VERAS Guide - Addressing IBC Stipulations

Intfroduction

This manual will guide you through the process of addressing IBC stipulations or clarifications
sent to you from the Committee. All requests for clarifications, additional information, and
recommendations for the submission will be returned to the PI through the VERAS system in the
form of Stipulations on a Submission Response form. The Pl must respond to and address each
stipulation to the satisfaction of the Committee, update/revise the Study Application according to
the stipulations, and return the submission to the Committee for review before approval is
granted.

Contact the IBC (208-885-7258 or ibc@uidaho.edu) if you have any questions.
Let’s get started!

Notification

When a submission is returned for corrections, the Principal Investigator and any Study
Contacts listed on the study will receive an email notification from VERAS alerting of the
request.

Login
https://veras.uidaho.edu/, use your Ul Network ID and password to login.

Task

A task on the VERAS homepage called “Submission Correction” or “Submission Response” will
remain on your home screen, no matter what workspace you are in, under All Tasks until you
respond to the corrections and return the form to the Committee.

Select the pencil/paper icon to open the task.

All Tasks Outstanding Completed B

Task List: |,1|| v|
All Tasks Study Tasks

5 result(s) found... 1-5

IBC Committes IBC Committee returned the submission
|l Submisgion Recponse 09/30,/2020 02:13:13 PM PDT with the outcome of Modification Required to Secure
Approval

IBC Review Response Form

Open the “Submission Response” task to go directly to the IBC Review Response Form.

You will need to complete the form by reviewing and responding to the stipulations, revise the
Study Application/protocol addressing all the stipulations, then submitting the form to the
Committee.

Section 1 - Addressing the Stipulation

Section 1.3 of the IBC Review Response Form will list the stipulations sent to you by the
Committee.

1. Review the stipulation description and what is being requested
2. Follow the steps described for Revise Existing Study Application
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3. Indicate whether you accept the stipulation
4. Briefly tell the Committee how you have addressed the request

ts related to your IBC or modification request:

1.3 The f ing lists the i and c
Please address the issues in the new version of your IBC and/or modification form. You cannot make changes to the IBC/modification until you create a new version
on the next screen.

in the text box

are only acc

Select “Yes" to accept the stipulation.
“No" ble where IBC Reviewer comments did not get incorporated into the document. Be sure to lain any "No" r

provh"led.

Stipulation 1 out of 2:

Description:

1. Review the stipulation description and what the committee
is requesting

Section 5.5., please select the decontamination method for Liquid Waste.

an Type: (Stipulation must be addressed)

2. Follow the steps
D described for

Component Name

Links to

£ Study Application - ituti 1 h d C (1BC) (l

Components
(These are the
items that are Modify 2 (version 1.0) : for
linked to this Existing Acf:r':"l::t‘: Section: Scope of Work Revise EXIS_tInq
stipulation) Attachment s Question: Please select your waste decontamination method(s) Study Appllcatlon

(biohazardous waste policy)?

Do you
i : : .
et s ONAOves ONe )3 yndicate whether you accept the stipulation

s B I U §& x, x* FontFamiy v 12 v 6 v 9 By E~ E- =

E % @ Q0 £ = 8

4. Briefly tell the committee how you have addressed the request

Provide an
explanation
on how you
addressed
this
Stipulation:

Save and Continue to Mext Section . .
5. Select once all stipulations sent have been addressed.

How to Revise Existing Study Application
For the first stipulation, you will be asked to revise the existing Study Application.

Revise Existing

1. Select
2. Confirm you want to create a revision of your application

Confirm the adding a revision.

Are you sure you want to create a revision?

@ ANCEL

3. A new version of your study application will be created, and will open to the section in the
study application the first stipulation is connected to, for example:
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IBCNumber: IBC-20020 St Annlication - Institutional Bioh
My Workspaces B [short Reference Title:  5/8/2020 - test 5.9|  Study Assistant (\fe.rs_l')r-l-:l.-.l) L - 2l azapdiCommEEZEC))

PI: Vandal, Jos

print Friendly | [ Save section | | save and contiue to Next Section |

New study application version number

Section view of Application ‘ ‘ Entire view of the Application

1.0 B General Information

20 B :thlv Department(s) 5.5 Please select your waste decontamination method(s) (bichazardous waste policy)?
ccass
3.0 B KeyPersonnel odifications Required:

— Stipulation request corresponding to this section
4.0 B Funding Source(s)

o b T

Section 5.5., please select the decontamination method for Liquid Waste.

6.0 B Location A. Liquid waste @
O Chemical disinfectant {with contact time specified in biosafety manual)
7.0 B Project Information
[ Autoclave
5.0 [ Amimal Activities /
Materials [ Other

Biological Agents (not
9.0 [B Recombinant DNA)

and Biological Toxin ... B. Solid waste

CDC Select Agents [ Autoclave
10.0 B ::ﬂ“:‘:lsk':::‘.i’"‘:: [ Incinerate
(EAR an .. [] Other
Human Subjects (Use
110 @ :::r:;.‘,::"nm, C. Sharps waste (placed in hard walled, puncture resistant, single use container)

4. Address the stipulation as applicable

5. Make sure after any changes made, you select e secton |5 ((ave o contine to et sction |

6. Once addressed, select the right hand m to return to the IBC Review Response
Form

7. Onthe IBC Review Response Form, you will see two versions of the Study Application:
Version 1 was the original application and Version 1.2, in this example, is the revised
application.

8. Select “Complete Action”

A Stipulation 1 out of 2:

Description:

Section 5.5., please select the decontamination method for Liguid Waste,

Stipulation Type: (Stipulation must be addressed)

= Action
SEatus Sompanentfame _

Links to study Application - ituti i
y Application - Institutional Biohazard
Cg::ponenl: | Committee (IBC) (Version 1.2) Compare Application Version
L e5& are the - = . . - -
; Modi ) g Study Application - Institutional Biohazard . .
'::'"k‘:d‘::‘t:l’: Exiltif:g Action Not LS Committee (IBC ) (Version 1.0) () Complete Action}® Incomplete Action
stipulation) Attachment Compiate Section: Scope of Work

Question; Please select your waste decontamination
method(s) (bichazardous waste policy)?

The Action Status will turn green and be marked as “Complete.”

Action
cempanentiisme

Study Application - Institutional Bichazard
| Committee (IBC) (Version 1.2) Compare Application Version

Ix.n\ F

Modi : Study Application - Institutional Biochazard . .
Exisl:lirF; Action Committee (IBC ) (Version 1.0) ® Complete Action () Incomplete Action
Attachment Complete Section: Scope of Work

Question: Please select your waste decontamination
methodis) (bichazardous waste policy)?
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9. If addressing more then one stipulation, scroll to the next stipulation on the IBC Review
Response Form and select the newest revised study application version to open and
address the next stipulation sent.

A Stipulation 2 out of 2:

Description:

Section 6.2., please add the autoclave location.

Stipulation Type: (Stipulation must be addressed)

Sompensntiisme _

Links to
Components Study Application - Institutional Bichazard ) )
[These are the _ . Committee (IBC ) (Version 1.2) Compare Application Version
items that are Modify i F Study Application - Institutional Biohazard )
linkad to this Existing ‘c(ot:r?:I:t?; 13 Committee (IBC) (Version 1.0) (O Complete Action @ Incomplete Action
stipulation) Attachment

Section: Location
Question: Autoclave Location: (If applicable)

Section 2 — Submission Documents

The table in section 2 will list the documents associated with this submission.

Selecting will allow you to attach new components to the submission

Include in PDF Packet
o Compare to View in ——
== =] Last Approved |Separate Window Attach

Submission Form(s)

Add New Compare Create PDF
Component Item(s) Packet

[+) ) B £

O a = 18C - Review Response Form - IBC - (Version 1.0)
] a g Ej Initial Review Submission Packet - (Version 1.0)
Application
O o 'J 2 Study Application - Institutional Bi c ittee (IBC ) - (Version 1.2)
-

Select to view previous versions

You can choose to add or revise any existing document on your study, or you can add a brand-
new document.

Save and Continue to Next Section

Once all documents are updated and added select
How to add New Documents

Select Add New Component, then select “Other Study Document”, when the window refreshes
select either Add Multiple Documents or Add a New Document.

Attach Study Document(s) X

Instructions

s Select the document(s) that you would like to attach N

o = Click the Add a New button to add a new document. Add Multiple Documents Add 3 New Document
» Click the Add Multiple button to add multiple new documents.

Title/Category Last Medified by Date Modified

Mo documents have been added.

Complete the addition by “drop file” or upload the documents and entering in the applicable
Save Document

information,
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Attach Study Document(s) X

Instructions
e Select the document(s) that yeu would like to attach
» Click the Add a New butten to add a new document. -
« Click the Add Multiple button to add multiple new documents. Add uleple Documents | - [_Add 2 Hew Document | [ atach |

® Click the Attach to attach checked documents.
= Click the Add Revision button to create a revised document.

Create a Revised

BRDU SOP (2)

1.0
“ L4 10/05/2020 Standard Operating Procedure Joe Vandal é&/uyzuzu 04:40:01 Add Revision

Once the document appears in the table, make sure the box in checked () for the docuement
then select Attach.

The document should show as a document for the submission.

Submission Form(s)

=] 18C - Review Response Form - IBC - (Version
0 U = 1.0)
= Initial Review Submission Packet - (Version
O O = @ 1.0)
Application
FEi = Study Application - Institutional Bichazard
O O S E Y

Committee (IBC ) - (Version 1.2)

Document(s)

Category : Standard Operating Procedure

n O o (%) BRDU SOP (2) - (Version 1.0)

How to update an “Other Study Document”

To revise an existing document, you will click the & in the Revise/Attach column.

The window will refresh and populate with details of the document you are revising, allowing you
to change details and checkout the revised document. Click the Check-out Document button.

Study Document Revision: ﬂ‘

*Document Title:  [BROU SOP |

Version Number: |1 .1

Version Date: (150 | [55Y

Category: | Standard Operating Procedure |

Description:

Check-out th
Document to yo Check-out Document. ..
| i for editi

Comments:

Save Document
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A window will open, confirming that you want to check-out the document. Click Confirm. The
document should automatically download. Note: different internet browsers might function
differently in the way they process downloaded files.

Save the document in a safe and known location so that you can check it back into the system
when complete.

You will return to the Study Document Revision page. The page will indicate the document is

checked out and you will have the ability to Check-in Document or Undo Check-out
Document.

Study Document Revision: X

”~
*Document Titles |BROU 50P

Version Number: [1 |1
Version Date: [10/05/2020 =+
Category: | Standard Operating Procedure «

Description:

This document is
currently checked Jos Vandal at 10/05/2020
out by.

Check-in when you
are done editing

upload the Check-n Document...
document back into
iRIS.

Revert to the

document stored in Undo Check-out Document...
iRIS.

| v

After you have made changes to the document in Microsoft Word, you can check it back in by
clicking the Check-n Document... button.

A window will open, allowing you to browse your computer for the updated document you would
like to upload. Click the Save selected file button once you specify the document location.

1.
pr——
Document Location: BRDU S0P (2).docx
e —

Instruction: Uploading a document into iRIS™ requires locating the document on the computer. Once you have located the
document click on the "Save selected file' button. The buttons will become disabled. If the document is a large document the
window will stay in place until the upload operation has completad.

Save selected file | Cancel

You will then be returned to the Study Document Revision window with the document

successfully checked in and associated to the study. Click the Save Document to apply the
changes.
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Study Document Revision: X

“Document Title: [BRDU 50P
Version Number: [1 |1
Version Date: |10/05/2020 '

Category: |Standard Operating Procedure v|

Description:

Check-out the
Document to your Check-out Document...
workstation for editing:

Updated contact information

Comments:

You will return to the form, and any document you selected will display in the table.

l Select or Revise Existing l l Add a New Document l [ Add Multiple Documents
1.1 BRDU SOP Standard Operating Procedure
11. 43 KB

Section 3 — Response Complete

Select [ Save and Continue to Next Section ] or ’ Signoff and Submit

Final Step - Signoff and Submit
A summary of the submission will be displayed.

e For your personal record, you can save the form into a single pdf document:
o Check the boxes under the ‘Include in PDF Packet’ column for each document you
want to be included in the single pdf.
o Create a single pdf by selecting the ‘Printable Version’ icon.
e Under the IBC Principal Investigator Agreement, select ‘Approve’ and submit your form by
clicking on the ‘Save Signoff button
1.

Joe Vandal as Principal Investigator [ . - . [ Click here to add comments. ]
do you Approve or Dany this submission? [ Approve [ Deny bl

» Gz D

e Once submitted, the PI and Study Contact will receive an auto-generated confirmation email
of the submission.

Note: Other study roles may author any of the IBC forms. Instead of seeing the approve and
signoff as above, other study roles besides the Pl will need to select “Notify PI to Signoff.” The
P1 will receive an email and home screen task notification to review and signoff on the
submission. The Pl must signoff on the submission before it is sent to the IBC for review and
approval.
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Form has been Completed!

Please select the Signoff button below to submit your application/form. ** Note: you must still proceed to the next page to complete your signoff and start the routing process.

Please contact the IBC ((208)-885-7258 or ibc@uidaho.edu) if you have any questions.
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