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All Applicable Modules — Find a Study iRIS™ v13.01

Introduction

The iRIS™ system includes a robust, flexible search tool for locating studies by study number, study alias, study
key words, reference number, Principal Investigator (whether active or inactive), Key Study Personnel, drugs or
devices associated to the study, and more. The tool also allows for creation of custom search filters.

Note that while the screenshots shown in this manual are from specific iRIS™ modules (e.g., IACUC, Animal
Resource Center, etc.), the following features and functionality discussed are the same across all modules where
the “Find a Study” link and page are employed.

IM

System labels are configurable by the institution. The terms “study” and “protocol” are used interchangeably in

this manual and the included screenshots.

Navigation in iRIS™

iRIS™ includes two standard navigation tools on all pages that are nested one or more levels beneath the
primary module workspace page (e.g., Study Assistant, Conflict of Interest Assistant, Animal Resource Center,
etc.): a Path directory tree and a Back button.

Path Directory Tree

The Path item at the upper left of the iRIS™ header provides a hyperlinked menu directory tree, allowing the
user to quickly navigate back through the path they followed to get to their current location. Path appears on all
pages nested at least one level beneath the main workspace

In the example shown below, the user is viewing the Broadcast Notice @ Add a new notice page. This page is
nested three levels beneath the main workspace page, as indicated by the three links available in the Path
directory tree: Home, board admin and broadcast notice.

Account: John Smith
De. i W

narimen H neral Hospita b Metrice Calendar @ Help - My Profile ~ G+ Log out
Path: Home > board admin > broadcast notice

Broadcast Notice Kl Back

RIS bv%ﬁhedms

Integrated
Research Information System

My Workspaces & IRB

Click on broadcast notice in the Path to navigate up one level in the directory tree, to the main Broadcast Notice
page. There are now two levels in the Path directory tree: board admin and Home.

7] Account: John Smith

RIS By . ,

ko edRIS T (6811 S = (R i 5 pretescs Eale"dar (Dnelp & myrprofile + [ ELogout
Research Information System Path: Home > board admin

My Workspaces & IRB Broadcast Notice

Click on board admin in the Path to navigate up one level in the directory tree, to the Board Administration
page. There is now one level in the Path: Home.
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All Applicable Modules — Find a Study iRIS™ v13.01

ErIR’S by H Account: John Smith =y
o 2 oo [Elam]
Integrated Path: Home b Metrics Calendar @ Help LY b= CrLog aut

Research Information System

My Workspaces = IRB Board Administration n —

Click on Home in the Path to navigate up one level in the directory tree to the main workspace page. No Path
item is displayed here because the user is now at the top-most level of the directory tree.

&iRIS b X Hello John Smith _
! M’ edRIS T [ i S | metrics Calendar (Dynete LD Tutorial & My Profile - -G-Lug out
ey irforsation Systam 06/24/2021 03:21 PM PDT
My Workspaces = IRB

IRB B

Select the Committee: | Committee 1 |

¥ L L ‘%"‘ EI B =

Find a Study y Reviewer Reviewer Dashboard Meeting Agenda Meeting Minutes Meeting Manager Meeting Availability

nnnnnnnnnn

Back Button
The second navigation tool is the Back button, which appears on all pages nested at least one level beneath the
main workspace. The Back button takes the user to the same location as the last link shown in the Path.

Account: John Smith
Department: HW 42 - General Hospita
Path: Home > board admin > broadcast notice

My Workspaces & IRB Broadcast Notice

RIS ”Y%i*nedﬂls

Integrated
Research Information System

e ® -
b Metrics Calendar @ b=t LY Cotheils CrLog out

In the example shown above, both the Back button and the broadcast notice link in the Path return the user to
the Broadcast Notice page.

Account: John Smith

it fe] . .
o - General Hospital red Metrics Calendar @ Help - My Profile ~ G+ Log out

WiRIS bv/@ti}lleunls i e

Integrated
Research Information System

My Workspaces & IRB Broadcast Notice

Clicking the Back button on the Broadcast Notice page returns the user to the Board Administration page, as
indicated by the last link in the Path directory tree shown in the screenshot above.

Note that where the Back button appears on a page with editable fields or document upload controls, clicking the
button before saving changes returns the user to the same location as the last link shown in the Path without
saving changes.

Find a Study Page
Click a valid Find a Study link (Home > [module] > Find a Study) to open the Find a Study page (shown below).

©2021 iMedRIS Data Corporation2



All Applicable Modules — Find a Study

My Workspaces [ Study Assistant Find A Study Kl Back

iRIS™ v13.01

rFind a Study Filters @

Display Projects by: | IRB Number v

Study Alias: |

Sponsor: |

Principal Investigator: |

Department: |

[ | B - | |
==

Commen Rule: [ All

IRB ion Date

IRB Number: |

Study Status: [ Al

v

Study Classification: | Al

v

Reference Number: |

Include Studies that have not been O

assigned an IRB Number:

0 result(s) found...

Study Status. IRB Number IRB Expiration Date

Study Alias

Principal Investigator

Study Title

Advanced Find
Options

Application
Find Options

Reset
)/ Find Options

2

Find ...

Mo Studies found that match the filter criteria

Enter or select desired search criteria in the Find a Study Filters section (described below) and click the Find
button to execute the search. Click the Reset Find Options button to reset all filter fields.

Find a Study Filters
[~ Find a Study Filters @
Display Projects by [ IRS Number ~
Study Alias: | |
Sponsor: | |
Principal Investigator: | |
Department: | |
IRB Expiration Date | | = - I ‘ -'
Common Rule: [ Al v

IRB Number: |

Study Status: | Al

Study Classification: | Al

Reference Number: |

Include Studies that have not been
assigned an IRB Number:

The Display Projects by dropdown allows for study filtering by number type (e.g., study/protocol number, IRB

number).

Text entry fields are provided to search by full or partial Study Number/Alias, Sponsor, Department, IRB

Number or Reference number.

The Principal Investigator (PI) field can be used to search by full or partial Pl name and includes a button to
toggle the search between Active or Inactive Pls. As shown below, the button is toggled to Active by default.

— Find a Study Filters {D

Display Projects by:
Study Alias:

| IRE Number

Sponsor: |
Principal Investigator: |
Department: |

|

|

|

|
IRB Expiration Date |:| _I |:| _I

Common Rule: | All
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All Applicable Modules — Find a Study iRIS™ v13.01

Click the Active button to toggle it to Inactive, as shown below.

rincipal Investigator: |

Note that it is not possible to search by both Active and Inactive Pls simultaneously.

The Location Status dropdown enables filtering by Location Status. Note that Location Status is configured by
the institution under System Administration > Setup Locations Status.

The Study Status dropdown provides a pick list to filter the search by study status. Click an item in the list to
select it.

The Study Classification dropdown provides a pick list to filter the search by study classification. Click an item in
the list to select it.

Calendar widgets are provided for searching by IRB Expiration Date range. Available date range options are as
follows:

— to limit the search to studies whose IRB Expiration Date occurs on or after a specific date,
click the left-hand calendar widget and select the desired start date; leave the right-hand
date field blank

— to limit the search to studies whose IRB Expiration Date occurs on or before a specific date,
click the right-hand calendar widget and select the desired end date; leave the left-hand date
field blank

— to limit the search to studies whose IRB Expiration Date occurs between two specific dates,
select the desired start date using the left-hand calendar widget and the end date using the
right-hand calendar widget

Find a Study Advanced Find Options
Additional search options and filters are available via the Advanced Find Options button, as shown below.

IRE Number: | | I Advanced Find I
Protocol Status: | All - | Options

Protocol Classification: |AII Vl @ Application
Find Options

Reference Number: | |

3cols that have not been M

ssigned an IRE Number: '— Reset

)/ Find Options

ﬁ Find ...

Click the button to open the Find A Study: Advanced Search Options popup, shown below.

©2021 iMedRIS Data Corporation4
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Find A Study: Advanced Search Options X

[~ Key Study Personnel @

Sele—cl User Name: |

Select User Role(s):

[ principal Investigator

[ additional Principal Investigator
[ co-Investigator

[ Faculty Advisor

[ Murse

[ study KsP1

ades ke

[~ Drugs associated to Study ®

Trade Name: | |

Generic Name: | |

Investigational Name: | |

[~ Devices associated to Study @

Device Name: | |

[~ Drugs associated to IACUC Study @

Trade Name: | |

Generic Name: | |

Investigational Name: | |

[~ Restraint Devices associated to TACUC Study @

Device Name: | |

[~ Species assocated to IACUC Study ®

Species Name: | —-None-- R

™ Issues Reported to the Board @

Issue Type: | —NoNe-- v| -

@ Cancel @Apply

Note that the number of panels that appear in this popup window is dependent on which module “Find a Study”
is being access from. In this particular example, the IACUC assistant “Find a Study” is used, and the popup
includes panels for 8 different advanced search criteria:

— Key Study Personnel

— Drugs associated to Study

— Devices associated to Study

— Drugs associated to IACUC Study

— Restraint Devices associated to IACUC Study
— Species associated to IACUC Study

— Issues Reported to the Board

©2021 iMedRIS Data Corporation5
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— Study Key Words

Enter desired search criteria in one or more of the panels (see following subsections) and click the Apply button
to apply the filter criteria to the main Find A Study search page. As shown below, when advanced search criteria
are selected, the Advanced Find Options button on the Find A Study page updates with a yellow background
and green checkmark to indicate that these options are in use.

Advanced y

Find *r'

Options

Click the Cancel button on the Find A Study: Advanced Search Options popup to close it without applying any of
its search criteria to the main Find A Study page.

To clear individual Advanced Find Options, click the Advanced Find Options button to reopen the Find A Study:
Advanced Search Options popup. Clear any search criteria previously entered there and click the Apply button at
the bottom of the popup.

Click the Reset Find Options button on the Find A Study page to clear all selected filters and/or search criteria.

For the remainder of this subsection, individual panels of the Find A Study: Advanced Search Options popup are
discussed in isolation.

Key Study Personnel
The Key Study Personnel panel provides three (3) search options:

— Search for studies by the full or partial User Name of assigned Active study personnel
— Search for studies by the full or partial User Name of assigned Inactive study personnel
— Search for studies by User Role of assigned study personnel

As shown below, when the Find a Study: Advanced Search Options is initially opened, the Active button is
enabled for the Select User Name field.

™ Key Study Personnel 0]

elect User Name: |

Select User Role(s): [

| Principal Investigator

Additional Principal Investigator

Co-Investigator

Faculty Advisor

MNurse

Study K5P1

[T T .

To search Active study personnel by User Name, enter the full or partial name in the Select User Name field.

©2021 iMedRIS Data Corporation6
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To search Inactive study personnel by User Name, click the Active button to toggle it to Inactive, then enter the
full or partial name in the Select User Name field.

Note that it is not possible to search by both Active and Inactive study personnel at the same time.

™ Key Study Personnel @

Inactive |elecl User Name: |

Select User Role(s):

Principal Investigator

Additional Principal Investigator

Co-Investigator

Faculty Advisor

Nurse

Study KSP1

[ I I

To search by User Role(s), select the desired checkbox(es) in the Select User Role(s) section. Note that the roles
available here will depend on your specific system configurations. Some common roles that may appear are:

— Principal Investigator

— Additional Principal Investigator
— Co-Investigator

— Faculty Advisor

— Nurse

— Study KSP1

— Study Author

— Contact

— Department Administrator
— Administrative Assistant

— Site Contact

— Additional Project Manager
— Project Staff

— Project Manager

The Active/Inactive Select User Name and Select User Role(s) fields can be used separately or concurrently.

©2021 iMedRIS Data Corporation?7
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Drugs associated to Study
This panel is used to search for studies based on Drugs associated to Study by Trade Name, Generic Name
and/or Investigational Name.

Drugs associated to Study @

Trade Name: | |

Generic Name: | |

Investigational Name: | |

Enter the full or partial drug name in the desired field(s).

Note that a separate panel, Drugs associated to IACUC Study, is provided further down in the popup window for
searching by IACUC-specific study drugs.

Devices Associated to Study
This panel is used to search for studies by Devices associated to Study.

Device Name: |

|’Z)E-'\.'icss associated to Study (D

Enter the full or partial Device Name to use this search option.

Note that a separate panel, Restraint Devices associated to IACUC Study, is provided further down in the popup
window for searching by IACUC-specific study restraint devices.

Drugs associated to IACUC Study
This panel is used to search for IACUC studies based on Drugs associated to IACUC Study by Trade Name,
Generic Name, and/or Investigational Name.

Drugs associated to TACUC Study @

Trade Name: | |

Generic Name: | |

Investigational Name: | |

Enter the full or partial drug name in the desired field(s).

Note that a separate panel, Drugs associated to Study, is provided higher up in the popup for searching by
non-IACUC study drugs.

Restraint Devices associated to IACUC Study
This panel is used to search for IACUC studies by Restraint Devices associated to IACUC Study.

©2021 iMedRIS Data Corporation8
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Restraint Devices associated to IACUC Study @

Device Mame: |

Enter the full or partial Device Name to use this search option.

Note that a separate panel, Devices associated to Study, is provided higher up in the popup for searching by
non-IACUC study devices.

Species associated to IACUC Study
This panel is used to search for IACUC studies by Species associated to IACUC Study.

Species Name: | —-nene-- hal

|’Species associated to TACUC Study (D

Click in the field to open the Species Name dropdown list.

|’Species associated to IACUC Study @

Species Name: | —-nNone-- w
’_Issues Reported to the Board ® Axis deer —'
Mouse

Click to select the desired Species Name from the dropdown list.

Note that only one item can be selected in the dropdown list.

Issues Reported to the Board
This panel is used to search for studies by Issues Reported to the Board.

Iszues Reported to the Board @

Issue Type: | —-none-- o |

The panel provides four (4) search options:
— Issue Type
— Issue reported on or after a specified date
— Issue reported on or before a specified date
— Issue reported between two specified dates

Click in the Issue Type dropdown list and click an item in the list to select it.

©2021 iMedRIS Data Corporation9
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~ Issues Reported to the Board ®

Issue Type: | -None-—- -
Issue Reported Range: 5 on iy of Interest k
Expedited Handling Event
— Study Key Words @ Mon-compliance

Prompily Reporiable Event
Key Words: | Reportable Event “I

Calendar widgets are provided for searching by issue reporting date.

~ Issues Reported to the Board (D

Issue Type: | —none-- A |
P | - —
0 |Jul w | 2021 «»| D
™~ Study Key Words @

Su Mo Tu We Th Fr Sa

ey Words: I
1| 2| 3
4| 5| & 7| 8 9|10

© coma| Qo

11(/12| 13| 14| 15 |16||17

18|19 20 21|22 | 23| 24
25/(26| 27| 28 |29||30( 31

Available date range options are as follows:

— to limit the search to studies whose issue reporting date occurs on or after a specific date,

click the left-hand calendar widget and select the desired start date; leave the right-hand
date field blank

— to limit the search to studies whose issue reporting date occurs on or before a specific date,

click the right-hand calendar widget and select the desired end date; leave the left-hand date
field blank

— to limit the search to studies whose issue reporting date occurs between two specific dates,
select the desired start date using the left-hand calendar widget and the end date using the
right-hand calendar widget

Note that the Issue Type and Issue Reporting Range fields can be used individually or in combination to search
by reported issues.

Study Key Words
Use the Study Key Words field to search for studies by keyword.

Study Key Words (D

Key Words: |

Enter desired Key Words to use this search option.

©2021 iMedRIS Data Corporation10
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Find a Study Application Find Options

Click the Application Find Options button to create and save application (module) -specific filters for re-use as
needed.

Note that Application Find Options filters can be used in conjunction with any other search criteria and filters on
the Find a Study page, including Advanced Find Options.

Advanced Find

C Number: | | Options
e (a v] @ Application Find
isification: | All o | Options

e Number: | |

Reset

The Find A Study: Application Search Filters page opens.

Find A Study: Application Search Filters X

Add a New Application Filter

Manage Filters:

Select| Edit |DeleteFilter Name

IRE Drug Data Value Filter

Criteria to Apply: Mo filter selected.

Cancel Apply

Click the Cancel button to close the page without making changes or applying filters to the current search.

©2021 iMedRIS Data Corporation11
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Click the Add a New Application Filter button to open an add panel. In the following example a search filter is
created for IACUC applications, but the same general process applies to creating IRB application filters.

Find A Study: Add Application Search Filter X

*Filter Name: | |

*Share this Filter: () vz @ g

Comments:

Add a new Filter Criteria

What Section?

Order |What Application? B —————————L L e T Comparator
What Question?
No validation clauses defined for this branch.

Return to List Save

Enter the desired Filter Name.

Select “Yes” or “No” for Share this Filter. A selection of “Yes” makes the filter available to other users, a selection
of “No” keeps the filter private to the person who created it.

Enter any desired Comments (e.g., a description of the filter’s purpose).

Click the Add a new Filter Criteria button to construct the filter.

©2021 iMedRIS Data Corporation12
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Find A Study: Add Application Search Filter X

*Filter Name: |IACUC Survival Study Screen

*Share this Filter: @) ves () g

TACUC Survival Study Screen

Comments:

Add a new Filter Criteria

What Section?

Order|What Application? -— What Column? Comparator
What Question?
No validation clauses defined for this branch.

Return to List Save

As shown below, a new record populates in the filter criteria table.

©2021 iMedRIS Data Corporation13
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Find A Study: Add Application Search Filter

#Filter Name: [IACUC Survival Study Screen |

*Share this Filter: @) yves () o

TACUC Survival Study Screen

Comments:

Add a new Filter Criteria

What Section?
oOrder (What Application? -_————|What Column?

Comparator
What Nuectinn?

Return to List Save

The fields in this criterion record are used to filter search results based on the answer(s) to specific question(s) in
a study/project application form.

In this example, the filter will limit search results to those studies where the justification for using animal

subjects is based on complexity of the study model and all study animals are expected to survive. Two different
study application criteria must be added to the filter:

— arationale of “The complexity of the processes being studied cannot be duplicated or modeled in
a simpler system,” must be selected in response to the Animal Justification field of the
application

©2021 iMedRIS Data Corporation14
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Section view of Application | | Entire view of the Application |

1.0 B General Information

2.0 [ SetuP Dapartment(s) ’
Access

7.2 Animal justification
Grant Key Persannel
0B access to the study . ~
Justify the use of live vertebrate animals rather than alternative means.
4.0 Bl Form Information Provide a rationale for the use of animals in your research o class.
Check all that apply:
5.0 B project Identificati 5 N
e s The complexity of the processes being studied cannot be duplicated or modeled in 5 simpler system.
Personnel Identification
60 B and Qualifications

[] Teaching protocal to prepare students, to develop skills, or understand processes
PPY=) P roiect Description and N
: Procedures |:| Other

Provide further explanation of your selection(s) made above:

[] There is not enough information known about the processes being studied to design nonliving models.

Extant literature on this topic is sparse

— the answer to the question, “Is death (without euthanasia) a planned endpoint of the study?”
must be “No”, as shown below

Section view of H ire vi the Applicati

FISQUETICY YW U YOI SLar WIR QUSETVE WS ST ORGSR D provEauTSs
1.0 B c | Informati

2.0 @ Setup Deparmenti)

Describe how of

oo b

roject Description an 7.10 Animal Removal from Study
PN project Description and ly

Procedures

Explain at what point and by what objective criteria (such as elinical condition) the animals may be euthanized or removed from the study/class. A list of clinical or
physiolagical signs andfor a numeric scale to evaluate animal wellbeing s recommended.

7.11 TIs death (without cuthanasia) a planned endpoint of the study? ’

Oves ®@no

1f yes, explain why an earlier end point is not acceptable:

The Order field dictates the priority level of the criteria item in the overall filter. When the filter consists of a
single criterion, the Order for that criterion is “1”. When multiple criteria are added to the filter, their Order
values can vary.

Add a new Filter Criteria

What Section?
Order | What Application? - |wWhat Column?
What Question?
® --none-- ¥ || --none-- ¥ || --none-- ¥ || --none-- v
--none-- v

Click on the What Application? field and select the applicable application/module from the dropdown list. In this
example the “IACUC APPLICATION (ANIMALS)” option is selected, as shown below. Note that all comboboxes in
this window are searchable via the text box displayed directly above the dropdown list.

©2021 iMedRIS Data Corporation15
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Find A Study: Add Application Search Filter

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @) ves (o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria

‘What Section?

Order (What Application?

What Question?

--none-—-

Apliacion de IACUC

IACUC APPLICATION
(ANIMALS)

IACUC Data Values

IBC APPLICATION (BIO-
AFETY)

INSTITUTIONAL

REVIEW BOARD
APPLICATION -

Return to List Save

The What Section? and What Question? dropdown lists are automatically populated with items applicable to
the application/module selected in the What Application? field.

Click in the What Section? field and select the study application section in which the first question applicable to

the filter is found. In this example, the “(400) - Project Description and Procedures” section is selected, as shown
below.

©2021 iMedRIS Data Corporation16
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Find A Study: Add Application Search Filter x

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @) ves (o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria

What Section?

Order |What Application? —_|What Column?
What Question?

® 1|| TACUC APPLICATION (ANIMALS) « --none-- - --none-- v --none-- -

{100) - NOTE: The IACUC recommends
investigators contact

(200) - Project Identification

(300) - Personnel Identification and
Qualifications

{350) - Use of Privately Owned Animals

(400) - Project Description and
Procedures

Return to List Save

Click in the What Question? field and select the question applicable to the filter. In this example, the “(22) —
Animal justification” question is selected, as shown below.

©2021 iMedRIS Data Corporation17
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Find A Study: Add Application Search Filter x

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @) ves (o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria

What Section?
Order (What Application? - |WhatColumn?

Comparator
What Question?
® 1||| IACUC APPLICATION (ANIMALS) « (400) - Project Description and Procedures ™ --none-- v --none-- -
--nane-- .

[
R
{10) - Lay Summary

{24) - Species justification

{26) - Animal number justification

{30) - Expenmental Design

(40) - Procedures

(500 - Blood/Tissue/Other Samples -
DTIY

Return to List Save

Recall that in the IACUC study application, four possible answers to this question and an explanation field are
provided, as shown below.

Section view of Application | | Entire view of the Application |

1.0 General Information

2.0 Setup Department(s)
Access

7.2 Animal justification

3.0 Grant Key Personnel
access to the study . . X .

Justify the use of live vertebrate animals rather than altemative means.

4.0 Form Information Provide a raticnale for the use of animals in your research or class.

Check all that apply:

5.0 B project Identificati ) ) ) ) o

roie entiication he complexity of the processes being studied cannot be duplicated or modeled in a simpler system.(1)

6.0 [ Personnel Identification [[] There is not enough information known about the processes being studied to design nonliving modeis. (2)

and Qualifications

O Teaching protocol to prepare students, to develop skills, or understand processes (3)
7.0 Project Description and oth n
: Procedures D er (4)

Provide further explanation of your selection(s) made above:

Extant literature on this topic is sparse

Two components, or columns, are stored as the answer to this question.

The first column contains one or more entries of the number 1 to 4), indicating which checkbox is selected.
Multiple entries can be stored in the response because the user can select more than one checkbox. In the
database this column is named “IACUC_ANI_JUST”.

©2021 iMedRIS Data Corporation18
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The second column contains any text entered in the “Provide further explanation of your selection(s) made
above:” text box. In the database this column is named “IACUC_ANI_JUST EXP”.

Note: Because column titles are not always named in descriptive, plain English, strong knowledge of the fields
and tables involved in constructing the filter is required to avoid errors.

Click on the What Column? field and select the column that contains the data value applicable to the filter. In
this example “IACUC_ANI_JUST” is selected.

Find A Study: Add Application Search Filter

*Filter Name: [IACUC Surival Study Screen |

“Share this Filter: @) ves () o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria

Order (What Application? —  _|What Column?

® 1||| IACUC APPLICATION (ANIMALS) ¥ || (400) - Project Description and Procedures ¥ ||| --none-- & ||| --none--

I IACUC_ANI_JUST I

IACUC_ANI_JUST_EXP

(22) - Animal justification -

Retumn to List Save

As shown below, because the answer to this question offers four possible options in response, a “Which
Option?” field appears to enable further specification.
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Find A Study: Add Application Search Filter x

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @) ves (o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria

What Section?
Order |What Application? - |What Column? Comparator
What Question?
® 1|| IACUC APPLICATION (ANIMALS) ¥ || (400) - Project Description and Procedures ¥ || IACUC_ANI_JUST * || --none-- v Yes LNo
(22) - Animal justification * Vwhich Option?
--none-- v

Return to List Save

As explained above, the dropdown list contains four options. In this particular example, the first option (“The
complexity of the processes being studied cannot be duplicated or modeled in a simpler system.”) is selected, as
shown below.
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Find A Study: Add Application Search Filter

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @ ves (o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria
What Section?
Order |What Application? What Column?
What Question?
® 1| IACUC APPLICATION (ANIMALS} ~ || (400} - Project Description and Procedures ¥ || IACUC_ANI_JUST * || --none-- v IYes I No
(22) - Animal justification * | which Option?

1 a

(N

--none--

J-\WNI\;!

Return to List Save

Click in the Comparator field and select the desired item from the dropdown list. Comparators are used as

follows:

— EQUAL is used for comparisons against either text or numeric field values and is equivalent to
the “=” mathematical operator; the Value entered for comparison must exactly match the
value entered in the application form, including all letters, spaces and characters when used

for text field comparisons

— NOT EQUAL is used for comparisons against either text or numeric field values and is
equivalent to the “#” mathematical operator; the Value entered for comparison must not
match the value being compared in the application form, including all letters, spaces and
characters when used for text field comparisons (e.g., NOT EQUAL to “Syrian hamsters” is
not the same comparison as NOT EQUAL to “hamster”; the former comparison would
exclude all records containing the specified species “Syrian hamsters”, the latter would
exclude all records with the word “hamster” anywhere in the species field)

— LESS THAN is used for numeric field value comparisons only and is equivalent to the “<

mathematical operator

— LESS THAN EQUAL is used for numeric field value comparisons only and is equivalent to the

“<” mathematical operator
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— GREATER THAN is used for numeric field value comparisons only and is equivalent to the “>”
mathematical operator

— GREATER THAN EQUAL is used for numeric field value comparisons only and is equivalent to
the “2” mathematical operator

Find A Study: Add Application Search Filter X

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @ ves () o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria

What Section?
Order |What Application? —  |What Column?

Comparator

What Question?
® 1| IACUC APPLICATION (ANIMALS) ~ || (400) - Project Description and Procedures ¥ || IACUC_ANI_JUST v ||| --none-- a |Jves LNo

{22) - Animal justification ¥ | \which Option?

EECN
1 .

EQUAL

NOT EQUAL

LESS THAN

LESS THAN EQUAL
GREATER THAN

GREATER THAN EQUAL

Retum o List Save

Select the Value against which the Comparator will be used.
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Find A Study: Add Application Search Filter x
*Filter Name: [IACUC Survival Study Screen |
“Share this Filter: @) ves (o
IACUC Survival Study Screen
Comments:
y
What Section?
Order |What Application? —————————————————————————————————|What Column? rator Value
What Question?
® 1|| IACUC APPLICATION (AMIMALS) « {400) - Project Description and Procedures v TACUC_ANI_JUST v EQUAL v m
(22) - Animal justification * | which Option?
1 -
Return to List Save

In the case of Yes/No select checkboxes or radio buttons, three possible options may be shown in the Value
column:

— “Yes”, which is the value stored in the database when the checkbox/radio button for the item
is selected

— “No”, which is the value stored in the database when the checkbox/radio button for the item
is not selected

— “Not Set”, which is the value stored in the database when no checkbox(es)/radio button(s) for
the item is(are) selected, indicating that the question was not answered; this option is only
available for fields where a response is not required in the study application, or for draft
applications where the question has not yet been answered

The example shown below demonstrates behavior of the Value field when the filter comparison is against a text
entry.
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Find A Study: Add Application Search Filter

*Filter Name: ‘IACUC Survival Study Screen

“Share this Filter: @) ves (o

IACUC Survival Study Screen

Comments:

(10) - Project Participants Prior to approval of the AU =

® 1||| IACUC APPLICATION (ANIMALS) v ||| (300) - Personnel Identification and Qualifications - PI_EM_PHONE

Add a new Filter Criteria

—none-- = | |(555) 5555555

Return to List Save

In this type of comparison, the Value column contains a text entry field.

Returning to the original filter example, a second filter criterion is required to fulfill the filter parameters. Click

the Add a new Filter Criteria button to add another filter criterion.
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Find A Study: Add Application Search Filter

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @) ves (o

IACUC Survival Study Screen

Comments:

What Section?

Order |What Application? What Column?

®

What Question?

IACUC APPLICATION (AMIMALS) « {400} - Project Description and Procedures v IACUC_ANI_JUST v

(22} - Animal justification * | which Option?

1

Add a new Filter Criteria

Comparator

EQUAL v

Return to List Save

A second criterion record appears below the first.
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Find A Study: Add Application Search Filter x

*Filter Name: [IACUC Survival Study Screen |

“Share this Filter: @) ves (o

IACUC Survival Study Screen

Comments:

Add a new Filter Criteria

Order |What Application? - | What Column?
What Question?
® 1| IACUC APPLICATION (ANIMALS) v || (400) - Project Description and Procedures ¥ || IACUC_ANI_JUST + ||| EQUAL | ®@Yes Ono
(22) - Animal justification ¥ |\which Option?
1 -
® 2|/| --none-- hd --none-- A --none-- A --none-- hd
--none-- v

Return to List Save

Follow the same steps as for the first criterion row to populate the new row. In this example, the second
comparison is against the answer to the question, “Is death (without euthanasia) a planned endpoint?”

Find A Study: Add Application Search Filter x

*Filter Name: [ IACUC Survival Study Screen |

“Share this Filter: ® vez O o

IACUC survival study Screen

Comments:

‘Add a new Filter Criteria

Order |what Application? T — e L
What Question?
® 1| | 1ACUC APPLICATION (ANIMALS) ¥ || (400) - Project Description and Procedures * || 1ACUC_ANI_UST v ||| EQuaL v | ®ves Ono
(22) - Animal justification " | which option?
1 -
® 2| | IACUC APPLICATION (ANIMALS) ¥ || (400) - Project Description and Procedures ¥ || _500_100_DEATH_NO_EUTHANASIA_YN v || EQuAL v || Oves ®no Onot ser
(150) - Is death (without euthanasia) a planned endpoint -

[Foumiotet |
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The filter in this example is now complete. If additional criteria rows are needed, click the Add a new Filter
Criteria button and follow the steps outlined above to add and populate them.

If any criteria are added in error, click the delete icon in the far-left column to remove the unwanted criteria. A

confirmation popup window displays.

Find A Study: Add Application Search Filter

*Filter Name: [ IACUG Survival Study Screen ]

*#Share this Filter: ® ves O o

IACUC Survival Study Screen

Comments:

Order |What Application?

® 1] | 1ACUC APPLICATION (ANIMALS: = || (400) - Project Description and Procedures = || 1ACUC_ANI_UST
(22) - Animal justifieation * | which option?
1
® 2| | IACUC APPLICATICN (ANIMALS) = || (400) - Project Description and Procedures ¥ || _500_100_DEATH_NO_EUTHANASIA_YN
(150) - Is death (without euthanasia) a planned endpoint v

Add a new Filter Criteria

[ equa -] ®ves Ono

+ ||| EquaL v || Oves ®no Onot et

(Faumaiat)

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM

Click CANCEL to close the popup without deleting the criterion.

Click CONFIRM to delete the record and close the popup.

CANCEL

Back on the Find A Study: Add Application Search Filter popup, click the Return to List button to close the

popup without saving the filter.

Click the Save button to save the filter and close the popup.
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Find A Study: Add Application Search Filter X

*Filter Name: [ IACUG Survival Study Screen ]

“Share this Filter: ® ves () o

IACUC Survival Study Screen

Comments

‘Add a new Filter Criteria

What Section?

Order |What Application? - |What Column?
What Question?

® 1| || 1ACUC APPLICATION (ANIMALS) * || (400) - Project Description and Procedures ¥ || IACUC_ANI_JUST ¥ ||| EQuUAL v | ®ves Ono
(22) - Animal justification * || which option?
1 -
® 2| || IACUC APPLICATION (ANIMALS) = || (400) - Project Description and Procedures * || _500_100_DEATH_NO_EUTHANASIA_YN ¥ || EQUAL + | Oves ®no Onot set
(150) - Is death (without euthanasia) a planned endpoint M

Return to List

If Save was clicked, the filter is added to the Find A Study: Application Search Filters page.

Find A Study: Application Search Filters X

Add a New Application Filter

Manage Filters:

Select| Edit |Delete|Filter Name
@] @ ® IACUC Survival Study Screen

(@] IRB Drug Data Value Filter

Criteria to Apply: No filter selected,

Cancel || Apply
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Click the icon in the Edit column (shown below) for any filter on the page to reopen the add panel for that filter
and make revisions.

Find A Study: Application Search Filters X

Add a New Application Filter

Manage Filters:

Sele|:t| Edit |Delete|Filter Name

QO ® IACUC Survival Study Screen

IRE Drug Data Value Filter

Criteria to Apply: Mo filter selected.

Cancel Apply

Click the icon in the Delete column (shown below) for any filter on the page to delete the associated filter.
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Find A Study: Application Search Filters X

Add a New Application Filter

Manage Filters:

Select| Edit |Delete|Filter Name

I;" @ IACUC Survival Study Screen

IRB Drug Data Value Filter

Criteria to Apply: Mo filter selected,

Cancel Apply

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM

Click CANCEL to close the popup without deleting the filter.
Click CONFIRM to delete the filter and close the popup.

Select the radio button in the Select column to display a preview of Criteria to Apply for the applicable filter, as
shown below.
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Manage Filters:
Select Edit (Delete|Filter Name

E Il'} ® IACUC Survival Study Screen

IRB Drug Data Value Filter
Criteria to Apply: What Section?
Application

What Question?

?‘PJII_II‘IC‘!&'I:I‘S " and Procedures
ANIMALS)

Sechbion:
Question: {22) -

Animal justification

AFITI_II‘IC‘AT’I'C =8CUeM:  and Procedures
(ANIMALS) {150) - Is death (without
Question: euthanasia) a planned
endpoint

{400) - Project Description

cosin . (400) - Project Description

Find A Study: Application Search Filters

What Column?

IACUC_ANI_JUST

Justification
Which Option?
1 v

_500_100_DEATH_NO_EUTHANASIA_YN EQUAL

- IACUC Animal

Add a New Application Filter

EQuaL ®ves Ono
COes ®no O
Mot Set

Cancel Apply

Note that temporary changes can be made to active fields in the Criteria to Apply preview before applying the

filter, but these changes will not be saved to the filter. To make and save changes to the filter, click the icon in the

Edit column.

Click the Cancel button to close the Find A Study: Application Search Filters page without applying the selected

filter.

Click the Apply button to close the page and apply the selected filter. As shown below, the Application Find
Options button on the Find A Study page updates with a yellow background and checkmark to indicate saved

application filters are in use.
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My Workspaces Study Assistant Find A Study El Back

[~ Find a Study Filters ®
Display Projects by: | IRE Number | IRB Number: | A:iivanced
Find Options
Study Alias: | | Study Status: | Al v =
Sponsar: | | Study Classification: | Al ] @ APDFI'[tadtion @
I
[ e ot ! —
Department: ‘ | Include Studies that have not been N Reset
- i assigned an IRE Number: v Find
Options
IRB Expiration Date | = - | |
[E=\ ﬁ )
Find ...
Common Rule: | All v
1-25 p

68 result(s) found...

2010 Study Alias

Application Find Options remain active on the Find a Study page until the filter selection is cleared.

When more than one Application Find Options filter is in use, to clear an active filter click the Application Find
Options button to reopen the Find A Study: Application Search Filters page. Clear the Select column radio
button for any filter(s) to be removed from the search and click the Apply button at the bottom of the page.

Click the Reset Find Options button on the Find a Study page to clear all selected filters and/or search criteria.

Application Find Options filters can be used in conjunction with any other search criteria and filters on the Find
a Study page, including Advanced Find Options.

Viewing a Study Record

To view a study in the Find a Study results, click the study’s G icon in the Open column.

Advanced Find

Find a Study Filters @ 2
Options
Display Projects by: | IRE Number ~ IRB Number: [21-476 |
Study Alias: [ malaria | Study Status: [ All v @ A""'["‘Slti";’:;"'d
Sponsor: [ | Study Classific: : [All v
Principal Investigator: | | Reference Number: | | v = :S“tf
in, ions
| Include Studies that have not baen D G
assigned an IRB Number: ﬁ
Find ...
| EH - | | B
Common Rule: [ All v % Download
= Result(s)

1 result(s) found...

2019 Common
Study Status IRB Number Fule?

IRB Expiration Date Principal Investigator

Malaria in Juveniles Investigator, John

IRB-21-476 06/24/2022

The selected study is opened and the user taken into the study record. By default, this page opens to the
Submissions tab, as shown in the screenshot below.
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Submissions  Study Management  Subject Management

S pedlEss _

Protocol Items ®  Submissions History

®  Study Correspondence

®  study Application

Outstanding Submission(s)

®  Informed Consents »
Process
Request Type Submission

Ref

®  Other Study Documents + Number

)

Waiting for

Protocol Items FI“iIIlaEID“
of Reuting

List

Click on the hyperlink to edit/view the submission.

B study Amendment Form

®  Contract Documents

Retract
001316 Submission

®  Reportable Event Form

®  Initial Review Submission Form

Regulatory Forms

Continuing Review Submission Form

Study Amendment Form

Study Closure Form

Unanticipated Events Form

Yearly Check-in Form

The Submissions tab displays any forms available for viewing by the review board. If the study is being access
from the study-side of the system, this page will display all forms available to the research team for submitting to
a review board. The study’s Informed Consents, Other Study Documents, Submission History and Study

Correspondence are also accessible from this tab.

The Submissions History Link provides access to track the workflow of the initial submission and any other
submission forms processed by the review board (shown in screenshot below). Clicking on a link under Request

Type opens submission processing screens for that submission.

m_ YRS Number : 1R8-21-470 SRR Malaria in Juveriles

IRB Expiration Date: 06/24/2022
Submissions in Process | | [ issi ‘ | issi with Changes ‘ [W]
Status| Request Type Details|Review Board Meeting Date ... Date Received
001316 &l Study Amendment Form
@ Study Amendment Form @ &y

Click the Study Correspondence link to access a list of all notifications, signature requests, and notices that

pertain to the study (shown in screenshot below).
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m_ IRE Number : IRB-21476 ST el nenes

IRB Expiration Date: [l

’ Print Friendly ] ’ Add A New Correspondence ] ’ Delete Selected Comrespondence ]

11 result(s) found.. 1-10 P

View
Message

, Post a Reply to this Topic/ Forward this Topic

E', John Smith Posted: 06/25/2021 02:07 PM PDT

Malaria in Juveniles
NOTICE OF PREREVIEW ADMINISTRATIVE ASSIGNMENT

O ’ Post a Reply to this Topic / Forward this Topic

&f John Smith Posted: 06/25/2021 12:12 PM PDT

Mzlaria in Juveniles
Outcome Letter Notification

[} _" Post a Reply to this Topic / Forward this Topic

I;'l John Smith Posted: 06/25/2021 12:12 PM PDT

Malaria in Juveniles
NOTICE OF PREREVIEW ADMINISTRATIVE ASSIGNMENT

il | Dect o ek #n Shis Tamic [ Coome—e R

Back on the Submissions page, click the Study Management tab (shown in screenshot below) to access
additional study information and tracking tools.

m_ IRE Number : IRE-217470 ST elera el

IRB Expiration Date: [l

Submissions Study Management Subject Management

Study Details Finance Set-up

® Study Summary /Profile ® Construct Study Plan
®  Screen Access ®  Study Plan Timeline
L] Key Personnel [ ] Study Accounts
®  External Personnel (] Budget Management
® COI Status L] Milestone Management
i
L) Department Access
L ] Subject on Study Financial Tracking
®  Associated Projects
L] Invoice Management

Common Rule Display Option

When the rb.use_common_rule_display property (under [review board module] > Review Board Administration >
Board Configuration Options) is set to “Yes”, a Common Rule filter is added to the search form on the Find A
Protocol page and a 2019 Common Rule? column is added to the result set (see red boxes in screenshot below).
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My Workspaces [ IRB Find a Study K Back

[~ Find a Study Filters ® Advanced
@ Find
Display Projects by: | IRE Number v IRB Number: | | Options
Study Alias: | | Study Status: [ Al v
Application
Sponsar: | | Study Classification: | Al ~| @ Find
" o Options
Principal | T ]| |
B Reset
| NE= | s’  Find
Department: | | IRB Expiration Date | Options
-
| Commaon Rule: [ Al ~l ﬁ _—
0 result(s) found... 0-0
Study Alias
Study Status T DEr—=tm Principal Investigator
Study Title
Mo Studies found that match the filter criteria

The Common Rule filter field is comprised of a dropdown menu with the following options: “2019” Common
Rule studies, “1991” Common Rule studies, or “All” studies. The default selection is “All”.

This value is based on the selection made in the Select Categories For Study dropdown on the Outcome tab (see
screenshot below).

Select Categories For Study: | Common Rule - Effective January, 2019 ~ |

When the rb.use_common_rule_display property is set to “Yes”, an associated Merge Code (“Common Rule”) is
made available for use in Meeting Minutes, Meeting Agendas and Outcome Letters. The Merge Code field
populates with the applicable rule.

Also, when the property is set to “Yes”, the applicable rule displays in the Study/Submission header (shown
below).
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My Workspaces [#  [[RBMNumber: TRB-21-456| 1pp Initial Review Submission Form
PI: Investigator, John

Protocol Items  Misc Forms

001275 IRB-21-45E| Cummon Rule - Effective January, 2019

iRIS™ v13.01

NIH - TD - 54345 - COVID-19 vaccine BNT162b1
elicits human antibody and TH1 T cell responses

Submission Outcome > I D DN DN S

Submission Details »
.-—@ Submission Review Status %
Submission Component(s) »
Pre-review Screenin . . - issi o ¢
L g Submission Analyst Eewew Reviewer(s) 2 -A” (s) Submission Items s;blrlssmn RELSFS}HSE Submission
Received Assigned rocess Assigned EVIEWETLS Reviewed/approved ureoms stter Completed
Submission Review » Assigned Complete Assigned Generated

re General Information
Submission Correspondence

Study Alias: NIH - TD - 54345

covce. [ = D

Edit the Master Lay Summary 1
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