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Navigation and Basic Tasks

When you first log in, you will be on your Dashboard, which is the starting point for finding items and

performing many basic tasks.

» To find key items

From your Dashboard, you will see:

= My Inbox: Items that require you to take action.

My Reviews: ltems assigned to you to review. These are a subset of the items in My Inbox.

Create menu and buttons: Actions you can perform. The menu will not show if you do not have access
to any buttons.

Recently Viewed:

° Recent:The last several items you viewed. Scroll through this list to find an item you worked on
recently.

° Pinned: You can pin the items in Recently Viewed section for quick and easy access. This is where
those pinned items are listed.

Personalize Table: You can alter the tables displayed on the dashboard by using the Personalize Table
gearicon.

22 Components £ Properties @ Help

| My Inbox ” My Reviews |

My Inbox

Recently View
ecently Viewed Filterby @ 1D ¥ | | Enter text to search KN +~ooFiter
Date Created ~ Date Modified State Coordinator
.
———————| Personalize Table 9
I Displayed Fields
Fleld Order
geliconAsLink &
o o
Name L
v — Nate Createn ~ 4
Date Modified + 4
State + &
Coordinator S

Options
Place the paging bar at:  Battom

Enable Auto-Refresh: (]

Refresh Dala Every 60 seconds

Export to CSV

» To identify what action is needed

1. Review the state of submissions in My Inbox.
The state gives a clue as to what to do next. For example, Committee Review means a study is scheduled
or in-review by an IRB committee.
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» To open a submission

1. From My Inbox, or from the Submissions page, click the submission name.

2. The submission workspace opens.

» To view history

1. From the submission workspace, click the History tab.

Last updated: T/11/2018 555 PM

Next Steps

Edit Study

™ Submit

I Manage Participating Sites
&+ Assign Primary Contact
&+ Assign Pl Proxy

& Manage Ancillary Reviews

& Manage Guest List

STUDYO00000192:

Principal investigator: Rebecca Simms (pi)
Submission type: Initial Study
Primary contact: Rebecca Simms (pi)
Pl proxies:

Pre-Review

Requested

'I

Funding Contacts Daocu

Filter by @  Activity v | | Enter text to

Activity Author

] Study Created

2. The history tab lists the activity taken on a submission including any comments, attachments, or

correspondence added.
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P To find previous submissions
1. Inthe Top Navigator, click IRB and then Submissions.
2. Click the tab to see submissions you can access:
= |n-Review: Submissions undergoing IRB review.

m Active: All approved submissions as well external IRB, non-human research, human research not
engaged, lapsed, and suspended submissions.

= New Information Reports: All Reportable New Information (RNI) submissions, in any state.

= External IRB: All studies managed by an external IRB.

= Relying Sites: All participating sites relying on the local IRB as the single IRB of record.
Click the ellipsis to see:

= All Submissions: All submissions, in any state.

= Archived: All closed, disapproved, discarded, and terminated submissions.

In-Review Active New Infarmation Feports External IRE Relying Sites -

Fillter by @ pp v | | Enber textd o search Tor ﬂ + Add Ft
o e B s QIS Pl oo coo

BB STUDYO0000417 ‘E“H':jﬁulj':mr Ti2A018 E:;:::::IL? Rebecca ™S niendo M (i

Hipsair of 31 AM
AL nysImesS

{Pre-Review) (pi)
P Tofilter data

Many pages contain tables that you can filter to show specific data.
1. Select the column to filter by.

MName

iD Ciate Modifed = Date Modified !
Slale
e STuDY| Pl First Name e cination Study 12/1/2016 11.03 AM
Pl Last Name
i STuDy] Coordinator Iy Separation Study 12112016 11:01 AM

Submission Type

2. Type the beginning characters for the items you want to find. You can also type a % symbol as a wildcard
before the characters. Examples:

= 71 shows all items beginning with 71

= %71 shows all items containing 71
3. Click Help for operators you can type in the text box.
4. Click Go to apply the filter.
5. To combine multiple filter criteria, click Add Filter.
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Find Important Documents

If you are an IRB committee member or reviewer, you may want to access meeting agendas, worksheets, or
checklists.

» To locate meeting agendas

As a committee member, you can access a meeting agenda from the agenda notification email or by
navigating to it in the IRB system.

1. Inthe Top Navigator, click IRB and then Meetings.

=
Reports Help Center Librany
Upcoming Meetings Past Meetings Committess
Fier @  Name - + sd Fiter
Nama State Location Time Committes  Agenda lems
» |RB meeting on 10M2016 . R 10172016 1:00 :
1700 PM =Cheduled Housion = 134 1

2. From the list of meetings, click the name of the meeting.
The meeting workspace displays the list of agenda items.
3. Click the agenda link for a printable agenda document.

IRB Monthly Committee

Meeting date & time: 10V282016 12:00 AM
Auenda:IAI:IE"da for IRB Monthly Commettee mesting on 10_28_2016 12_00 AM{D.01) I

Minutes: Minutes for IRE Monthly Committee meeting on 10_28_2016 12_D0 AM{0.01)
Report: Expedited Submessions Approved in the Last 45 Days
Agenda [tems Attendees History

Agenda Items
[[1] Mame

STUDY00000009 Companson of calcium effects from supplements vs. foods
on osteaporasis pahients

STUDY00000045 Effectreness of motivation technigues for long-term exercise habits

» To locate reviewer checklists and worksheets
Several worksheets and checklists are provided in the system.

Note: Worksheets are for the reviewer’s benefit only, but checklists must be completed and attached when
submitting review comments.
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Checklists uploaded by an IRB coordinator will be most relevant to your review. To find them:
1. Inthe study workspace, click the Reviews tab.
History Funding Coneacts Documenis Snapahces

Latest Pre-Review
Diate submitiod 08

Rigulatany owersight GOPR (Caneral Data Prolecion FRegulation)
NSF (National Scmnce Foundation)

Special dotermnations

Type of resessrch
Additonal study feahses
Missing materials

Hosters:

SUPPEANG HoCumints
Previous Pre-Reviews

2. Under Latest Pre-Review, click the link to download checklists relevant to your review.
3. Click to see previous reviews.

You can also find a list of all worksheets and checklists in the IRB Library.
1. Inthe top navigator, click IRB and then Library.
» My Inbox “
Submissions  Mastings  Reports Institusional Profiles  Hadp Center
Library

Stasdard Operating Procedues Gereral

2. Click the Worksheets or Checklists tab, depending on the document you want to view.
3. Click alink to open or save the applicable document, which is in Microsoft Word format.

Open the Submission

You will receive an email when a study, site, or follow-on submission has been assigned to you to review and
the submission will appear in your IRB inbox. As part of your review, you will want to access the necessary
review checklists and worksheets, and the submission pages. Review comments and related files are not
visible to study team members.

To open the submission (committee reviewer)

As a committee member, you can access a meeting agenda from the agenda notification email or by
navigating to it in the IRB system.

1. Click the meeting link in your email to open it.
Alternatively, in the Top Navigator, click IRB and then Meetings to see a list of upcoming meetings.

Motification of Reviewer Assignment

Tn: IRE Comumittaae Mamdsgr 7

Link: AC Tast Maating

vou have baan assignad as a reviewar for tems to be reviewsd at this

meting, Al of your reviews should be complete pror to the start of the maating
(8312016 Bi28 AML) Chck the hnk above to wew the meetng wirkspade and
Four reviEw FEssgnemEnts.,
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2. Inthe meeting workspace, you will see a list of all the protocols that are on the meeting agenda.

s Farra At rndeen sy Fupporting Dooeremts

) [T Hale P — Bk By Bash dDase
ST 000 AEETM LI r — il

T T ——

> Pl T Talm
ST OO gy LErAU Sk P L4 il o e -
Sy —_— = B ——

y §
TLIY 07 30 i LS iF

5

[ T pe—— —

Mot troind —— - —— LR Srill

ST SONG0TE 5T o e vt — 5 SRS — ORI

3. Click the agenda link for a printable agenda document.

P To open the submission (designated reviewer)

1. Click the submission ID link in your email to open it.
If you no longer have the email, see Open a Submission Open a Submission and then View History View

History.
MNotification of Designated Reviewer Assignment
Tao: Camarcn Dl
Link: STUDHTOO000L S
P.I: Jaek Flstchar
Tithe: Zika Virus Waccination Eficacy Tests

Desoription: A submisson has bean asisgned o wou for riview, Pleass chick on the ink 80 scoass

the project worispacs.

Thes i an oifecial comimsnecalion Trom the Unreersaly of Houston [nstibubona REevew Boand, For amy
ueEitions reghrdr thed nothcation, plésds contact the DRE offsce B 713-743-9204 or

Sohs SO nkry yh e ch).

2. Onthe History tab, read any Assigned to Designated Reviewer comments.
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Review a Submission

You will receive an email when a study, site, or follow-on submission has been assigned to you to review and
the submission will appear in your IRB inbox. As part of your review, you will want to access the necessary
review checklists and worksheets, and the submission pages. Review comments and related files are not
visible to study team members.

To review the submission pages

Review the submission and attached documents using the following tools:

1. Click Review Study and review each section. You can scroll through the submission or use the Left
Navigator to jump to specific sections of the form.

Hext Steps : -“‘-, I
Pre-Submmisidon ¥ Pro-Boview

Llfr'd_c il o |'r’d_': ]"'II::I':'\:-’I_\-\\
b Swber Tt I
Hagtery Funiding ContasLE DHsciarmiTils IRE As&iGE
A
Study Related Documents
Ceraft [+
A& Edil Pre-Review Tobacco Sakes Laws and Teen Smoking Profocol docx =

2. To see what changed between this and a previous version, look in the Compare section of the Left
Navigator.

3. After reviewing each section, select the check-box at the bottom to indicate you have reviewed it.
4. The section turns green, and a green check mark appears in the Left Navigator.

5. Ifthe submission is edited later, the green check mark is removed and a pencil icon is added, indicating to
review that section again.
Note: This Review Tracker feature does not stop a submission from moving forward in the review
process.

6. Click the Reviews tab to access reviews completed by other committee members or reviewers.
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Request Clarification

If you have questions for the study team or require they make a change to the submission, use the request
clarification feature to communicate back and forth with the team. When all questions have been answered or
changes made, you can submit your review.

» To request clarification

1. From the submission workspace, click Request Clarification by...

Next Steps

View Study

Frnnter Version

& Request Clanfication by
Committee Member

2. Type your clarification request.

3. Click OK.
The Pl will receive an email about your request.

October 2022 page 10



IRB Reviewer's Guide

Prepare Review Comments for a Committee Meeting

If the committee plans to review a study, site, or follow-on submission, then you may want to record your
review comments in the IRB system for other committee members to view before and during the meeting.
Review comments and related files are not visible to study team members and are purged from the system
when the approval letter is sent.

P To add review comments
1. From the submission workspace, click Add Review Comments.

Next Steps

View Study

Printer Version

™ Request Clanfication by
Committea Membsar

I:l.-"' Add Review Comments I

2. Type your notes for other committee members.

3. Add any checklists or documents you want to share with other committee members.
Note: You can access the appropriate checklist to upload by clicking the Library link and downloading
the document from the Checklists tab.

4. Click OK.
The review comments and attachments will appear on the Reviews tab of the submission workspace.
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Submit a Designated Review

You may be assigned to perform a designated review, a process which doesn’t involve other committee
members. After reviewing the assigned submission, you must record your decision in the IRB system.
Recording your decision completes the designated review and moves the submission forward in the review
process. (For committee meeting decisions, an IRB staff member will record the decision on behalf of the
committee.)

» To submit designated review

1.

7.

From the submission workspace, click Submit Designated Review.

Next Steps

Wiew Study

L]
L]

o Syibmil Desanaloed Bewssy

Complete the Submit Designated Review page. Use the worksheets to support your determination and
selections.

Note: Different determinations and exempt categories are available based on whether the study falls
under the Pre-2018 or 2018 Common Rule requirements.

For a study that falls under the 2018 Common Rule requirements, indicate whether continuing review is
required.

Under Supporting documents, add any documents related to your review such as a completed checklist.
Select the check-box in question 7 affirming that you do not have a conflict of interest.

Click Yes if you are ready to submit your review. If not, click No, and the information you entered will be
saved. You can submit your review later.

When finished, click OK.

If you said Yes, the submission moves to the IRB coordinator’s inbox so the coordinator can send a
determination letter to the PI.
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Submit an Ancillary Review

You may be assigned to review a submission as an ancillary reviewer. You will receive a notification. The
submission will also appear in your inbox if it is a required ancillary review.

After reviewing the submission, you must record your decision in the IRB system. This step completes the
ancillary review but does not change the state of a submission.

P To submit ancillary review

1. From the submission workspace, click Submit Ancillary Review.

Next Steps

View Sludy

Printer Viersion

& Submit Ancillary Review

® Add Private Comment

2 Add Comment

Complete the Submit Ancillary Review page.

Indicate whether you accept or do not accept the proposed submission.
Under Supporting documents, add any documents related to your review.
When finished, click OK.

A

Your ancillary review responsibilities are complete.
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Search Your Solution

To help you work more efficiently, you can use search to locate a wide range of information in your solution.
You can search for project data, documents, or content from specific pages on your site. The search results
appear in a secondary window and display only those items you have permission to view. Results are ranked
to show items where the search term is most prevalent at the top.

After your initial search, you can further refine results using the following filter options:

® Projects— Projects are the day-to-day items you use to manage your research in a Huron solution. They
include items such as funding proposals, studies, protocols, agreements, and disclosures. You can search
for any project in your solution using properties on the project, including its name, ID, and description.
Depending on the solution, other properties are also available to search. When you select the Projects
filter, the system will only display results that match search criteria in your project data.

= Documents— Documents are third-party files uploaded to your solution outside the context of a project.
When you select the Documents filter, the system will only display results that match search criteria from
documents. The search includes metadata on a document, such as its name and description. It also
includes the contents of a document. From the results, you can click directly on the provided link to open a
document.

® Pages— Pages organize information on your site into a hierarchy that you can use to view and manage
your work. The Pages filter provides a way for you to search one type of page within your solution - content
pages. Content pages are presented outside the context of a project. They supply supporting information
for your solution, such as the Help Center, Reports, and Meetings. Dashboards and project workspaces
are not included with this filter.

Note: Content on the site is updated periodically. If you are searching for something you just added, results
might not be available immediately. Try your search again at another time.

P To search your solution
1. Inthe Top Navigator, click IRB.
2. Inthe Search box, type your search criteria. You can use the following operators:
= And: Finds all the specified words.
= Or: Finds at least one of the specified words.
=  Not: Excludes the specified word. You cannot start a search with the Not operator.
= Quotation marks: Finds the exact phrase.

3. Press Enter or click the search icon Q to perform the search.

Search@ Q

Search For:

Projects
Documents
Pages

Please enter search terms

The search results appear.
4. Click the Search For arrow to apply filter of your choice.
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© 2022 Huron Consulting Group Inc. and affiliates. All rights reserved. Use and distribution without a current
software license from Huron are prohibited.

All trademarks, registered trademarks, service marks, and trade names are the property of their respective
owners.

Information in this document is subject to change without notice.

Published by Huron Consulting Group Inc.
9170 NE Turing Court

Suite 100

Hillsboro, OR 97006
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