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Presenter Notes
Presentation Notes
Welcome to the Release Overview for Huron IRB 10.5. In this release overview, I’ll briefly cover the enhancements in IRB 10.5. 

http://www.huronconsultinggroup.com/
http://www.linkedin.com/company/huronconsulting
http://twitter.com/Huron
http://www.facebook.com/HuronConsulting
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Huron IRB 10.5 Overview
RNI Improvements

Updated AAHRPP Reporting
Study Discard

Study Tagging

Study Update Setting

Pl Proxy Consistency
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Presenter Notes
Presentation Notes
Here are the specific topics I will cover. I’ll start with an overview of the release. Then, I’ll dive further into the specific enhancements that have been delivered in IRB 10.5.
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Huron IRB 10.5
Overview

© 2021 Huron Consulting Group Inc. and affiliates.


Presenter Notes
Presentation Notes
First, I’ll provide an overview of the IRB10.5 release.
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IRB 10.5 Upgrade Pre-requisites

* Huron Portal 10.0.3 or later

* Huron Foundation Site 10.0.0 (for new installs)
* Huron Global Common 10.5.0

 Huron IRB 10.1.0 (for upgrades)


Presenter Notes
Presentation Notes
Before upgrading, it’s always recommended that you review the pre-requisites with your team to understand the entire scope of work that you need to perform. 

If you have questions about the necessary steps or order of operations, your Huron representative will be happy to walk you through the upgrade requirements.



IRB 10.5 Release

Primary Focus

RNI Improvements

Updated AAHRPP
Reporting

Study Discard

Study Tagging

Enable IRB Data Manager to add, edit, and disable categories

Incorporating Ancillary Review functionality

Related submission Pl or Pl Proxy ability to Edit and Submit

New Manage Editors activity, providing additional access to take action on RNIs
Action Required is now an editable state

New Standard Report: New Information Reports by Category

New AAHRPP Report template to align with AAHRPP’s updated report format
Reporting now includes calculation of over 20 values not previously available

Allow IRB Staff to discard submissions in various states
Allow sIRB sites to be discarded in various states

New activity titted Manage Tags
IRB staff ability to manage tags on submissions
New Standard Report: IRB Submissions with Tags
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Presenter Notes
Presentation Notes
The Huron IRB 10.5 release includes several areas of focus: RNI Improvements, Updated AAHRPP Reporting, Study Discard and Study Tagging.
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IRB 10.5 Release - continued

Primary Focus

New setting to determine if the Pl should be able to execute the Finalize Study

Study Update Setting
Update activity for External Studies

Pl Proxy Consistency « Pl Proxy allowed to submit Continuing Reviews on behalf of the PI


Presenter Notes
Presentation Notes
The 10.5 release also includes a Study Update Setting and PI Proxy Consistency related to continuing review submissions. I will review each of these focus areas in turn.
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RNI
Improvements

© 2021 Huron Consulting Group Inc. and affiliates.


Presenter Notes
Presentation Notes
In this section, we cover RNI improvements
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RNI Improvements

Objectives

Related Pl or Pl Proxy ability to

Ability to add, edit, and

1 disable the RNI 3 Edit and Submit
categories.

2 Manage & submit Ancillary Action Required as an editable
Reviews state


Presenter Notes
Presentation Notes
The objectives of the RNI improvements include: 
A new setting that allows the IRB Data Manager to add, edit and disable the RNI categories
Ancillary Review functionality
Related PI or PI Proxies can now Edit and Submit
Expanded ability to edit RNIs in the Action Required State 
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RNI Improvements (continued)

Objectives
New Standard Report: New
New Manage Editors Information Reports by
5 activity Category

6 New Final Page


Presenter Notes
Presentation Notes
The objectives of the RNI improvements include
New Manage Editors activity to select contacts/users from the system as RNI additional editors 
Added Final Page that has instructions for users and next steps, similar to the Final Page of other submission types 
New Standard report called ‘New Information Reports by Category” that returns RNI submissions where the user has read access
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RNI Improvements

1. * Name:
New RNI Category

« RNI Categories tab added to IRB Settings 2 SRS
workspace. IRB Data Manager has access to This Is the description of the new category.
add, edit and disable RNI categories.

 Names of delivered categories will remain as
read-only. Descriptions of delivered categories
are editable and can be disabled.

/ 3. Display order:
 Form to add or edit RNI Category K J
« Display on RNI Smart Form Page e e Clear
* Required [ oK ]
New RNI

Category This is the description of the new category.

1 HURON


Presenter Notes
Presentation Notes
A RNI categories tab has been added to the IRB settings workspace to manage the reportable new information categories. The IRB Data Manager now has the ability to add, edit and disable the RNI categories. 

Names of the product delivered categories will remain as read-only so that the intention of the delivered categories cannot be changed. The descriptions of the delivered categories are editable and can be disabled. 



RNI Improvements

Ancillary Review Functionality

 Added Manage Ancillary Reviews activity to all RNI
states except for Discarded

« Expanded the Submit Ancillary Review activity

« Added workflow stoppage for outstanding required
ancillary reviews

« Users added as ancillary reviewers are now
granted read access to the submissions

« Added Ancillary Reviews to the workspace
Reviews tab

« Submit RNI activity sends naotification to ancillary
reviewers

Pre-Submission

Last updated: 9/23/2022 12:32 PM

Next Steps

Edit RNI

Printer Veersion

# Submit RNI

& Manage Ancillary Reviews
% Manage Editors

<= Add Related Submission
¢ Add Comment

4] Copy Submission

@ Discard

£+ Manage Tags

<
<
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Presenter Notes
Presentation Notes
The Manage Ancillary Reviews activity has been added to all RNI states except for Discard. RNI creators, IRB directors and assigned IRB coordinators can execute the Manage Ancillary Reviews activity.

The Submit Ancillary Review activity has been expanded to all states except Complete and Acknowledged.

A workflow stoppage has been added for outstanding required ancillary reviews for RNI submissions on the Submit RNI Pre-review and Send Letter activities.

Any users added as ancillary reviewers for RNIs are now granted read access to the submissions.

Ancillary Reviews tab is now included on the workspace reviews tab for the RNI submissions.

The Submit RNI activity includes notifications to ancillary reviewers. This applies to both individual and organizational ancillary reviewers.


RNI Improvements

Related PI/Pl Proxy Edit and Submit
Expanded Ability to Edit RNIs in Action Required state

« Updated RNI security to allow the related
submissions’ Pl and proxies to edit

« Submit RNI activity is now accessible to related
submissions’ Pl and PI proxies

« Expanded ability to edit RNIs in Action Required
state

Next Steps

Edit RNI

Pnnter Version

7 Submit RNI
< Add Related Submission
¢ Add Comment

@ Discard

A

A
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Presenter Notes
Presentation Notes
The related submissions’ PI and proxies can now edit an RNI when it is in an editable state.

The Submit RNI activity is now accessible to related submissions’ PI and PI proxies.

Expanded ability to edit RNIs in the Action Required state to the RNI creator, responsible parties and additional editors. 

Previously these editors were not able to edit RNIs in this state 


RNI Improvements
New Manage Editors Activity

Added a new activity called Manage Editors

Activity is available to the IRB Coordinator, IRB Director and RNI Creator in all states

Selected additional editors can edit and submit an RNI in states where edit/submit is available.

Once the editor has submitted the RNI or submitted a response, the RNI will be read-only

Manage Editors

o The following people can edit the details of this new information without being on the editors list and Reported by can also submit:

Reported by: @

System Administrator

Related studies: @

ID Investigator Pl Proxies

STUDY00000024 Rebecca Simms (pi)

1. Additional people who can edit and submit the new information: @

First Name Last Name Employer Title

There are no items to display
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Presenter Notes
Presentation Notes
Added a new activity called Manage Editors for RNI submissions. 

The activity is available for the IRB Coordinator, IRB Director and RNI Creator in all states and allows them to select contacts/users for the system as RNI additional editors. 

The selected additional editors can edit and submit an RNI in states where edit/submit is available. 

When a RNI is editable, it shows up in an editor’s inbox. Once the editor has submitted the RNI or submitted a response, it will be read-only.
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RNI Improvements

New Final Page

Final Page

You have reached the end of the IRB new information form. Read the next steps carefully:

1. Click Finish to exit the form.

2. Important! To send the new information for review, click Submit RNI on the next page.

€ Exit B Save Finish



Presenter Notes
Presentation Notes
A new Final Page has been added that has instructions for users for next steps, similar to the Final page for other submission types.
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RNI Improvements
New Standard Report: New Information Reports by Category

Filter by 9 ID ¥ | Enter text to search n = Add Filter Actionsv ¢
ID Name Project Status Category gﬁgtm et f;'gt”;jg;re IRB Eﬁﬁired zﬁg’;ﬁgsi one Investigator
Name IRB
RNI00000001 £ 019%! Complete  Risk Rebecca Simms (pi)  Exchange oo ara~ STUDY00000003 ::;T‘(api}
TS Complete  Incarceration System  Administrator Exchange /2022 STUDY00000003 ~ePee%2

7:28:38 PM 12:35 PM Simms (pi)


Presenter Notes
Presentation Notes
A new standard report is now available to capture New Information Reports by Category. 

Users can filter on a number of categories. This report returns RNI submissions for which the user has read access. 
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Updated
AAHRPP

Reporting



Presenter Notes
Presentation Notes
In this section, we cover updated AAHRPP reporting. 
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Updated AAHRPP Reporting

New AAHRPP Report Template

/@\ Association for the Accreditation
\v l . of Human Research Protection Programs, Inc.”

Generate AAHRPP Report



Presenter Notes
Presentation Notes
An important update with 10.5 is an enhanced AAHRPP report template to more closely align with AAHRPP’s new report format. 

The new report template will allow users to more easily submit metrics required with the AAHRPP annual reporting requirements
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Updated AAHRPP Reporting

New AAHRPP Report Template

Name of calculated field Explanation

Number of active protocols

Number of protocols reviewed by a convened IRB/EC Total number of initial studies currently in Approved, Lapsed, or Suspended state where Date Approved is
within the last year and where the review type is Committee.

Number of protocols reviewed by an Expedited Review Total number of initial studies currently in Approved, Lapsed, or Suspended state where Date Approved is
within the last year and where the review type is Expedited.

Research activities determined to be Exempt in the past 12 months |Total number of initial studies currently in Approved, Lapsed, or Suspended state where Date Approved is
within the last year and where the review type is Exempt.

Protocols reviewed by an external IRB Total number of initial studies and initial sites currently in Active, External IRB, or Suspended state where
Date Approved is within the last year and where an external IRB was involved. The total excludes
submissions that do not include an approval date, which is optional for external IRB submissions.

Total number of active protocols Total number of protocols counted in the previous calculations for those reviewed by a convened IRB/EC, by
Expedited Review, determined to be Exempt, and reviewed by an external IRB.

How many research activities were reviewed by the Limited Total number of initial studies currently in Approved, Lapsed, or Suspended state where Date Approved is

Review Procedure in the past 12 months? within the last year and where limited IRB review is indicated by one of the selected Exempt categories—any
of these categories: (2)(iii), (3)(i)(C), (7), and (8). These studies are a subset of the Exempt studies counted
above.

» See the AAHRPP Report Details topic in the IRB Staff Guide or Solution Central


Presenter Notes
Presentation Notes
This section provides an example of the reporting documentation related to the number of protocols. 

For full details on all AAHRPP Reporting enhancements, please refer to the IRB 10.5 documentation.
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Updated AAHRPP Reporting

New AAHRPP Report Template

Median review and approval times (days)

For new protocols reviewed in the most recent 12
months by the convened IRB/EC, what is the
median number of calendar days from complete
submission to...

Review: M=dian elapsed time in days from first transition into Pre-Review Completed state’ to the scheduled date of the
meeting to which the study was assigned when Submit Committee Review was performed on it for the first time [for all studies
currently in Approved, Lapsed, or Suspended state and where the initial approval date is within the last year)

Approval: Median elapsed time in days from first transition into Pre-Review Completed state’ to initial study approval or initial
effective date, whichever is later (for all studies currently in Approved, Lapsed, or Suspended state and where the initial
approval date is within the last year)

For new protocols reviewed in the mest recent 12
maonths by the expedited procedure, what is
the median number of calendar days from
complete submission to...

Review: M=dian elapsed time in days from first transition into Pre-Review Completed state’ to Assign Designated Reviewer
activity being performed for the first time for the study (for all studies currently in Approved, Lapsed, or Suspended state and
where the initial approval date is within the last year)

Approval: Median elapsed time in days from Assign Designated Reviewer activity being performed for the first time for the
study to initial study approval or initial effective date, whichever is later (for all studies currently in Approved, Lapsed, or
Suspended state and where the initial approval date is within the last year)

For new protocols reviewed in the mest recent 12
months and given an exempt determination,
what is the median number of calendar days from
complete submission to...

Review: M=dian elapsed time in days from first transition into Pre-Review Completed state’ to Assign Designated Reviewer
activity being performed for the first time for the study (for all studies currently in Approved, Lapsed, or Suspended state and
where the initial approval date is within the last year)

Approval: Median elapsed time in days from Assign Designated Reviewer activity being performed for the first time for the
study to initial study approval or initial effective date, whichever is later (for all studies currently in Approved, Lapsad, or
Suspended state and where the initial approval date is within the last year)


Presenter Notes
Presentation Notes
This section shows the reporting documentation for turnaround time in median number of days.
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Updated AAHRPP Reporting

New AAHRPP Report Template

Disapprovals, non-compliance, and unanticipated problems

Number of protocols disapproved by the IRB/EC in the past 12 Total number of initial studies currently in Disapproved state that entered Disapproved state within the last
months year

Number of new cases of alleged non-compliance investigated in |[Number of RNI submissions that reached the Acknowledged or Completed state in the last 12 months with a

the most recent 12 months determination3 of "Allegation of non-compliance with no basis in fact"

Number of determinations of serious non-compliance in the most [Number of RNI submissions that reached the Acknowledged or Completed state in the last 12 months with a

recent 12 months determination$ of "Serious non-compliance"

Number of determinations of continuing non-compliance in the Number of RNI submissions that reached the Acknowledged or Completed state in the last 12 months with a

most recent 12 months determination$ of "Continuing non-compliance”

Number of determinations of unanticipated problems involving |[Number of RNI submissions that reached the Acknowledged or Completed state in the last 12 months with a

risks to participants or others in the most recent 12 months determination3 of "Unanticipated problem involving risks to subjects or others"



Presenter Notes
Presentation Notes
And this screen shows the documentation for disapprovals, non-compliance and unanticipated problems. 
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4

Study Discard

© 2021 Huron Consulting Group Inc. and affiliates.



Presenter Notes
Presentation Notes
In this section, we show all the states where the IRB coordinator and IRB director have the study discard functionality. Some of the states are new. 


Submission Discard

Administrative Ability to Discard
IRBC or IRBD ability to discard submissions in the following states:

Clarifications Requested (Committee Review) Updating Study
Clarifications Requested (Designated Review) Pre-Submission
Clarifications Requested (Pre-Review) Pre-Review
Modifications Required Committee Review
Disapproved Invitation Pending
Deferred Pre-Review Completed
Awaiting Site Materials (sIRB site) Non-Committee Review

Pending sIRB Review (pSite)
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Presenter Notes
Presentation Notes
To enhance administrative functionality, the IRB coordinator and IRB director now have the ability to discard studies in various states. 

In addition, the PI, PI proxies, and primary contact will receive notifications when a submission is discarded. 

Previously, when a study was discarded, a notification was only sent to the assigned IRB Coordinator. 
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Study Tagging

© 2021 Huron Consulting Group Inc. and affiliates.



Presenter Notes
Presentation Notes
In this section, we describe the new study tagging feature. 


Study Tagging

New Settings Tab & Ability to Add Tags

IRB Settings

Agenda & Minutes Templates Ancillary Reviews Attachment Categories IRB Tags
-+

Filter by 2] Name ¥ | | Enter text to search n

< Add Filter

Name Active

E,f Minimal Risk Determination False
E,f Phase Il True
E,f Phase IV True
E,f Coronavirus Disease (COVID-19) True
E,f Cancer Research True
E,f Fast Track True
E,f Future Use False
74 NCI True
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Add IRB Tag

1.*IRBtag: @

2. * Active?
@ True O False Clear


Presenter Notes
Presentation Notes
A new IRB setting called “IRB Tags” enables users with the Site Manager and IRB Data Manager roles to add new tags and edit existing ones. 

The setting includes the ability to name/rename, activate/deactivate IRB tags.
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Study Tagging

New Activity “Manage Tags”

Next Steps Select One or More IRB Tags

Filterby Tag v * New IRB Activity, Manage Tags, that is

View Study . .
accessible to Site Managers and IRB Staff
Total Selected: 2 4 1-100f 10 M . . .
tao - with access to the IRB projects in all states.
Cancer Research
4 Send Letter [J Coronavirus Disease (COVID-19)
[J Fast Track
(& Prepare Letter
NCI
 Submit Designated Review 00 now tag for June Meeting
Assign Coordinator O Phase
Assign Primary Contact 0 Phasell .
Total Selected: 2 4 € 1-100of 10 » M

Assign Pl Proxy

Manage Ancillary Reviews

Manage Guest List

woE e

1. Associate tags:

Add Related Grant

Coronavirus Disease (COVID-19) Qo
¢ Add Comment Phase 1l e
® Add Private Comment 2. Comments:
Z] Copy Submission

@ Close Study (Admin)

£+ Manage Tags


Presenter Notes
Presentation Notes
A new activity, called “Manage Tags” allows Site Managers and IRB staff to associate one or more tags to an IRB submission. 

Tags can be added or removed, as needed. Associated tags can be viewed by selecting the Manage Tags activity.
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Study Tagging

New Standard Report — Submissions with Tags

Submissions with Tags Report of submissions with tags
. . . . .
Fiterby © |10 = | P actionse 3 New standard report Submissions with tags. Ability to filter
, by Name, PI First Name, Pl Last Name, Status & IRB
n = Add Filter
. Tags
ID Name :' First  Pllast g4 s IRB Tags
ame Name
RNIOO000025 g0 OSSN -SBR0ZZ TAS  gutem  administrator Discarded  TacActive Q. '
STUDYO00000149 AB:MSS#41322#1 Joe Bloggs (pi4) Approved Fast Track Q Submissions with Tags 9 Help
Cancer
STUDY00000294 AB:MSS#620#2 System  Administrator ggemefe‘;f;" EZ‘Teamh Q Filter by © |5 Tags ¥ | | Enter text to search Actionsv ¢
Phase | n Add _
+ Name
An Open-Label Study of the Efficacy PI First Name PIFirst Pl Last
STUDY00000014 and Safety of Re-Treatments with ~ Rebecca Simms (pi) Terminated  Test Tag1 o D PT Last Name Name  Name Status IRB Tags
Rituxi
Status
RNI00000025 IEEAT"J‘QS 18202274931 o stem ~ Administrator Discarded ~ TacActive  Q


Presenter Notes
Presentation Notes
Based on the new study tagging setting and activity, created a new standard report titled “IRB Submissions with Tags”. 

This report is accessible to Site Managers, Global IRB Reviewers, IRB Coordinators, and IRB Directors. 

The new report returns all IRB submissions that have one or more associated tags and enables the user to filter by tag. 
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Study Update
Setting

© 2021 Huron Consulting Group Inc. and affiliates.


Presenter Notes
Presentation Notes
In this section we highlight a new study update setting. 


IRB Settings Update
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New setting determines if Pls can execute Finalize Updates on External Single-Site Studies

= [R validate &f8 Compare

o Coner

Admin Offices

Notifications

~ Advanced Settings

Ancillary Review

Common Rule
Effective Date

Integration

IRB Exchange

~ Notification Extensions

Notification
Templates

~ SmartForm Extensions

IRB Submission

1. Automatically assign IRB coordinator to new modifications:

@ Yes O No Clear

2. Enable assigned coordinator to edit submissions on behalf of the study team:

@ Yes O No Clear

3. Enable PI proxies:
@ Yes O No Clear

4. Support review of VA research:

@ Yes O No Clear

5. Allow Pls to select the IRB office to review each new submission:

® Yes O No Clear

6. Allow IRB coordinators to change the IRB office assigned to a submission:

@ Yes O No Clear

SmartForm

QO Yes @ No Clear

» 7. Allow Pls to finalize study updates of external single-site studies:

New general setting allowing you to
determine if the Pl should be able to finalize
updates for external single-site studies

Selecting NO will remove the Finalize
Updates activity from the Pl workspace


Presenter Notes
Presentation Notes
A new setting allows IRB staff to determine if the PI should be able to finalize updates for external single-site studies. 

Selecting NO will remove the Finalize Updates activity from the PI workspace. 

This will prevent the PI from creating and submitting a Study Update without any central office involvement. 
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Pl Proxy
Consistency



Presenter Notes
Presentation Notes
In this section, we show PI Proxy consistency with reporting continuing review data. 
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Pl Proxy Consistency

Pl Proxy Can Submit Continuing Review Data

Next Steps
« The PI Proxy has ability to Report Continuing Review

View Study Data on sites and external studies.

Printer Version

Update Study Details

Report New Information

Assign Primary Contact
Manage Ancillary Reviews

Report Continuing Review
Data

Add Comment

® 0 & & ¥

Copy Submission


Presenter Notes
Presentation Notes
The PI Proxy now has the ability to Report Continuing Review Data on sites and external studies. This includes the multi-site study PI proxy for sites at single IRBs of record. 
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For More Information

See Additional Documentation and Training

* Documentation:
o Deploying IRB 10.5 in Solution Central
o Using IRB 10.5 in Solution Central

* Training:

o Getting Started with Huron IRB v10.5 in the Huron Learning Lab

— Will release by the end of December


Presenter Notes
Presentation Notes
For more information on IRB 10.5, please refer to the documentation and training referenced here.

http://techpubs.huronsoftware.com/hrskb/hrskbmaster.htm#../Subsystems/IRB_Deployment_Guide_V10.5/Content/Overview/DE-DeployingSolution.htm
http://techpubs.huronsoftware.com/hrskb/hrskbmaster.htm#../Subsystems/IRB_UserGuides_V10.5/Content/Welcome.htm
https://huronsoftware.talentlms.com/index

) HURON
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Presenter Notes
Presentation Notes
Thank you for taking the time to review this IRB 10.5 Release Overview. For more information, please contact your Huron representative, who will be happy to assist further.


http://www.huronconsultinggroup.com/
http://www.linkedin.com/company/huronconsulting
http://twitter.com/Huron
http://www.facebook.com/HuronConsulting
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