent: Secondary research uses of identifiable private information or identifiable biospecimens
Category 4 Additional Information Needed: Please select at least one of the following.
[] 4(i) -The identifiable private information or identifiable biospecimens are publicly available
O 4(ii) - Information, which may include information about biospecimens, is recorded by the investigator in such @ manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the
subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects
4(iii) - The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of
"health care operations” or "research” as those terms are defined at 45 CFR 164.501 or for "public health activities and purposes” as described under 45 CFR 164.512(b)
O 4(iv) - The research is conducted by or on behalf of a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private
information that is or will be maintained on information technology that is subject to and in compliance with section 208(k) of the E-Government Act of 2002, 44 U.5,C. 3501 note, if all of the identifiable private information collected, used,
or generated, ect
7] Mone of the above
Category 4(iii) Additional Information Needed:
You have selected Exempt Category 4(iii). This category only applies if Carilion’s patients’ Protected Health Information (PHI) will not be shared outside of Carilion and will not be reviewed by external collaborators. This includes Virginia
Tech, so if VT researchers, including VTCSOM medical students, are collaborating on this study and will have access to patients’ PHI for any purposes, this categery CANNNOT apply and you therefore must select "Yes™ to this question. Does
this study involve sharing PHI with external collaborators or allowing external collaborators to have access to Carilion's patients’ PHI?
Oves ONo o
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After you complete the linked stipulations in application sections, you will be taken back to the Pre-Review Correction Form [where you started].

TRD Number: IRB-24-1697 ) 3 3 )
My Workspaces = Study Alias:  Exempt Practice Study Assistant Pre-Review Correction Form - (Version 3.0)

PI: Hedrick, Hilary

[ Print Friendly | [ Refresh Canstant Fields | | Save Section | [ Save and Continue to Next Section |

Section view of the Form H Entire view of the Form |

1.0 B Pre-Raview Res F isi
re-Review Response Form [ Requested Revisions and Comments
Requested Re s and
Z'DB_
[ Commen

Stipulations that must be addressed:

Dascription:
Dear Ressarcher,
This is not an approval letter. Plaasa note that no human subjects research activities (including recruitmant, consenting, enrollment, randomization, data collection, stc.) may be initiated until FULL TRB APPROVAL has been obtainad.

Please take the time to carsfully respond to this Submission Correction or Submission Response stipulation memo. Failure to respond to all stipulations completely could result in a delay in processing your IRB approval.

1. Salact whether you accept the stipulation or not.

2. Make the revisions as requested, if the stipulation is accepted. This may include changes in the IRB application, consent form(s), and/or other study documents as requested by the IRB. If the requested change involves a revision to an existing document, please
create 2 new version of the document in which to incorporate your changes by checking out the chumEnt (downloading it), revising it, then checking_it back in (uploading it) with a new version date, DO NOT UPLOAD THE REVISED DOCUMENT AS A NEW DOCUMENT.
Please review the User Guide: How fo respond to a Submission Correction or Sub from the IRE in PRIS®M under the HELP button for information, including screenshats, on how to complete these actions.

3. Mark "Action Complete” for your own tracking purposes.

4. Unless by the IRE r to include further explanation in the response box, please do not respond to the stipulation in the box, but ensure the change has been made to the revised IRE application or
linked document. Please type "done” once the has been in the IRB application or linked document as an acknowledgement.

It is recommandad that you use the "Print Friendly” button at the top of this page and save a PDF of this memo to easily refer to whan making your changes in the IRE application or other documents without having to toggle back to this page. You can then come back to
this page to respond to each stipulstion separately.

If your revisions entail changes to the IRB application, it is recommendad that you start in the first saction of the IRB application and click "Save and Continus” until you reach the sactions that require changas. Then continue in this manner through the entire application,

reviewing each section to maks sure it is complete and your have not | new tions or s=ctions.
You may click on the orange HELP button st the top of this screen to access the User Guide: How to respond to a Submission Correction or bmissis Ry R st from the IRB in PRIS?M for mors detailed instructions on how to respond to this mema.
Prm:\eed through and review the ENTIRE application again to ensure you have answered all questions before resubmitting. D« di on your revised new sections or i may appear. If these sections are not d, the
ion will be returned to you.
The PI will be required to sign off on the submission once zll the stipulations are addressad before the study will proceed to the 1RE.
Thank you,
IRB Staff
1- Make yOUf Stil ion Type: (St ion must be )
selection here. [ > . 220%. 0 wn O ve O
. acceptthis O NfA O Yes O Mo
Stipulation?
e B T u 5 Xz o Font Family - 12 - & I~ 91-=- =2~ = - = % Gl Q -4 =1

D_Comments mustbe . — "
ncluded in this section.
Some responses may be

as simple as “ok” F==
depending on stipulation. addressed

I Stipulation:
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Revision to Consent Form

Account: Hilary Hedrick
Department: CC - Institutional Review Board
Path: Home

® Help ;-3

My Profile +

My Workspaces &

IRB Number:
Study Alias:

PL:  Hedrick, Hilary

IRB-24-1697

Exempt Practice Study Assistant Pre-Review Correction Form - (Version 4.0)

[ Print Friendy | [ Refresh Constant Fields | [ Save Section | [ Save and Continue to Next Section |

Section view of the Form

1.0 B Pre-Review Response Form

MRequested Revisions and

208

[Comments

1. Instructions
are provided for

Comments

Description:

revisions to
consent form.
Please read over
them closely.

Consent document: Please reference the Consent Versions 1.1 (under Submission Components) for and wording changes highlighted in Yellow. Please review all comments and revise where
applicable/requested. In order to upload the revised consent, please follow the "Check-Out/Check-In Process” in the User Guide, page 8 ("How to Respond to Submission Correction™) which can be accessed when you select the guestion
mark above beside "Help”,

Once you have revised the consent document, please change the version date in the footer (please keep to the left side of the document) and update the version date on the "Check-in" screen, then upload that clean version.
Please DO NOT upload a new, separate Consent Document.

Please "Check-in" the Word version of the Consent document

The submission will be returned if consent form or other revised documents include tracked changes or highlights

Please DO NOT make any revisions outside of those requested without first communicating with the IRB analyst reviewing your submission

(Stipulation must be addressad)

Modify Existing
Attachment

Stipulation Type:

Links to
Components
(These are the items that
ara linked o this stipulation)

on Not

Cnmp te - Study Document Consent FormV1.2 (Version 1.1) [

Do you accept this
Stipulation?

O n/a O ves O No

2. Click here to revise
consent form.

1 =
=y = -

=

lil
td
¥
ol
N
L2

" B I U 5 x x= Verdana ~ M1 ~ & 1~

Provide an
explanation on how
you addressed this

Stipulation:




Confirm the adding a revision.

Are you sure you want to create a revision?

CONFIRM CANCEL

Click here to
confirm that you
want to revise.




Study Document Revision:

*Document Title: |Ounsent Formv1.2

Version Number: [1 |2
Version Date: '

Category: | Other

revised consent form |

Description:

Download Decument: Download

Check-out the Document to your ||
tion for editing:

Check-oul D

Click here to
download copy of
existing informed
consent document
and make
changes to it.

Close, don't save any changes ] ’ Save Document
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@ = L R
Downloads B a - P

B Consent (Sidoc | B
See more

o

Wait a few moments, and “File Download” box will pop up on computer. Open a copy of the document as a Word file and start making the requested changes. Once all
changes are complete, save the document to your computer with a document name to identify the correct version of informed consent form for you and your research team.
Follow the instructions below to check back in revised document.

Study Decument Revision:

: |Consent Formv1.2

Version Date:

Category: | Other

revised consent form
Description:

|

System shows the

date document was

Download Document: | Download / Checked OUt
This document is currently . e rickatoa/01/2025 /

checked out by.

Comments: ‘

Check-in when you are done
editing upload the document | Check-in Document___
back into iRIS.

Revert ta the document stored | Undo Check-oul Document.
in iRIS. = =

Use this button to
upload your
revised document
Reminder: After revisions have back into the

been made, consent form system.

cannot be used until it is
officially reviewed and approved

by IRB.

Close, don't save any changes ” Save Document
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1. Click here to
choose your
revised document
from your computer.

Document Location | Choose File ‘ o file chosen

Instruction: Uploading a docum i requires locating the document on the computer. Once you have
lo the document cli e bu . The buttons will be: disabled. If the document is
a large document the windo ntil the upload operatio mpleted.

Save selected file

2. Once you have
uploaded the
document, click
here to save.




1. Verify the
correct
version was
uploaded.

Study Document Revision:

*Document Title: | Consent Formv1.2

Version Numbers [T ]2
Version Date: [gan12025] @_

2. Revise the version

date to track change.

Category: | Other

vl

revised consent form

Description:

Download Document: | Download

Check-out the Document to your |

workstation for editing: Gheck-oul Gocument

3. You cantell a
document has been
uploaded and
checked in because it
is no longer visible.

Close, don't save any changes ][ Save Document

21



You will be taken back to the Pre-Review Correction Form.

My Workspaces

M Account: Hilary Hedrick
Department: CC - Institutional Review Board

Path: Home

IRB Number: IRB-24-1697

@ Help A My Profile ~
Study Alias:  Exempt Bractice Study Assistant

PI: Hedrick, Hilary

Pre-Review Correction Form - (Version 4.0)

Section view of the Form

1.0 B pre-Review Response Form

2.0 Requested Revisions and Comments
b0 Requested Revi s and
) [Comments

|| Entire view of the Form |

[ Print Friendly ] [ Refresh Constant Fields ] [ Save Section ] [ Save and Continue to Next Section ]

Stipulations that must be addressed:

A stipulation 1 out of 1:
Description:

Consent document: Please reference the Consent Versions 1.1 (under Submission Components) for [iStrictionsiRighlighteainiBIte =nd wording changes highlighted in Yellow. Please review all comments and revise where
applicable/requested. In order to upload the revised consent, please follow the "Check-Out/Check-In Process” in the User Guide, page 8 {"How to Respond to Submission Correction”) which can be accessed when you select the question
mark above beside "Help”.

Once you have revised the consent document, please change the version date in the footer (please keep to the left side of the document) and update the version date on the "Check-in" screen, then upload that clean version.
Please DO MOT upload & new, separate Consent Document.

Please "Check-in" the Word version of the Consent document

The submission will be returned if consent form or other revised documents include tracked changes or highlights
Please DO NOT make any revisions outside of those requested without first communicating with the IRBE analyst reviewing your submission

1. Click “complete action
to confirm revision was

made and uploaded.

Components
(These are the items that

_ / Study Document Consent FormV1.2 (Ve n1.2)
N Modify Existing Action Not
are linked to this stipulation) Attachment

Complete

Stipulation Type: (Stipulation must be addressed)

[ Compare Document Version

Study Document Consent FormV1.2 (Version 1.1)

2. Make your
selection here.

Shows that new
- version has been
mgwp Yes O No

(O Complete Action @ Incomplete Action

3. Comments must be

Some responses may be
as simple as “ok”
depending on stipulation.

included in this section.

created.
v B I u

g x x2 Font Family - 12

lil
&
3]
(o]

N
12

Provide an
explanation on how
you addressed this

Stipulation:
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Add supplemental study document

Account: Hilary Hedrick

Department: CC - Institutional Review Board
Path: Home

IRB Number: IRB-24-1697

My Workspaces [ Study Alias:  Exempt Practice Study Assistant Pre-Review Correction Form - (Version 2.0)
PI: Hedrick, Hilary

o

My Profile ~

> Log out

[ Print Friendy | [ Refresh Constant Fields | [ Save Section | | Save and Continue to Next Section |

| Section view of the Form | | Entire view of the Form

1.0 Bl pre-Review Response Form

- If additional study documents need to be upload, follow these steps below.
=

Click here to upload
additional study document.
For example, recruitment
email as requested in the
stipulation.

A

Stipulation 6 out of 6:

Description:

Please upload your recruitment email draft with a subject line included.

Stipulation Type: (Stipulation must be addressad)

e
Components

Component Name

(These are the items that Add New

Provide an
explanation on how
you addressed this

Stipulation:

= i e T ) Attachmant ?:cz:::::ll:t:‘ Please add the Study Document Add Document
Do you accept this
Stipulation? O n/a O ves O No
e B I U 5 X2 x* Font Family > 12 - 4 I~ 9~ =~ E~ E~ = = % [Eal Q 4
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Study Document Add Verification

Select Category: | —nons— v Title |

Version #: I:I \:I Search level: (@) Top O all
Rk I = [ — el T —
Document Outcome:

Filter Documents

Here are the documents for all categeries. -
Please click on the Create Revision icon to revise an existing document below or Upload a New Document Mot on the List ]
click on Upload a New Document Not on the List to upload a new document to the study.

1 result{s) found...

Create Revision i Document Outcome

@ Click here to upload
(Read Only) Consent Formy/1.2 Other . 09/12/2024 .
12.20 kB additional document.

Cancel Document Add
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Department: CC - Institutional Review Board

IRB Number: IRB-24-1697

Study Alias:  Exempt Practice Pre-Review Correction Form - (Version 2.0)

My Workspaces

Section view of the Form | )

1.0 B pre-Review Response Form
2.0 ) Requested Revisions and

Form has been Completed!

Instruction of Form has Been Completed Screen

Click either of the
“Signoff and Submit”
buttons. The study
will be routed to PI
for signoff.




If you are Pl of study, this notification box will appear.

A

You are required to signoff on the

You will now be redirected to the signoff screen to apply
your electronic signature.

You can monitor the submission progress with the
Submission Status - In Progress. C||Ck here to move
to signoff screen.
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This is the screen a PI will view. It displays the documents that are attached with the stipulations.

P M Account: H'nary Hednck
- Department: CC - Institutional Review Board @ Help : My Profile ~ C+Log out
Lﬂ'"” Path: Home
My Workspaces = Study Assistant Submission Routing Signoff [[i/Back

Study Title: Exempt Practice #2
e ber: 005530

Show submission component(s) in round: [ Items in Folder View ] [ Create PDF Packet ]

Submission Component Name - Version

Submission Form(s)

O Pre-Review Correction Form - (Version 2.0)
R — O Initial Review Submission Packet - (Version 1.0)
e — Pl should review each document
O Carilion IRB Application - (Version 1.2) . . A
—= before signing off on revisions.
Document(s)

Category : Other

U Recruitment email - (Version 1.0)
c t FormV1.2 - (Version 1.1
] L onsent Form (Version )
Hilary Hedrick Principal Investigato: Click here to add comments.
Dn.y::r ov ;sn:n“yuﬂs S OAppmve ODeny € [
Save Signoff

Pl will need to /
approve thenhit
“save signoff.”
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My Workspaces [+

On your
dashboard, you
will see the status
has been updated
to reflect your
revisions have
been returned to
IRB for review.

EaTICK
your last login was
03-31-2025 13:28

Study Assistant

© resuit s} round...

All Studies

13 result(s) found...

&

Recently Used

Y

& 8 &

&

IRB Approved - Open

& &8 8 &

Study Status

Review Board

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Carilion Clinic IRB

Project Number
RE

Expiration

RB Number

IRB-24-1657

IRB-24-1698

IRB-23-1794

IRB-25-1707

IRB-24-1656

02/23/2026

IRB-24-1695

IRB-25-1704

IRB-24-1693

IRB-25-1703

IRB-25-1702

Search for RB Number, Title, Al Project Number Search

1-10p

Study Title
Principal
Investigator

Hedrick, Hilary E

Applications  Documents  Forms

Hedrick, Hilary E

Study Alias
Exempt Practice #2

Exempt Practice

Expedited Example 23

i ¥
3

HH Example #3

Applications Documents Forms  Hide Copy Correspond
Blank
Blank Hedrick, Hilary E = = © ﬁj B
Applications  Documents Forms  Hide Copy Correspond

test

test Hedrick, Hilary E

Applications  Documents  Forms

= B =

Applications  Documents  Forms

= B £

Applications  Documents  Forms

E B B < M W

Applications  Documents  Forms Copy Delete Correspond

Hedrick, Hilary E

Applications  Documents  Forms

Hedrick, Hilary E

Applications  Documents  Forms

)
P
e
S}
X

Delete  Correspond

I
&
g
g

NHSR Application Test Example #1
MHSR Example #1 Hedrick, Hilary
Exempt Practice Study

Test #3 Hedrick, Hilary

(o o
¢
2

Application Guide
Screenshots Hedrick, Hilary
Test #2

Mew, Categones

(]
LY

e

S

K

Copy Delete  Correspond
Training

Screenshots

z g
g
2

Delete  Correspond
Screenshots capturing

HH Hedrick, Hilary E

Applications  Documents Forms  Hide Copy Delete Correspond
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Need more help? Contact the
HRPO team to assist.

Email IRB@carilionclinic.org



mailto:IRB@carilionclinic.org
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