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COI Assistant — Review Board Administration

Introduction

Within Review Board Administration, you can set up configuration lists, define Outcome Letter and Management Plan
templates, define Meeting Agenda and Minutes templates, and set up automatic review board notifications. Due to this
high level of control, the Review Board Administration section of the Conflict of Interest Assistant module is typically
reserved for review board administrators.

System Setup

The first section of Review Board Administration is the System Setup tab. This section allows review board administrators
to manage the general setup for the COI Assistant module. As a review board administrator, you can define review board
details, set up review board roles, and define board member access in iRIS. You can also create the templates for
Outcome Letters, Management Plans, Minutes, and Agendas, as well as set up your institution’s annual COIl Due Date and
change labels within the COl module.

Copy Configurations

*Prior to reviewing the Copy Configurations section of Review Board Administration, note that Copy Configurations is a
tool designed to assist with the initial setup of iRIS. It is not recommended that this tool be used once your organization’s
Review Boards have been set up in IRIS, or once your system has gone live. Also, this tool must be used in conjunction
with other COI review boards to secure optimal functionality.

When two review boards are to have similar configurations, you can copy configurations that have been set in one
review board to another review board by clicking on the Copy Configurations button, as long as the Review Boards are of
the same type (e.g., COI to COI, IRB to IRB, or IACUC to IACUC). Please note that configurations cannot be copied from
review boards that are of different types (e.g., COI to IRB or IRB to IACUC); configurations can only be copied to review
boards that are of the same type.

COI - Review Board Administration [1]Back

‘:‘_l Copy Configurations

System Setup || List Maintenance Setup
~
Reaview Board System Setup Review Board Notification Setup
® Board Definition ® Annual COI Notification

- -

Click on the Copy Configurations button to get started.

© iMedRIS Data Corporation 4
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Study - Review Board Configuration [4]Back
Source : Destination —

col Y—Y @ Copy Configurations (Q] Helpful Information

A~

Review Board System Setup - General Review Board Notification Setup

Board Definition Help Submission Notification Setup

Board Configuration Options Reviewer Assignment Notification

Broadcast Notice Reviewers Complete Notification

Setup Committee List Internal Routing Complete Notification

Setup Role Access Pre Review Assignment Notification

Setup Electronic Document Stamp Meeting Attendance Notification

Setup Agenda Categories Member Attendance Change Notification

Setup Finalized Agenda Document Template Outcome Signoff Letter Notification

Setup Agenda Revision Document Template Outcome Signoff Complete Notification

Setup Meeting Minutes Template Outcome Letter Notification

Setup Outcome Letter Groups Outstanding Stipulations Notification

Setup Outcome Letter Templates Internal Documents Notification

Setup Canned Motion Meeting Agenda And Minute Notification

Setup Template Language

Review Board System Setup - List Maintenance Setup

Review Outcome/Dutcome Configuration List

Internal Document Category R

A new screen will open, displaying all available configurations that can be copied to another review board.

At the top-left corner of the page, the Source is listed. The source indicates the review board you are currently in. You
will need to select a copy-destination review board from the Destination drop-down list. Only review boards of the same
type will populate in the Destination drop-down list. When a destination is selected, checkboxes will populate next to
each configuration option, allowing you to select the configurations you wish be copied to the selected destination.

*Note: certain configurations of the COIl Review Board cannot be copied. These include:

Setup Review Board Roles

Setup Electronic Document Stamp

Setup Management Plan

Setup Correspondence Template

Setup COI Annual Due

Annual COIl Form Label Configuration List

Annual COI Notification

Conflict of Commitment Reviewer Notification Setup
New Study/Project Conflict of Interest Notifications Setup
Management Plan Notification

Study Status Configuration List

Configure COI Lists

© iMedRIS Data Corporation 5
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Study - Review Board Configuration

Source : Destination
Col v

Review Board System Setup - General

This option will copy the master
template only.

This option will copy the master template

Setup Meeting Minutes Template This option will copy the master template only.

B [ Board Definition Help

[[] Board Configuration Options

[] setup Committee List

B [ setup Review Board Roles

B [ setupRole Access

[l setup Electronic Document Stamp

[] setup Agenda Categories

B [] setup Finalized Agenda Document
Template

[] Setup Agenda Revision Document
Template only.

B O

[[] setup Outcome Letter Groups

[[] setup Outcome Letter Templates

S'x: Cancel Copy | ﬁ Copy Configurations

iRIS 10.03.02

Back

o Helpful Information

Review Board Notification Setup

B [[] submission Notification Setup

[[] Reviewer Assignment Notification

[] reviewers Complete Notification

B [ Internal Routing Complete Notification
B [ pre Review Assignment Notification

O Meeting Attendance Notification

[] Member Attendance Change Motification
B [ outcome Signoff Letter Notification

B [] outcome Signoff Complete Notification
[] outcome Letter Notification

[] outstanding Stipulations Notification

B [ Internal Documents Notification

B [] Meeting Agenda And Minute Notification

Select the checkboxes next to the configuration items you wish to copy to your destination review board. If you do not
wish to proceed, click the Cancel Copy button to return to the Review Board Administration list. To proceed with the
copy, click the Copy Configuration button.

Source -
col

Board Definition Help

Broadcast Notice
Setup Committee List

Setup Role Access

Setup Agenda Categories

Setup Canned Motion

I (T T T P 1 T 2 2

Setup Template Language

Review Board System Setup - General

Board Configuration Options

Setup Outcome Letter Groups

Study - Review Board Configuration

Destination :

None | »

Setup Electronic Document Stamp
Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template

Setup Meeting Minutes Template

Setup Outcome Letter Templates

@ Copy Configurations |

[1]Back

@ Helpful Information

Review Board Notification Setup

Submission Notification Setup
Reviewer Assignment Notification
Reviewers Complete Notification
Internal Routing Complete Notification
Pre Review Assignment Notification
Meeting Attendance Notification
Member Attendance Change Notification
Outcome Signoff Letter Notification
Outcome Signoff Complete Notification
Outcome Letter Notification
Outstanding Stipulations Notification

Internal Documents Notification

I T T T T 1 T T T I T T T2

Meeting Agenda And Minute Notification

|

As shown above, the screen will refresh and update. Any items successfully copied will be color-coded green, and items
that did not copy successfully will be color-coded red. An item will not copy over if there is no data to copy, or if the
corresponding field is not turned on in the destination review board.

Note: When performing a review board configurations copy from one board to another, fields that were originally
pre-populated in the destination board will be overwritten with the copied source board’s data.

Good practices for successful board configuration copying:

e Have each item in the source review board completely configured so you will only need to copy one time.
e iMedRIS recommends performing a board configurations copy function only once to a destination review board.

© iMedRIS Data Corporation
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Board Definition
The first item in the Review Board System Setup list is Board Definition.

COI - Review Board Definition [4]Back

E Save Definition

*Review Board Name: |COI

*Review Board Type: Conflict of Interest Assistant W

Assurance Number: 34589723458
Assurance Expiration: 06/16/2022 '

Comments:

Primary Address:

Street: [1234 Main Street

City: |Redlands |

Zip/Postal Code: (52374

Country: | United States v|

Primary Phone:

Phone Number: [(303) 555-9576 |

Primary E-mail:

E-mail: |caoi@gh.com |

This page allows you to specify details regarding the review board. There are two required information fields: Review
Board Name and Review Board Type. The Review Board Type is a list of predefined board types as specified in your
contract with iMedRIS Data Corporation. The drop-down list will be disabled on this page, as the review board type has
already been pre-defined in System Administration.

Fill in or change the information you need to update, then click the Save Definition button on the top right of the page.
Click the Back button when you are done to return to the Copy Configuration page.

Board Configuration Options

The second item in the Review Board’s System Setup list is Board Configuration Options. This page lists the properties
that the Administrator can set within the Review Board module. Before changing these properties, it is a good idea to
determine the property settings that will best align with your organization’s preferences, and, when in doubt, it is a good
idea to verify your needed changes with iMedRIS personnel.

© iMedRIS Data Corporation 7
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Review Board Properties Setup [4]Back

RB P i List "/ Download Properties Scriptl
roperties LIS -

: g?jgs gitmuﬁ,.ary Info s Please click a property name on the left-hand side to read its content.

+ Submission Review Properties s When it is not read-only, you could edit the value of a property.
» Reviewers + Please save your change.
« Meeting Settings
« Security
« Recommendations and
Stipulations
« Study Board Properties
« Letter
« COI Process Match Object
« Notification
« Fee tracking
« Submission Prereview
« Submissions
s Internal Routing

The Review Board properties are organized into categories, displayed on the left panel of the screen. To view the
properties in a category, simply click on the category in the left panel and all the properties related to that category will
appear in the rest of the screen. Yes/No radio buttons indicate that the properties can be set “on” or “off” and a property
with any other value indicates that the property is a variable.

See the COI Assistant - Properties manual for more information on each individual property.

You can use the Download Properties Script button to download a .sqgl script containing the configurations for the review
board properties, which can be used to import the configurations into another iRIS system.

Setup Committee List
Committee Setup lists the current committees for the review board, and allows you to delete or edit these committees.
New committees can be added here as well.

COI Office - Committee Setup [1]Back

Add a Committee | 0 Delete Selected Committee(s) |

2 result(s) found...

HE] Edit Committee Name
O . Committee 1
O ' Committee 2

Opening the Committee List page will display a list of current committees in your review board. This is a list of the
committees only. Access to committees is defined in a user’s account.

Most systems are not set up for Committee Submissions; rather, all matches arrive in the review board’s Matched
Objects Queue, where all committees are included. If your review board is set up for Committee Submissions (when
property rb.use_submission_by committee is set to “Yes”), the system will be set up to route conflict matches to
individual committees and not to the review board as a whole. At this point, the committees found in the Committee
Setup list are the committees you can route the COl match to. When your review board is setup for Committee
Submissions, members of one committee will not be able to access matches that were not sent specifically to their
committee.

When processing a match, the match is placed on the appropriate committee’s meeting date. Each committee will have
its own set of meeting dates.

© iMedRIS Data Corporation 8



COl Assistant — RB Administration iRIS 10.03.02

Committees can be added and removed and renamed from the Committee Setup area. To delete a committee, select
the checkbox next to the committee name, and then click on the Delete Selected Committee(s) button.

To rename a committee, click on the Edit icon next to the committee name.

COI Office - Committee Setup [4]Back

Q Save Committee |

Description: |Renamed Committee 2

A new page will open. You can modify the name of the committee by changing its Description. Click the Save Committee
button to save your changes. The changes will display in the list of committees.

Adding a committee is a similar process. Click the Add a Committee button, enter the committee name in the
Description, and then click the Save Committee button.

™ select the Committee Committee 1

Wy
. Find a Study Committee 2

If your account has been assigned to more than one committee within the review board, you will be able to flip between
committees by selecting a committee from the review board assistant menu.

Flipping to a certain committee will show you details for that particular committee when you click on certain screens in
the review board assistant menu — Meeting Agenda, Meeting Minutes, and Meeting Manager will only display
information for the committee you are currently in.

If your system is set up with Committee Submissions, the Conflict Matches queue will only contain matches sent to the
committee in which you are currently logged in.

Setup Review Board Roles

The COIl review board will be preset with review board roles that you can associate to review board members. These
roles are listed in the Setup Review Board Roles section. From here, you can rename existing review board roles or add
new roles. Each role you define in this list can be given permissions in Setup Role Access, where access to certain screens
can be provided.

© iMedRIS Data Corporation 9
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COI - Setup Roles [4]Back

Add a New Board Role |

Filter By In Use: ®ves O No !g! Find |

11 result(s) found... 1-10
Delete Edit Order Role Name Reserved In-Use Allow Alternate  Include on Agenda A

1 1 Board Member Yes Yes Yes Yes

3| 2 Coordinator Yes Yes No Yes

1 3 Chairperson Yes Yes Yes Yes

1 4 Data Entry Member Yes Yes No Yes

1 5 Non-Voting Member Yes Yes No Yes

1 6 Alternate Member Yes Yes No Yes

1 7 Vice-Chairperson Yes Yes Yes Yes
8 Expediting Board Member Yes Yes Yes Yes v

Opening the page will provide a list of all available roles for your organization’s review board. These are iRIS predefined
review board roles, which you can rename if needed; however, you cannot delete any of the predefined roles. The
predefined iRIS roles are identifiable with “Yes” in the “Reserved” column and they will not contain a delete icon next to
them. To change an existing role name or change the order in which they are displayed, click the Edit icon.

COI - Setup Roles [4]Back

‘ackTu Listl i i Save |

Edit a Board Role.

*0Order Number: D

*InUse: ®vyes Ono

*Role Name: |E!0ard Member

*Allow Alternate for Meetings: ® yes () Np

*Include in Minutes and Agenda? @) yes () ng

A new page will open. From here you can change the Order Number and Role Name. Also displayed are the In Use, Allow
Alternate for Meetings, and Include in Minutes and Agenda flags. Read more about these items below.

When you are finished making changes, click the Save button. To return to the list of roles without making changes, click
on the Back to List button.

Adding a new role is a similar process. Click on the Add a New Board Role button.

COI - Setup Roles [4]Back

{Bad(ToListl E Save |

Add a Board Role.

*0Order Number:

*In Usa: ':EZ' Yes IZ::Z' Mo

“Role Name:

*Allow Alternate for Meetings: 'Z:::Zl Yes (O] Mo

*Include in Minutes and Agenda? ® oz (g
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Enter the Order Number and Role Name.

In Use - When adding a brand-new role to the review board, you will be able to specify if the role is in use or not in use.
This tells the system whether to activate the role or not. If “In Use” is set to “Yes,” you will be able to assign a user to this
role. If “In Use” is set to “No,” you won’t be able to assign this role to a user. The reason for this functionality is to
discourage deleting a role that has been used and is already assigned to users. Rather than deleting the role, you can set
the “In Use” option to “No,” leaving the history of this role intact in the system, but not allowing the role to be used

moving forward. If a role that has been used in the past were to be deleted, links and historical records associated to that
role would not display properly.

Allow Alternate for Meetings - Set this flag to “Yes” to allow members assigned this role to be assigned as an alternate at
a meeting. Any user given the Alternate Member role or a role with this flag set to “Yes” will be included in the Alternate
For list within Grant User Access & Define Roles, as shown in the screenshot below.

COI - Grant User Access & Define Roles [4]Back

E Save Member Info |

Name: Member, Jane, PhD |:| Grant COI Administrative rights
Highest Degree PhD [] Grant COI Junior Administrative rights
Earned:
Committee _ Voting
Gender: Female Access N Member
. . Committee 1
Specialty: Microbiology i %7

Roles
Relationship to the Affiliated .

Institution: Board Member O Vice-Chairperson

Affiliations: ABC Clinic Coordinator | Expediting Board Member
Chairperson ) Administrative Assistant
Representational Scientist
Capacity: Data Entry Member | Ex-Officio Member

Representative of

(_) Mon-Voting Member ) Consultant/Ad Hoc Reviewer
Specific Entity:

(@) Alternate Member
Address: For: Member, Edward
i Member, Frank
1234 Main Street

Redlands, CA 52374

Include in Minutes and Agenda? — If this option is set to “Yes,” the user assigned this role will be selectable in the list of
Attendees for a meeting date. If this is set to “No,” the user assigned this role will not display on the Meeting Attendance
page. Note: Any role with this flag set to “No” will also not be included in notifications related to the meeting (i.e.,
Meeting Minutes and Agenda notifications, Meeting Attendance notifications).

When you are finished adding the details, click on the Save button.

COI - Setup Roles [4]Back

Add a New Board Role

Filter By In Use: ®ves Ono @ Find |

12 result(s) found... 1-10 p

Delete Edit Order Role Name Reserved In-Use Allow Alternate  Include on Agenda A
1 Board Member Yes Yes Yes Yes
2 Coordinator Yes Yes No Yes

If there are more than ten roles in the list, you will need to use the page navigator, located at the top-right of the table.
You can click on the green arrow adjoining the page navigator to view the next or previous page.
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COI - Setup Roles [4]Back

Add a New Board Role |

Filter By In Use: ®ves Ono Find
12 result(s) found... 4 11 -12
Delete Edit Order Role Name Reserved In-Use Allow Alternate Include on Agenda
11 Consultant/Ad Hoc Reviewer Yes Yes No Yes

0 12 New Board Member Role Yes No Yes

Outside of the pre-existing roles, custom roles will read “No” in the Reserved column and will have the red X icon in the
Delete column.

Setup Role Access
The Define Role Access feature gives the system administrator the ability to assign review board members read-only
access or full-writing privileges within certain iRIS screens.

COI Office - Define Role Access [4]Back
Q Save Changes |

Screen Name Board Member  Coordinator Chairperson ﬂ:‘;:lf:rtw :::;:::"

Read Write Read Write Read Write Read Write Read Write Read
Review Board Assistant i HEj & i i el el & & HE] He] L
Submissions Not Assigned
Submissions Assigned
Submissions Completed
Submissions Agenda
Submission General Tab
Submission Preview Screening Tab
Submission Correspondence Tab
Submission Vote/Ack Tab
Submission Outcome Tab

The above page lists all available iRIS screens on the left side of the matrix, while the column headers of the matrix
display all review board roles. Within each role are two columns with optional checkboxes used to assign “Read” and
“Write” privileges to each board member within each iRIS screen. If the Read and Write checkboxes are both selected,
this means that the user has full access to that particular screen in the system, allowing the user to both view the page
and update records on the page.

If “Read” is selected but “Write” is not selected, this means that the user has read-only privileges to that particular
screen in the system — to view the page but not to modify records on the page.

You cannot give a user Write access to a page without Read access.

The first set of Read and Write columns are to turn on/off a screen in general. If you remove Read and Write access at
this top level, none of the roles on the review board will have access to that screen. This is recommended for use if you
do not want to see a particular screen within your system'’s review board.
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There are vertical and horizontal scroll bars available at the bottom and right of the screen, allowing you to navigate and
view other roles and screens available listed on this page.

COI Office - Define Role Access [1]Back
Q Save Changes |

Screen Name oboard Mmiisivative L Offics  Consultont/ad |ew board

Read Write Write Read Write Read Write Read Write Read Write
Review Board Assistant i i Hey i i Hof iE Hef e e He 4
Submissions Mot Assigned H ¥ [
Submissions Assigned H O O
Submissions Completed H ¥ ]
Submissions Agenda H O O
Submission General Tab H O O
- A — — = = = — — — — = —

If you set up a new role in Setup Review Board Roles, you would also need to set up that new role’s system access in the
Role Matrix. Any roles added to Review Board Roles will populate with a column in the Role Matrix (at the end of the
list’s predefined roles). iRIS will default all Read and Write cells to be unchecked for new roles. You will need to review
and set up the appropriate Read and Write access for the new roles.

After making any changes to this screen, be sure to click the Save Changes button to save your work.

Setup Agenda Categories
This system functionality allows you to set up categories where conflict matches can be placed on your meeting agenda.

COI - Set-up Agenda Categories [4]Back

Add Group | QDeIete Group(s) |

ey Edit Group Name Merge Code Group Display Order
O Conflicts assigned to Meeting FULL_BOARD_MATCHES 1
| Expedited and Process Administratively assigned to Meeting EXPEDITED_MATCHES 2

In the screenshot above, you will see that two groups have already been created in this example. To edit an existing
group, click the icon in the Edit column.

From the next screen, you will be able to edit the Group Name, Group Order, and Group Merge Code. The Merge Code
will be used when setting up your agenda template, which will be described further below.
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COI - Set-up Agenda Categories [4]Back

i I Save All Changes |

Group Name*: ‘Conﬂids assigned to Meeting |

Group Order*: I:l

Group Merge Code*: |FULL_BOARD_MATCHES |

When you are finished making edits, be sure to click the Save All Changes button.

To add a new agenda category, click the Add Group button. You will be prompted to enter a Group Name, Group Order,
and Group Merge Code, as seen in the above screenshot. Click Save All Changes to preserve your edits and add the new
agenda category to the list of records.

To delete an agenda category, check the box next to the record and click Delete Group(s).

Setup Finalized Agenda Document Template
You can create a master template for your Meeting Agenda document. This template will store your meeting agenda
outline with data merging features that will auto-populate specific information into the agenda when it is generated for a

meeting. See documentation on the Meeting Manager for instructions on how to generate the agenda for a specific
meeting.

COI - Finalized Agenda Templates [4]Back

1. Setup the Agenda Template Master which describes the layout of the minutes document

Agenda Template Master Setup Agenda Template

2. Setup the Agenda Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

Conflicts assigned to Meeting | Setup Section Inﬁ)rmation|

Expedited and Process Administratively assigned to Meeting | Setup Section Information|

The Finalized Agenda Templates screen displays the Agenda Template Master’s outline. This screen depicts the general
layout of an agenda’s document and shows the different sections that can be added to your master agenda template (for
Full Board Conflict Matches and Expedited/Administratively Processes Conflict Matches, or any other custom agenda
categories you created). You can set up the master agenda template using the data merge sections available via the
Setup Agenda Template button, from which you can select the desired data that is to be merged from individual Conflict
Matches to the Master Agenda Template.

To begin, you will need to first define the content of the Agenda Template Master. Click on the Setup Agenda Template
button.
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Agenda Template Definition [4]Back

Validate MergeCode Formatting y - Insert Merge Code | _E Save Change |

Sign in

Insert Design Review i W Telln o ,';:l Share [
ke Cut . - =s= P Find -
- - - | A =3= &
Mot Calibri 1 - K A Aa =3 2 T pasbcene] assbcene AaBb( AaBBC AaBb( AaBbCcl Aosbcc: a0 g
Cop ~| %3cReplace
Paste S 2 aly . Sl===1=. 4 i i -
N * Format Painter B I U -abe X, X Y - A =E=E=E=E E &y i TMormal | TNo Spac.. Heading1 Heading 2 Title Subtitle  Subtle Em... |+ [} Select -
Clipboard = Font = Paragraph ] Styles . Editing ~
L 1--‘---g‘--l-‘-l--‘\---1‘--|"-J--‘l---4‘--|"-5-“|---6---¢“-?-“

Conflict of Interest Office
Agenda For the Meeting on [%rb_meeting_date%]

Chairperson: [%rb_chair_name%)]

A new page will open, containing an embedded Word editor (please note that this functionality will only work in Internet
Explorer). If the template master has already been created, it will be displayed similarly to the example in the above
screenshot. If the master was not created, this is where it can be created using the features provided in the text editor
and the available merge codes. To insert a merge code, first, insert your cursor where you would like the merge code to
go. Then, click the Insert Merge Code button located at the top of the screen. A window will pop up listing the available
merge codes. Highlight the merge code to insert and click the OK button.

A merge code is a programmed label that will pull information into the document when the document is generated.
When the Agenda is generated for a specific meeting date, the merge code %rb_meeting_date% will populate with the
date of the meeting.

You can set up your Agenda template using the tools available in the Word editor and the list of merge codes.

The Agenda Sections merge codes, which you will find useful for your Agenda Template, are found towards the bottom of
the list of merge codes.

NON-vounyg Mmempoers rresent
Alternate Members Present
Members Absent

Member Ex-officio Present
Administrative Staff Present
Guests Present

Meeting Motions

Expedited and Process Administratively assigned to Meeting

Submission Info
—These merge codes will be populated after the submission is submitted.——
Submission Approval Date N
Submission Type

oK Cancel
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These codes, “Conflicts Assigned to Meeting” and “Expedited and Process Administratively Assigned to Meeting,”
represent your agenda sections. You will use such merge codes to pull in specific information about the Conflict Matches
up for review at a particular meeting. You must first add these merge codes to the master template, and then you will
define the information that each merge code will pull into the document when setting up section information, which will
be described further in this document.

L 1o AR B 1o 2o 3 4 S B AT -

Agenda for the Meeting on [%rb_meeting_date%]
s Chairperson: [%rb_chair_name%]

Full Board Matches Placed on the Meeting
[%FULL_BOARD_MATCHES%]

Expedited/Administratively Processed
[%EXPEDITED_MATCHES%)

When finished editing or creating the template master, click on the Save Changes button, located at the top of the
screen.

Validate MergeCode Formatting

Validate MergeCode Formatting is a functionality that allows you to test whether the merge codes in your template
contain invalid RTF content that will prevent them from populating correctly in your documents. For example, if the text
in part of a merge code, but not the entire merge code, is bolded, this is the type of error that Validate Merge Code
Formatting will correct.

When you click Validate MergeCode Formatting, one of three things will occur. If all of the merge code formatting in your
template is valid, you will see the following message:

Message from webpage >

MergeCode Formatting is Valid
! You can Save the file,

oK

If any of your merge codes contain invalid content, as seen below, you will get a popup message displaying the merge
codes that the system was able to correct for you.

Meeting Location: [%rb_meeting_location%]
Meeting Time: [%meeting planned_start%)]

In the example given, you can see that part of one merge code is bolded and the other is partially italicized. When you
click Validate MergeCode Formatting, you will see the following popup:
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Altered Formatting for these Merge Code(s) :

When you look at the document again, the merge codes are corrected. If you need to, you can click the Undo Changes
button to revert to the previous version of the merge codes.

If there is an incorrect merge code that cannot be validated, the system will return an error message. For example, if
"[%” or “%]” is entered in the template with no other associated merge code content, you will receive the following
error:

There was error while clearing merge code formatting. Please manually clear formatting of each merge code.
1. Select a merge code. 2. Go to "Home" > "Styles' = Click "More' > Click "Clear Formatting".

You can go in and remove any incorrect merge code data as described above or follow the instructions in the error
message to manually clear merge code formatting.

Setup Section Information

COI - Finalized Agenda Templates [4]Back

1. Setup the Agenda Template Master which describes the layout of the minutes document

Agenda Template Master Setup Agenda Template

2. Setup the Agenda Template Section which will merge the data from each Agenda submission

Submission Type Edit Template
Conflicts assigned to Meeting | Setup Section lnformation‘
Expedited and Process Administratively assigned to Meeting | Setup Section lnfnrmation‘

When a Meeting Agenda is generated for the review board, the general information will display that you have added to
the Agenda Template Master. Then, the agenda will list each of the matches assigned to the meeting based on the
section merge codes you set up in the Agenda Template Master.

You will set up what the Agenda Template Master should display for each Conflict Match in the appropriate Section
Definition. To edit a submission type template, click on the Setup Section Information button.
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Agenda Section Definition

- Validate MergeCode Formatting Y - Insert Merg

iRIS_Word_Editor.rtf [Compatibility Mode] - Word

Insert Design Review [ Developer

ibri . A A Y VO - e 0~
D - Calibri i A A | A3 E-ECE | EE NN aaBbCeDe AaBbcee AaBb( AaBbC AaBb( AaBbCcl AaBbccl

Paste ) < B ay . FEEE= = - - i i i i
* ~ Format Painter B I U ~abeX, X 7 - A = === = Sy - TMormal | TMoSpac.. Heading1 Heading 2 Title Subtitle  Subtle Em

Clipboard ] Font ] Paragraph ] Styles
L ngl S B AT

;
;
;
;

COI Expiration Date: [%coi_expiration_date%]
_ Covered Person: [%coi_covered_person%]
Department: [%ecoi_covered_person_department?s]

Submission Date: [%coi_submission_date%]

Continue to edit or create this section as explained in creating/editing the Agenda Template Master, except this
information will be specific to the Conflict Match, not the general Meeting Agenda information.

COI Finalized Meeting Agenda from 03/08/2017 [4]Back

- - Insert Template Language | E Save Change |

iRIS_Word_Editor.rtf [Compatibility Mode] - Word Sign in =
Insert Design W Te ou ,';."}. Share [
= Cut AP Find -
R Calibri M aaBbCeDc| AsBbceDc AaBb( AaBbCi AaBb( AaBbCcl AcBbCeDe | g o
op! ~| | +ac Replace
Paste - o i i —
= ~ Format Painter B I U abe X, X T Normal | TNoSpac.. Heading1 Heading2 Title Subtitle Subtle Em... |5 [5 Select -
Clipboard = Font Styles n Editing ~
& Font Size (Ctrl+Shift+P) P Y N

Change the size of your text.
: Conflict of Interest Office
. Agenda for the Meeting on 03/08/2017

Full Board Matches Placed on the Meeting
COI Expiration Date: 05/25/2016

ol Covered Person: Susan Investigator

Submission Date: 05/20/2016

When you generate a Meeting Agenda on a specific meeting date, the system will generate one document using the
three sections of the template: The Agenda Template Master and the two subsections for Full Board and
Expedited/Administratively Processed Conflict Matches.

Setup Meeting Minutes Template

You can create a master template for your Meeting Minutes document. This template will store your meeting minutes
outline, and, with the use of merge codes, will pull in specific information regarding a meeting when you generate the
minutes for that particular meeting. See the COIl Assistant — Meetings manual for instructions on how to generate the
minutes for a specific meeting.
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COI - Minute Templates [4]Back

1. Setup the Minutes Template Master which describes the layout of the minutes document

Minutes Template Master Setup Minutes Template

2. Setup the Minutes Template Section which will merge the data from each Agenda submission

Submission Type Edit Template
Conflicts assigned to Meeting ‘ Setup Section Information|
Expedited and Process Administratively assigned to Meeting ‘ Setup Section Information|

The Minutes Templates page lists the Minutes Master Template, which describes the general layout of the Minutes
document, and the different sections that can be added to the master template (such as Full Board Conflict Matches and
Expedited/Administratively Processed Conflict Matches). You can setup the template for these sections, which will merge
data from each Conflict Match into the Master Minutes Template.

First, you will define the content of the Minutes Template Master. Click on the Setup Minutes Template button.

Minutes Template Definition [{]Back

Validate MergeCode Formatting | oy .]nsert Merge Code | E Save Change

iRIS_Word_Editor.rtf [Compatibility Mode] - Word Sign in

Review View Developer Q Tell me what you want to do }:.L Share [
s R = . le=3= L Find -
(Body) =14 = - A = by =3= 4 -
i Calibri (Body) =14 = A° A Aa = = =22 5T augbeene sBbeede AaBbC Aaebca AAD assbccr agsben 3 R
~  33cReplace
Paste - B a =S === 1= - B . i i i =
V ~ Format Painter B I U ~abe X, X Y - A =S === 1= . R THormal TMNoSpac.. Heading1 Heading2 Title Subtitle  Subtle Em.. < ¥ Select~
Clipboard [F] Font F] Paragraph F] Styles [F] Editing -~

L 1---‘--E‘--l"-1-‘-|-“2--‘|--‘]------4‘--|‘--5"-|-“6--a|--‘7---

Conflict of Interest Office
Meeting Minutes

[%rb_meeting_date%]
Meeting Time: [%meeting planned_start%)]

Members Present: [%vote_members_present%]

A new page will open, containing an embedded Word editor (please note that the Word editor will only work in Internet
Explorer). If the template master has already been created, it will display similarly to the example in the above
screenshot. If the master was not created, this is where it can be created using the features provided in the text editor
and the available merge codes. To insert a merge code, position your cursor in the document, and then click the Insert
Merge Code button, located at the top of the screen. A window will pop up listing the available merge codes. Highlight
the merge code you wish to insert and click the OK button.

A merge code is a programmed label that will pull information into the document when the document is generated.
When the Minutes document is generated for a specific meeting date, the merge code for %¥meeting_date% will
populate with the date of the meeting.

You can set up your Minutes template using the tools available in the Word editor and the merge codes list.

Merge codes you will find useful for your Minutes Master Template are found near the bottom of the list of merge codes.
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Total Voting Members

Quorum ~
Voting Members Present

Neon-Voting Members Present

Alternate Members Present

Members Absent

Member Ex-officio Present

Administrative Staff Present

Guests Present

Meeting Motions

———————— Agenda Sections -----——---——-——

Expedited and Process Administratively assigned to Meeting

Submission Info

0K Cancel

4

These codes are “Conflicts Assigned to Meeting” and “Expedited and Process Administratively Assigned to Meeting”.
These two merge codes are used to tell the Minutes Template Master to pull in specific information about Conflict
Matches that were reviewed at a particular meeting.

cJ . - = a— P Find -
(Body] ~114 - PO A .
0 Calibri (Bady} ~|14 -|A A" | A R E AT 201 9| pasbcene msBboene AaBbC AaBbca AAD assbeer assboen | 5 .
~|  23cReplace
Paste . 2 . . —
N ¥ Format Painter B I U -abex, X TMormal  TNoSpac.. Heading1 Heading 2 Title Subtitle  Subtle Em... |< D} Select~
Clipboard ] Font Styles ] Editing ~
L 1“-.-“5---\---1 S 33 @ 0B B AT S

Meeting Time: [%meeting_planned_start%]

Members Present: [%vote_members present%]

Full Board Matches Placed on the Meeting:
[%FULL_BOARD_MATCHES%)]

i Expedited/Administratively Processed:
" [%EXPEDITED_MATCHES%]|

These two merge codes are entered into the Minutes Master Template and will pull in information that has been entered
into the Section Information.

When finished editing or creating the template master, click the Save Change button, located at the top of the screen.

COI - Minute Templates [4]Back

1. Setup the Minutes Template Master which describes the layout of the minutes document

Minutes Template Master Setup Minutes Template

2. Setup the Minutes Template Section which will merge the data from each Agenda submission

Submission Type Edit Template
Conflicts assigned to Meeting ‘ Setup Section Information‘
Expedited and Process Administratively assigned to Meeting ‘ Setup Section Information‘

When Meeting Minutes are generated for the review board, general information from the Minutes Template Master will
display. The document will also list each of the matches assigned to the meeting based on the section merge codes you
set up in the Minutes Template Master and the information entered into the Section Information.
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To set up or edit what should be displayed in the Minutes Template Master for each Conflict Match in the appropriate
Section definition, click on the Setup Section Information button.

Minutes Section Definition [4]Back

Validate MergeCode Formatting L2 - Insert Merge Code | E Save Change

iRIS_Word_Editor.rtf [Compatibility Mode] - Word Sign in
Insert  Design Tell me what you want to do
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Covered Person: [%coi_covered_person%]
N Submission Date: [%coi_submission_date%)]

COI Expiration Date: [%coi_expiration_date%)]

Edit or create this section as you created/edited the Minutes Template Master, except this information will be specific to
the Conflict Match, not the general Meeting Minutes information.

COI Meeting Minutes from 02/08/2017 [4]Back

E Save Change

- - Insert Template Language

iRIS_Word_Editor.rtf [Compatibility Mode] - Word

Insert Design Review View

ibri E=5= A .

N . Calibri -1z <|A A Aa- == 4 T | aaBbCer| AsBLCE AaBbC AaBbca AAB nasbeer tabocr 21| 2 Replace
Paste : - z o M -

. & Format Painter B I U abe N, X &y B TMormal | TMoSpac.. Heading 1 Heading 2 Title Subtitle Subtle Em... |+ D, Select -

Clipboard I Font & Styles nl  Editing ~
L 1 |‘-§--‘\ 1 f D23 A5 E e R
Conflict of Interest Office
B Meeting Minutes
02/08/2017

Meeting Time: 2:00:00

] Full Board Matches Placed on the Meeting:

Covered Person: Ann Analyst

Submission Date: 02/02/2017

When you generate Meeting Minutes for a specific meeting date, the system will generate one document using all the
sections of the template.

Setup Management Plan

You can set up Management Plan templates using this functionality. This feature works similarly to the Setup Outcome
Letter Templates functionality as described below. Note: Management Plan templates added here will be available to
select within the Management Plan and Outcome Letters tab within the Conflict Match processing screens.
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Covered Person: Suzan Investigator
Match Object Number: 000023 COI - Match Review for Covered Person Susan Investigator @ Back

Review Round Number: 1

Match Summary

Internal Documents Management Plan Document &

Review Assignment

Ty Select a Plan Template: |—-nNone— h |

Review Checklist & 1 Create Management Plan
Comments

Review Discussion Signature Status Route o
Required Signoff Py

Delete Send Edit/View Title
Qutcome

Management Strategies Mo Plan have been created for this review.

Internal Routing

Setup Outcome Letter Templates
Using this functionality, you can set up the review board’s Outcome Letter templates. Letter templates are created using
merge codes that will pull in information specific to the Conflict Match when the letter is generated.

COI - Review Board Letter Templates [4]Back

o/ Add a New Template | 0 Delete Selected Template(s)

List of letter templates

4 result(s) found...

iE’ Edit  Title Letter Type Last Modified by Date Modified
[l | Approval Letter Submission Administrator 02/16/2017
O Approval with Management Plan Submission Administrator 02/16/2017

When you open the page, any letter already defined for the review board will list on the page, displaying the Title, Letter
Type, Last Modified By, and Date Modified information. You can edit an existing letter by clicking on the Edit icon or you
can add a brand-new letter by clicking on the Add a New Template button.

If the number of letter templates exceeds ten results, a small green arrow will display at the top right of the letter
templates table. Click this arrow to move to the next page of letter templates.

COI - Review Board Letter Templates [4]Back

Validate Mergecode Formatting | - - Insert Merge Codes | E Save the Letter Template

Add a letter template.

~
--none--
Submission
#Title: |New Letter Letter Type: Jelli=iel= e
Comments:
Sign in
Insert Design Review i Developer ell me y nt to do 9 Share [
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When you add a new letter template, a page will open containing a blank embedded Word editor. If you chose an
existing template, the Word editor would contain the contents of the existing letter template. Enter the Title of the
template and select a Letter Type from the dropdown list. There are two types listed in the dropdown list: Submission
and Outcome — General.

Covered Person: Susan Investigator

Match Object Number: 000023 COI - Match Review for Covered Person Susan Investigator [I| B:

Review Round Number: 1

Match Summary

Internal Documents Management Plan Document &

Review Assignment

& [—-none— v}
Correspondence Select a Plan Template |

Review Checklist & e Create Management Plan
Comments

Review Discussion

E - - Signature Route
Delete Send Edit/View Title Required SEatUs Signoff °FY
QOutcome
Management Strategies Mo Plan have been created for this review.
Internal Routing
Management Plan &
Outcome Letter
Response Letter &
Qutcome Sent
Select a Letter Template: | —None-— W
Create Response Letter
N
- - - Signature Route
Delete Send Edit/View Title Required Status Signoff Copy

No Letters have been created for this review.

Selecting the Submission type from the dropdown list will cause the letter template to be listed among the templates
available in the Management Plan & Outcome Letter tab in the Conflict Match processing screens.

You can use the Outcome — General letter type if you have been using a template you no longer want appearing in the
list of available letters, but you do not want to delete it from the system.

Add content to the template by inserting merge codes using the Insert Merge Code button and by using the features
available in the embedded Word editor.

When you are finished creating the template, click the Save the Letter Template button to save.

Setup Canned Motion

You can set up a list of canned motion text that can be used to pull into a motion for a conflict match. You can have any
number of canned motions in this list.
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COI - Canned Motion Setup [4]Back

Add a New Motion

Q Delete Selected Motion(s) |

List of approved canned motion

2 result(s) found...

i@‘ Edit Motion Name
Il Approval
O Approval with Management Plan

When you open the page, a list of any canned motions will display. If canned motions have not yet been added, this page
will not list any records. You can click the Add a New Motion button to add a new canned motion to the list.

COI Office - Canned Motion Setup [4]Back

Q Save Motion |

Edit Canned Motion of submission item.

*Name: |Approval

*Item Number: |1

Biclick here to edit/view the

. N ) .
motion text Motion for Approval of Conflict Match

When you add a new canned motion, you will need to provide the Name of the motion and the Item Number (order in

which the canned motion should be displayed). To add the content of the canned motion, click on the link “Click here to
edit/view the motion text.”

COI Office - Canned Motion text [{]Back

=0
Canned Motion text

0 a DR @mae WL B I

u aBe X, x2 U= EE ke ™ A~
Marmal {... © - Mbr

E

ini
[l
[
[l
]
o

Mation for Approval of Conflict M atchl

This will open a new page containing an embedded rich text editor. You can copy and paste or type in your canned
motion to the rich text editor. Click the OK button when you are ready to add the text to your motion.

After adding the Name, Item Number, and text for the canned motion, click on the Save Changes button for the record to
be added to the list of canned motions.
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COI Office - Canned Motion Setup [4]Back

T Add a New Motion | 0 Delete Selected Motion(s) |

List of approved canned motion

2 result(s) found...

e Edit Motion Name
O ) Approval
O ) Approval with Management Plan

Canned motions can be edited by clicking on the Edit icon next to the name of the motion. This will open a new page
allowing you to modify the Name, Item Number, and text for the canned motion.

You can delete a canned motion by selecting the checkbox next to the appropriate canned motion and clicking on the
Delete Selected Motion(s) button.

COI - Submission Motion [4]Back

Q Save Changes

"Precanned Motion text” allows you to import text from a pre-
defined template.

Precanned Motion text: —none— v Add Canned Language

Approval

: \ m ) Approval with Management Plan
[ # 2w adE b oA =

o] - N - & - R |

>
I
il
Il
[l

Any canned motion added will display in the Precanned Motion text dropdown list when you are adding a motion to a
Conflict Match on the Meeting Vote tab found in the Conflict Match processing screens.

Setup Template Language
When you generate Minutes, Agendas, and Outcome Letters you have the ability to merge in template language. This is
in the case you have specific language you want to pull into a document that is easily accessible. You can set up a list of

template language in Setup Template Language and pull template language into your Minutes, Agenda, or Outcome
Letters as needed.

COI - Template Language Setup [4]Back

Add a New Approved Text | 0 Delete Approved Text

List of template language

2 result(s) found...

Hey Edit Name

Merge Code
O Template Language 1 [%test_language%e]
[l Template Language 2 [%test_language2%]
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When you open the page, a list of defined template language entries will display. If templates have not yet been added,
the page will not list any records. You can click the Add a New Approved Text button to add a new template language to
the list.

COI - Template Language Setup [4]Back

E ; Save Approved Text |

Add a language item.

*Name: |Template Language 3

*Code: [%| test_language3 |%]

B dick here to add the Errrrpteth Approved Language for COI Letter 1

When you add new template language, you will need to provide a Name for the template language and a Code to define
the merge code iRIS will use to insert the language into a document. The Code must be alpha-numeric and cannot
contain spaces or special characters. To add the content of the template language, click on the Click here to add the
approved consent language link.

COI - Approved Template text [1]Back

I I Save Change |

iRIS_Word_Editor.rtf [Compatibility Mode] - Word Sign in [l

Review View Developer > do ,‘;.}. Share [
il Cut o P L Find ~
- - - A
D - Calibri (Body) ~ |11 A A Aa maBbceDe AaBbcede AaBbC AaBbCel Aab AaBbCcC AaBbCcDt ab_peol
Cop ~ |  ZacReplace
Paste - aly : N : -
= ~ Format Painter B I U -abex, X W - A TMormal | TNoSpac.. Heading1 Heading2 Title Subtitle  Subtle Em... [+ % Select
Clipboard ] Font [Fl Styles [F] Editing ~
L 1 ! g . 1 . c2 . 3 . 4 , s \ & 7 -

hpproved Language for COI Letter 1

This will open a new page containing an embedded Word editor (please note, the embedded editor will only work in
Internet Explorer). You can copy and paste or type in your canned motion text. Click the Save Change button when you
are ready to add the text to your template language.

After adding the Name, the Code, and text for the template language, click the Save Approved Text button and the
record will be added to the list of template language.

COI - Letter [4]Back
! Insert Template Language E ; Save Letter Changes |
Reference Number: iRIS_Word_Editor.rtf [Compatibility Mode] - Word Sign in = X
86 -
= = = Insert Design Review i Developer Q Tell hat y nt to do 4 Share
Does this letter require signature
signoffs? e - = » e AP Find -
- | TimesNewRo - |12 -] A a | Aa~ =32 2l T 4aBpCcl AaBbC( AaBbCcl| AaBbCd AsBbCCC ||
Oves @no Paste B I U ~ak : & Dy~ Emph Heading 1 | TNormal | St Subtitl C | e Replce
- ~ u X X A flet mphasis eading lormal rong ubtitle |+ b, Select+
Clipboard & Font [Fl [F] Styles ] Editing -~
L ngll f D23 oA B A T

© iMedRIS Data Corporation 26



COl Assistant — RB Administration iRIS 10.03.02

Template Language can be inserted into Outcome Letters, Meeting Minutes, and Meeting Agendas. Above the embedded
Word editor of the generated letter, agenda, or minutes you will see an Insert Template Language button. First, position
your mouse cursor in the document where you would like to insert the language.

Insert Template Language ﬂ

MName
Template Language 1
B Template Language 2
Template Language 3

Clicking the Insert Template Language button will open a small popup window that will link to your list of template
languages. Click on the language you wish to insert into the document.

Insert Template Language il

Template Language 1

- - Insert Template Language

The popup will refresh, displaying the text of the template language. You can highlight the text of the language and copy
and paste it into your document, or you can click on the Insert Template Language button. Doing this will close the
pop-up window and insert your language into the document.

Setup Correspondence Template

You can set up templates that you can pull into Correspondence generated for a Conflict Match. You can have any
number of templates and pull any template into correspondence within the Conflict Match processing screens.
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RB Correspondence Template [4]Back

Add Template | Q Delete Template |

E Edit Title

O Correspondence Template 1

When you open the page, a list of any correspondence templates defined will display. If templates have not yet been
added, this page will not list any records. You can click the Add Template button to add a new template to the list.

RB Correspondence Template [4]Back

** « Insert Merge Code | ﬂ Save Template

*Title: Correspondence Template 1
*Content:
O a Bl mma e B I U e X x2IZ = A A EEEEE O
Mormal (. 7 - - @ &

Date: [Ytoday¥s]
To: [%coi_covered_person%]

RE: Submitted COI Form

When you add a new correspondence template, you will first need to provide the Title. Beneath the Title field is an
embedded rich text editor where you can copy and paste or type in the content of your correspondence template. You
can also insert merge codes that will pull in specific information when the correspondence template is added to a
specific Conflict Match. Click on the Insert Merge Code button for a list of available merge codes. To insert a merge code,
position your mouse cursor in the document where you would like the code to be inserted, click the Insert Merge Code
button, and then click the code you want to insert.

When you are finished adding content to the correspondence template, click the Save Template button.

Submission Correspondence [4]Back

Q Save & Send Correspondence

*Send Email Template: Correzpondence Template 1 % Import template |

*Subject el
*Content Correzpondence Template 1

Correzpondence Template 2

* Recipient(s): _-l ’y = }é ';gg B I u abe My %2 %E EE = AT = = E £ E )
Additional Recipient(s): — — -

Marmal ... @
Reply To(s): =]

Additional Reply To(s): Date: Movemnber 28, 2012

[ Attachments To:
Add Attachment |
. RE: Submitted COI Form
Mo Attachments have been added to this
message We've received your COl Form, and have noted conflicts.

Correspondence Templates are used when you create a correspondence record for a Conflict Match in the Conflict Match
processing screens. Above the embedded editor, you will find a dropdown list that contains the available templates.
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Setup COI Annual Due

Set up your institution’s due date for receiving the Annual COl Form, which will be a future date that defines when
existing Covered Persons in the system are to submit their Annual COl Form.

COI Office - Review Board Setup Annual COI Due Dates [4]Back

Add a New due date

0 Delete Selected due date(s)

COI Office list of COI annual due dates.
3 result(s) found...
¥ Edit Due Data
10/11/2012

10/158/2012

0 9 11/30/2012

The page will list any Annual COI Due Dates that have been set up. Dates that fall in the past will not be editable and
cannot be deleted. Future dates can be modified and can be deleted as needed.

Click the Add a New due date button to add a new date to the system.

COI Office - Review Board Setup Annual COI Due Dates [1]Back

Q Save due date |

CO1 Office edit a due date.

*Due Date: 01022013 | [E]

A new page will open, containing a date field. Enter the Annual COI Due Date in this field and click the Save due date
button to add the date to the system.

Preexisting users in the system will update to a future Annual COI date when their existing Annual COl Due Date has
passed. For example, if a user has a COI due date of 1/1/2017 and the next Annual COI Due Date in the system is
scheduled for 1/1/2018, after 1/1/2017 has passed, the system will update the user’s account with the COI due date of
1/1/2018, in anticipation of next year’s Annual COI Due Date.

New hires to the institution will receive a separate Annual COI due date, five days after their account creation. Once that
date passes, the system will update their account with the next upcoming Annual COI Due Date, as defined in this
configuration section of iRIS.

You may override the Annual COI Due Date for any user by accessing their information and manually changing their
individual COI due dates in the Search Conflict Matches menu section, found within the COI Assistant module.

*Note: The COI Due Date Notifications will trigger based on the individual user’s assigned COIl Due Date and not the
Annual COI Due Date setup in this configuration section of iRIS. The Annual COI Due Date is set up so that the system can
assign one date to multiple Covered Persons, instead of needing to manually assign a due date to each individual.
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Annual COI Form Label Configuration List
If your Annual COI Form is using iRIS predefined data values for gathering conflict information, you can use this area to

modify the labels within the data values.

iRIS 10.03.02

C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
COI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form
C0OI Annual Disclosure Form

C0OI Annual Disclosure Form

Investment BioMedical

Investment non-BioMedical
compensation Biomedical

compensation non-Biomedical
Intellectual Property Biomedical

gifts from any Biomedical
uncompensated position Biomedical
uncompensated position non-Biomedical
employee related

have business with direct relation

hawve ownership with direct relation
hawve served with direct relation

relation of Family with Listed Persons
relation of Employee with Listed Persons
relation of Person with Listed Persons
relation served with Listed Persons
Grant Assistance with Listed Persons
Industry Representative fAccess

C0OI Annual Disclosure Form Academic Support, Industry-Sponsored Scholarships and Other Educational funds
C0OI Annual Disclosure Form Farticipation in Industry-Sponsored Program

Industry Marketing

C0OI Annual Disclosure Form Honorarium from Continuing Education Events

Within the Annual COI Form, you can use any of iRIS’s predefined data values, shown above. Each of these data values

has a corresponding area in the Annual COI Label Setup that you can use to change the labels within the data values.

Annual COI Label Setup

List of Labels for Investment BioMedical

Edit

Predefined Name

for every investment you or a Related Person have.

Who engaged in the activity?

Provide the name of the Biomedical third party:

If Other, please enter the name of the Biomedical third party:

Select the estimated current value of the investment:

Alternate Name

You just indicated that you or a Related Person have an investment  You just indicated that you or a Related Person have an investment

interest(s) in a Biomedical third party. Complete a separate entry | interest(s) in a Biomedical third party. Complete a separate entry

for every investment you or a Related Person have.

Who engaged in the activity?

Provide the name of the Biomedical third party:

If Other, please enter the name of the Biomedical third party:

Select the estimated current value of the investment:

[4]Back]

Description

Each of the data values found in the Annual COI form sections also have their own section within the Annual COI Form

Label Configuration List. Shown in the screenshot above are the labels for the Investments with Biomedical Third Parties.

You may change any label by clicking the Edit icon next to the appropriate label.
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[4]1Back

ESaveLabell

Annual COI Label Setup

Predefined Name: Who engaged in the activity?

Persons engaging in activity:

Alternate Name:

Add a description, if needed

Description:

A new page will open, allowing you to change the label. Listed on this page is Predefined Name, which is the original
label and cannot be changed. The Predefined Name section is provided for reference only, so that you will know what the

original label was.

Alternate Name: This is where you can change the label to what you want displayed within this data value.
You can also add a Description that can be used to note why the change was made.
Click on the Save Label button to save your changes.

List of Labels for Investment BioMedical

Edit Predefined Name Alternate Name Description
You just indicated that you or a Related Person have an investment You just indicated that you or a Related Person have an investment
interest(s) in a Biomedical third party. Complete a separate entry for interest(s) in a Biomedical third party. Complete a separate entry for
every investment you or a Related Person h_ave. every investment you or a ReEted Person h_aue.
Who engaged in the activity? Persons engaging in activity: Description

The Annual COI Label Setup page will reflect any changes you make to the labels.

v ical Thir

Do you or a Related Person have an investment interest in any Biomedical third party?
You do not need to report investments in publicly held mutual funds.

@‘t’es OND

You just indicated that you or a Related Person have an investment interest(s) in a Biomedical third
party. Complete a separate entry for every investment you or a Related Person have.

Entry 1

Persons engaging in activity: O You O Related Person

Provide the name of the Biomedical third |
party: |

Select the estimated current value of the |

© iMedRIS Data Corporation 31



COl Assistant — RB Administration iRIS 10.03.02

Any label changes you make will update the appropriate data value within the Annual COI Form.

Setup Business Associate Type
This is a list of available Business Associate Types that you can associate to a Business Associate (Sponsor) record.

After selecting this link, the master list of existing Sponsor Types will display. You can edit the existing records, as well as
add new categories and delete categories.

System Administration - Define Sponsor Type [4]Back
Add a New Category
9 result(s) found... 1-9

Sort Order Include in Disclosure
Number Search

0 Personal 1 Yes
0 Federal - NIH 1 Yes

o Pharmaceutical 1 Yes

Delete Edit Sponsor Type Description

9 Private - Non-profit 1 Yes

Clicking the Add a New Category button will direct you to the following screen:

System Administration - Define Sponsor Type [4]Back

D Save Category |

*Sponsor Type: Business - Profit

*Sort Order Number: 1

*Include Sponsors of
this group in @ ves No
Disclosure Search:

Description:

Sponsor Type — In this field, you are required to designate the display name for the Sponsor Type record.
Sort Order Number — Enter a number to set the order in which you want the Sponsor Types to display.

Include Sponsors of this group in Disclosure Search — This setting is used for the COl module. Any sponsor associated to
a Sponsor Type with this flag set to Yes will be included in the conflict of interest check. This means when a Covered
Person submits a conflict of interest form with a conflict match listing a sponsor with this type, the system will flag a COI
match and report it to the Conflict of Interest board.

Description — You can enter a description of the Sponsor Type here. This field is for internal purposes and will not be
displayed to end users.

Click Save Category to add the Sponsor Type to the master list and make it available to be applied to sponsors in the
system.
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Add Sponsor to Master List Details:

Sponsor Abrv: 3M

*Sponsor Name:

*Sponsor Type:

3M Pharmaceuticals

Business - Profit

--naone--

Street 1: |Personal
Federal - NIH

Street 2:

County:

Private - Non-profit

State Government
Local Government
City: |Federal- Other
General Hospital
Business - Profit

State: --none-

To delete an existing Sponsor Type, click the 9 icon next to the corresponding record in the list of Sponsor Types.

Setup Business Associate List

The Business Associate List contains a list of institutions you may need to track as a Sponsor, Subrecipient, Vendor, etc.

Records added to the Business Associate list can be used in a variety of ways in the system. They can be added as a study

sponsor, as a third party for a conflict of interest, and as a sponsor or subrecipient on a study.

Clicking the Business Associate List link will populate the existing Associates in the system. You will have the ability to

Add a New Associate, Download a template that will allow you to add multiple business associates at one time, Upload

a template to add the associates to the system, edit the existing business associates, Merge Associate Records, and

delete associates. Additionally, this page contains search filters that will allow you to search for a specific record.

Add a New Associate

Selecting Add a New Associate will prompt you to enter the below fields. Saving this information will add the record to
the list of Associates/Sponsors within iRIS.

*Associate Type: | —-none—

System Setup of Business Associate List [II Back
E Save Changes
Associate Abrv:[ | Street 1: |
*Assaciate Name: | Street 2: |
Status: Deleted oo ]
[1 vendor [ Animal vendor
) [ purchaser State: | —none— ]
Associate Group: ) [ Supporter [ Lab Supply Vendor
[] Research Affiliate S
[] subrecipient [ wet Supply Vendor Province: l:l
[] sponsor
Country: | —none-- Y
External Associate ID:

Associate Abrv — Allows the designation of an abbreviation for the particular associate.

Associate Name - In this required field, you must specify the business associate’s name.

Status — Displays the internal status of the record. Once the record is saved, this status will change to “Active.”

Associate Group — Allows the designation of the group the associate should be labeled as. Depending on the answer

given in this list, additional fields will populate below. Note: The Associate Group list is a configurable list.
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Street 1 & 2, City, County/Parish, State, Province, Country, Zip/Postal Code — Allows the input of the
Associate/Sponsor’s address or location information.

Clicking Save Changes will add the new Business Associate to the master list.

Download/Upload Associates
The Download/Upload Associate features give you the ability to upload an Excel file with as many business associate
records as needed at one time.

System Setup of Business Associate List [4]Back

¥ D load A iate C ] ion T I | Upload Associate Configuration | -» - Merge Associate Records | Add a New Associate |
—_— -

Download Associate Configuration Template — This feature will allow you to download an Excel spreadsheet template.
This template is set up in the proper format for uploading business associate records, with instructions for the input of
data in each field. When downloading, be sure to Save the file to a known location on your computer, so the data can be
input and saved for future uploading. Below you will find a screenshot of this spreadsheet template.

-'Egn‘- H = Systern_Business_Associate_Temnplatexls [Read-Only] [Cempatibility Mode] - Microsoft Excel
Home Insert Page Layout Farmulas Data Review View Developer @ - =
= & - =S I== = ” =) || 5= Insert ~ x - :
Calibri 11 A AT ==|[®-] |5 | Generl - = EF |
J -:51 Q ‘é _‘d ;I'.#q Delete ~ E -
Paste ‘B r u -~ [ &~ A~ E = =|E Fad- | % - 8, s ||%0 ;00| Conditional Format  Cell e Sort & Find &
- s J — = : = L ) Formatting ~ as Table = Styles - || (o Format ~ <27 Filter~ Select~
Clipboard ™= Font (] Alignment IFi Mumber ] Styles Cells Editing
| AD18 [ |
A B C D E
1 Associate Abbreviation Associate Name Agency Type Competitor Purchaser
Mo more than 3 characters MNo more than 3 charact
2 |No more than 32 characters Mo more than 128 characters MNo more than 64 characters Yes or No Yes or No
3 AAA AL Admin AL Admin Yes Yes

Upload Associate Configuration — Selecting to upload will open a pop-up window, where you will be able to browse for
the correct Excel file containing the business associate records you wish to upload.

Document Location:

Instruction: Uploading a document into iRIS™ requires locating the document on the computer.
0nce you have located the docurment click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

Q Save selected file 9 Cancel

Merge Associate Records
Selecting to Merge Associate Records allows you to merge duplicate records within the system.
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System Setup of Business Associate List

¥ b load A iate C ion T |
e p—

iRIS 10.03.02

[1]Back

Upload Associate Configuration - Merge Associate Records || Add a New Associate |
i - L ¥

After making this selection, a list of the existing records will populate. Selecting two or more records will allow you to

merge the records and select the record that you wish to keep.

Merge Sponsor List

Select two or more records to merge.

=4

i A o o

=]

&

Internal Rec Num

1

150

144

149

4

5

135

Merge Sponsor List

Internal Rec

6

7

Sponsor Abbrev. Sponsor Name
Abbott Pharmaceutical
Access Pharmaceuticals
Achillon Pharmaceuticals Inc.
Actelion Pharmaceuticals
Allergan
Alliance Pharmaceutical
Alzheimers Association
American Cancer Society

American Heart

Select the record you want to keep after merging.

Sponsor Abbrev. Sponsor Name

American Cancer Society

American Heart

[4]Back

L e 4= Merge Selected Records |

Sponsor Type

L

Pharmaceutical
Pharmaceutical
Pharmaceutical
Pharmaceutical
Pharmaceutical
Pharmaceutical
Private - Non-profit
Private - Non-profit

Private - Non-profit

[4]Back

Sponsor Type

Private - Non-profit

Private - Non-profit

-

Message from webpage

=

-

W' therecord selected.

Do you want to continue with the merge cperation?

. The following operation will remove all records on this list except for

QK

| [ cancel

Note: For records already existing on studies, the record that was kept will replace the deleted record within the study.

Once a Business Associate/Sponsor has been added to the master list, they become available for selection when

reporting activities in a COIl form.

Setup Business Associate Type
This is a list of available Business Associate Types that you can associate to a Sponsor record.
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After selecting this link, the master list of existing Sponsor Types will display. You will have the ability to edit the existing
records, as well as add new categories and delete categories.

System Administration - Define Sponsor Type [4]Back
Add a New Category
9 result(s) found... 1-95

Sort Order Include in Disclosure
Number Search

0 Personal 1 Yes
0 Federal - NIH 1 Yes

o Pharmaceutical 1 Yes

Delete Edit Sponsor Type Description

9 Private - Non-profit 1 Yes

Clicking the Add a New Category button will direct you to the following screen:

System Administration - Define Sponsor Type [4]Back

D Save Category |

*Sponsor Type: Business - Profit

*Sort Order Number: 1

*Include Sponsors of
this group in @ vyeg No
Disclosure Search:

Description:

Sponsor Type — In this field, you are required to designate the display name for the Sponsor Type record.
Sort Order Number — Enter a number to set the order in which you want the Sponsor Types to display.

Include Sponsors of this group in Disclosure Search — This setting is used for the COl module. Any sponsor associated to
a Sponsor Type with this flag set to Yes will be included in the conflict of interest check. This means when a Covered
Person submits a conflict of interest form, with a conflict match listing a sponsor with this type, the system will flag a COI
match and report it to the Conflict of Interest board.

Description — You can enter a description of the Sponsor Type here. This field is for internal purposes and will not be
displayed to end users.

Click Save Category to add the Sponsor Type to the master list and make it available to be applied to sponsors in the
system.
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Sponsor Abrv:

*Sponsor Name:

*Sponsor Type:
Street 1:
Street 2:

City:
County:

State:

Add Sponsor to Master List Details:

3M

3M Pharmaceuticals

Business - Profit

--none--

Personal

Federal - NIH
Private - Non-profit

State Government
Local Government
Federal - Other
General Hospital
Business - Profit

—none-—-

iRIS 10.03.02

To delete an existing Sponsor Type, click the 9 icon next to the corresponding record in the list of Sponsor Types.

Review Board Notification Setup

Review Board Notifications can be set up to send notifications to Covered Persons as well as to members of the board.
These notifications range from notices of Annual COI Due Dates, to Reviewer Assignments and Meeting Agenda and

Minutes notifications.

Review Board Notifications can be set up by entering the content of the email and using merge codes to pull in specific
information. Start by clicking the button to add a new notification.

Edit Continuing Review Notification

Type of Notification:

E-mail Content:

o a#®EB I

Annual COI User Notification

Title: Annual COl Due in 30 Days
Motification if within: 30 in days.
Send E-Mail Notification: ® ves O No

O

sse Wy X2 %E =

u
= - &

Expiration Date: [%coi_expiration_date%]

Covered Person: [¥coi_covered_person%]

L #u Insert Merge Code | E Save Notification

[4]Back

A

All notifications will require a Title. This will be the subject line of the email.

Certain notifications will require a number of days. This is typically how many days prior to a certain date you want the

notification to send.

You will also be able to specify whether or not to send the email notification by selecting “Yes” or “No” in the Send
E-Mail Notification field. If “Yes” is set, the notification will send to the recipient. If “No” is set, the notification will not
send. You would set a notification to “No” if you do not want the notification to send out but you also do not want to

delete it from the system.
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[] Administrator

Send To:

Some notifications will allow you to select additional recipients if there is a Send To column. Click the Add button and
you will be able to search the database for a user to add as a recipient. You can have any number of additional recipients
for the notification. To remove an additional recipient, click the checkbox next to their name, and then click the Delete
button.

3
iy
i
i
i
=
iii
[y
i
[l
L
2>

O # TR ma®EBIU _
& L]
Expiration Date: [%coi_expiration_date%)]

E-mail Content:
Covered Person: [%coi_covered_person%]

Within the E-Mail Content portion of the notification you can enter the body of the email. You can type in or copy and
paste text, and use the system’s merge codes to pull in specific information when the notification is generated. Click the
Insert Merge Code button and a small pop-up window will open, allowing you to select the merge code you wish to use.

Annual COI Notification
These notifications send to Covered Persons (and, where appropriate, a system administrator) to alert them of upcoming
Annual COI Due Dates, Lapses in submitting the Annual COI Form, and New Hire Notifications.

Annual COI User Notifications
You can set up any number of notifications that will send to a covered person on a certain number of days prior to their
COl Due Date.

Annual COI User Notification Setup [4]Back

Add a New Notification 0 Delete Notification(s)

List of Annual COI User Notifications

Notification prior to expiration

e Edit Type i Title Send E-mail Notification
O Annual COI User Motification 30 Days Annual COI Due in 30 Days Yes
O Annual COI User Motification 1 Days Annual COI Due Tomaorrow Yes

You can set up any number of notifications that will send X amount of days prior to the Covered Person’s COl Due Date.
Recipients: Covered Person.

Send Criteria: Notification will send x amount of days prior to the COI Due Date
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Welcome John Member, M.D. |

Below are your incomplete Conflict of Interest tasks:

~» Annual Conflict of Interest Renewal Notice 1
1 task{s) found... 1-1
Open Covered Person Task Name 3::ua| B Received
John Mernber, Aannual COTis due soon for John Member, M.D. with the renewal date of
B M.D. 12/28/2012 12/28/201z2 11/29/2012

The first notification to trigger and send to the Covered Person will also cause an Annual Conflict of Interest Renewal
Notice task to populate on the Covered Persons homepage. This task will remain on the user’s homepage until the
Annual COIl Form is completed and submitted to the COI Office.

Annual COI Lapse Notifications

Here, you can set up any number of notifications that will send to Covered Persons who have not yet submitted their
Annual COl Form on a specified amount of days after the COI Due Date. If the Covered Person submits the form, these
notifications will not trigger.

Add a New Lapse Notification | 0 Delete Lapse Notification(s) |

List of Annual COI User Lapse Notifications

Notification X days after to Annual

] Edit Type Title e Send To
O ) Annual COI Lapse Notification Annual COI Has Lapsed 5 Days Ago 5 Days Administrator
O ) Annual COI Lapse Motification Annual COI Lapsed 2 Days Ago 2 Days Administrator

Recipients: The Covered Person and any additional recipients added to the notification.

Send Criteria: Notifications will send x amount of days after the COI Due Date if the Annual COI Form has not been
submitted.

Annual COI Failure to Submit Notification
One notification will send to a Covered Person on their COI Due Date if the Annual COIl Form has not been submitted.

List of Annual COI Failure To Submit Notifications

Edit Type Title Send To Action

Annual COI Failure to Submit Notification Annual COI Failure to Submit Administrator o Delete Failure
Motification

You can only have one notification defined. This notification will send on the day of the COI Due Date as long as the
Covered Person has not yet submitted their Annual COIl Form.

Recipients: The Covered Person and any additional recipients added to the notification.

Send Criteria: Notifications will send the day of the COI Due Date if the Annual COI Form has not been submitted.
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New Hire Annual COI Notifications

When a new user account is created and that account is flagged as a Covered Person, the system will assign that user a
COI Due Date five days after their account creation, which will trigger a notification to alert the new hire of his or her
Annual COIl Form.

List of New Hire Annual COI Notifications

Every ? days after

EE: Type account created

Title Send To Action

e Delete New Hire
Annual COI Notification

Annual COI New Hire Notification 1 Days Annual COI New Hire Notification Administrator

You can only have one notification defined. This notification will send based on the number of days specified after the
account is created.

Recipients: The Covered Person and any additional recipients added to the notification.

Send Criteria: Notifications will send x amount of days after user account is created.

Conflict of Commitment Review Notification Setup
Set up notifications that will to send to Commitment Reviewers for review assignments and acknowledgements.

Level 1 Commitment Reviewer Notifications

Level 1 Commitment Reviewer Notifications will only send to Level 1 Commitment Reviewers. The first notification will
send when the reviewer receives a new commitment to review. The second two notifications will send to the reviewer a
specified number of days after receiving the initial notification, serving as reminders of the review.

Level 1 Commitment Reviewer Notifications

Edit Type When to Notify Title Send E-mail Notification Action

Level 1 Reviewer Notice to - . Delete
- - Level 1 Committment Review Yes e

— review a reported Commitment Notification
. - Notify when reviewer o

rléiT:'Lflaﬁ'Zw:r‘tﬁ:g gi:ll;l?;_;:ﬁt has not been completed | Level 1 Commitment Review Reminder Yes lz3i

I P within 2 Days Notification

. . MNotify recurring when
D:}E::L ];ER;;';:S::EDD;E\"?LEEB reviewer has not been | Level 1 Commitment Review Deadline ves 0 Delete
- reported Commitment completed within 7 Missed Notification

Days

Recipient: Level 1 Commitment Reviewer.

Send Criteria: These notifications will send when (1) The task is first received/assigned, (2) X amount of days from which
the reviewer task was received/assigned but has not yet been completed, and (3) Every recurring x amount of days from
which the task was received/assigned but is not yet completed.

Level 2 Commitment Reviewer Notifications

These notifications will send to Level 2 Commitment Reviewers. The first notification will send when the reviewer
receives a new commitment to review. The second two notifications will send to the reviewer a certain number of days
after receiving the initial notification, serving as reminders of the review.
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Lewvel 2 Commitment Reviewer Notifications

Edit Type ‘When to Notify Title

Level 2 Reviewar Motice to

L4 | review a reported Commitment Level 2 Commitment Review

Level 2 Reviewer Reminder to Notify when reviewer

>\ | review a reported Commitment within 2 Days

Level 2 Reviewer Deadline Notify recurring when

Missed reminder to review a

reported Commitment completed within 7 Missed

Days

has not been completed | Level 2 Commitment Review Reminder

reviewer has not been Level 2 Commitment Review Deadline

Send E-mail Notification

Yes

Yes

Recipient: Level 2 Commitment Reviewer.

Send Criteria: These notifications will send when (1) The task is first received/assigned, (2) X amount of days from which
the reviewer task was received/assigned but has not yet been completed, and (3) Every recurring x amount of days from

which the task was received/assigned but is not yet completed.

Covered Person Commitment Review Acknowledgement Notifications
Commitment review acknowledgement notifications will send to the Covered Person with commitment changes made by

the reviewer.

Covered Person Commitment Review Acknowledgement Motifications
Edit Type When to Notify Title
Covered Person notice to

Commitment

Covered Person deadline to Notify recurring when

acknowledge a change of

Commitment completed within 7 Deadline Missed

Days

acknowledge a change of Commitment Change Acknowledgement

Covered Person reminder to Notify when reviewer |~ Change Acknowledgement
acknowledge a change of has not been completed -
= ; i Reminder
Commitment within 2 Days

reviewer has not been  Commitment Change Acknowledgement

Send E-mail Notification

Yes

Yes

Yes

Action

0 Delete

Notification

9 Delete

Notification

9 Delete

Notification

Recipient: Covered Person.

Send Criteria: These notifications will send when (1) The task is received/assigned, (2) X amount of days from which the
acknowledgement was received/assigned but has not yet been completed, and (3) Every x amount of days from which

the acknowledgement task was received/assigned but is not yet completed.

New Study/Project Conflict of Interest Notifications Setup

If you are using the Study COI Form, the New Study/Project Conflict of Interest notifications can be set up to alert KSP on

a study or project when the system requires them to fill this form out.

Key Personnel Conflict of Interest Notification Setup

Edit Type When to Notify Title
Key Personnel Conflict of L
=i Interest Initial Notification Study COI Form Notification

Key Personnel Conflict of Motify when reviewer

B Interest Reminder Notification has not b;en completed Study COI Form Incomplete
within 2 Days
Motify recurring when
Key Personnel Conflict of reviewer has not been . .
=3 Interest Deadline Notification completed within 7 Study COI Form Deadline Missed
Days

Sand E-mail Notification

Yes

[4]Back

Action

0 Delete Notification |
9 Delete Notification |

0 Delete Notification |

Recipient: Covered Person.
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Send Criteria: These notifications will send when (1) The task is first received/assigned, (2) X amount of days from which
the acknowledgement was received/assigned but has not yet been completed, and (3) Every recurring x amount of days
from which the acknowledgement task was received/assigned but is not yet completed.

Reviewers Notification Setup
Reviewers Notifications are programmed to send to assigned reviewers of a Conflict Match. There is also a notification
you can set up to let the assigned analyst of a Conflict Match know when reviewers have completed their review.

Reviewers Complete Notification
The Reviewers Complete notification will trigger and send to the assigned analyst when reviewers are complete with
their reviews on a Conflict Match.

List of RB Reviewers Complete Notifications

Edit Type Title Send E-mail Notification Action

RB Reviewers Complete Notification COI Reviewers Complete Yes 0 Delete Notification |

Recipient: Assigned Analyst.
Send Criteria: This notification will send when reviewer assignments on a Conflict Match are complete.

Reviewer Assignment Notifications
Reviewer Assignment notifications will generate and send to an assigned reviewer based on the review process of the
conflict match. You can also set up a notification to send to the reviewer if they have been removed from the review.

List of Reviewer Assignment MNotifications

Edit Type Title Send E-mail Notification Action

Agenda Reviewer Assignment Notification COI Reviewer Assignment Yes 0 Delete Notification |
Expedited Reviewer Assignment Notification Expedited Review Yes o Delete Notification |
Process Administrative Reviewer Assignment . . . o - -

Notification Administrative Review Yes Delete Notification |
Reviewer Unassignment Notification Review Unassigned Yes 0 Delete Notification |

Agenda Reviewer Assignment Notification
This notification will send to a full board reviewer. Note that you must also have Enable Reviewer Notifications set to
“Yes” under the Meeting Date within Meeting Manager before full board review notifications will send.

Recipient: Assigned Reviewer.

Criteria: This notification will send when the Review Process of Assign to Review Committee Agenda is set, a reviewer is
assigned to the Conflict Match, and Enable Reviewer Notifications is set to Yes.

Expedited Reviewer Assignment Notification
The Expedited Reviewer notification will send to a reviewer when a Conflict Match for review is assigned a Review
Process of Expedited.
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Recipient: Assigned Reviewer.

Send Criteria: This notification will send when the Review Process is set to Expedited and a reviewer is assigned to the
Conflict Match.

Process Administrative Reviewer Assignment Notification
The Process Administrative Reviewer Assignment notification will send to a reviewer when a Conflict Match for review is
assigned a Review Process of Process Administratively.

Recipient: Assigned Reviewer.

Send Criteria: This notification will send when a Review Process of Process Administratively is set and a reviewer is
assigned to the Conflict Match.

Reviewer Unassignment Notification
The Reviewer Unassignment notification will send if you delete a reviewer assignment task.

Recipient: Assigned Reviewer.
Send Criteria: This notification will send upon a reviewer’s removal from reviewing a Conflict Match.

Reviewer Assignment Pending Reminder
You can set up a Reviewer Assignment Pending Reminder notification that will send out a specified number of days after
a review assignment to remind the reviewer of his or her task.

List of Reviewer Assignment Reminders

Edit Type When to Notify Title Send E-mail Notification Action

Reviewer Assignment Pending

\ ) . . . Delete
- Matify every 3 Days COI Reviewer Assignment Reminder Yes
=1 Reminder Motification

Recipient: Assigned Reviewer.

Send Criteria: This notification will send every x amount of days after the initial assignment notification is sent and the
reviewer has not yet completed his or her review.

Internal Routing Notification
Internal Routing notifications will send to both the user assigned an Internal Routing task and the assigned analyst when
an Internal Routing task is completed.

Edit Type Title Send E-mail Notification Action
RB Internal Routing Assignment Motification Internal Routing Assignment Task Yes 0 Delete Notification |
Edit Type Title Send E-mail Notification Action

RBE Internal Routing Complete Motification Internal Routing Assignment Complete es 9 Delete Notification |

Internal Routing Assignment Notification
Internal Routing Assignment notifications are sent to users who are assigned an Internal Routing task.
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Recipient: User assigned a routing task from the Internal Routing tab within the Conflict Match processing screens.

Send Criteria: This notification will send as soon as the user is assigned and you indicate “Yes” to the question: Have you
completed your selection of required routings?

Internal Routing Complete Notification
The Internal Routing complete notification will send to the Assigned Analyst when all assigned users have completed
their Internal Routing tasks for a Conflict Match.

Recipient: Assigned Analyst.

Send Criteria: This notification will send when all users have completed their Internal Routing tasks for a Conflict Match.

Meeting Agenda and Minute Notification

The Meeting Agenda and Minutes notifications send out to board members when you generate, publish, and indicate to
the system to send out the agenda template or a minutes template for a specific meeting date in the Meeting Manager.
These notifications generate with the PDF-published versions of the appropriate document attached. They will send to all
board members or to members present at a specific meeting, depending on what notification is being sent out.

Meeting Agenda and Minute Notification Setup [4]Back

Edit Type Title Send E-mail Notification Action

Final Meeting Agenda Motification C0I Meeting Agenda (attachment) Yes 0 Delete Notification |
Rewvised Meeting Agenda Notification Revised Meeting Agenda (attachment) Yes 0 Delete Notification |
Final Meeting Minute Notification COI Meeting Minutes (attachment) Yes 0 Delete Notification |
Diraft Meeting Minute Notification COI Draft Meeting Minutes (attachment) Yes 0 Delete Notification |

Final Meeting Agenda Notification
Final Meeting Agenda notifications will generate when you send the published Meeting Agenda for a specific meeting
date within the Meeting Manager. The notification will attach a PDF Meeting Agenda.

Recipient: All members of the committee.

Send Criteria: Clicking Send The Finalized Agenda Document To All Members within a meeting date in the Meeting
Manager will send this notification.

Revised Meeting Agenda Notification

The Revised Meeting Agenda notification will generate when you send a published Revised Meeting Agenda for a specific
meeting date in the Meeting Manager. The notification will attach a PDF Meeting Agenda Revision. *Not applicable to
COl.

Recipient: All members of the committee

Send Criteria: Clicking Send The Revised Agenda Document To All Members within a meeting date in the Meeting
Manager will send this notification.
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Final Meeting Minute Notification

The Final Meeting Minute notification will generate when you send the published Meeting Minutes for a specific meeting
date in the Meeting Manager. The notification will attach a PDF copy of the Meeting Minutes.

Recipient: Users marked present at the meeting.

Send Criteria: Clicking Send Out A Final Copy Of The Minutes To The Meeting Attendees within a meeting date in the
Meeting Manager will send this notification.

Draft Meeting Minutes Notification
The Draft Meeting Minutes notification will generate when you send a copy of the Draft Meeting Minutes for a specific
meeting date in the Meeting Manager. The notification will attach a PDF copy of the Draft Meeting Minutes.

Recipient: Users marked present at the meeting.

Send Criteria: Clicking Send Out A Copy Of The Draft Minutes To The Meeting Attendees within a meeting date in the
Meeting Manager will send this notification.

Meeting Attendance Notification Setup

You can set up notifications that will send to board members a certain amount of days prior to a meeting date, asking
them to log in to the system and set their meeting availability. You can also setup a notification that will send to COI
Coordinators if any member changes their availability within a certain amount of time prior to a meeting date.

Meeting Attendance Notifications

If you would like to send notifications to board members notifying them to set their availability for upcoming meetings,
you can set these reminders in the Meeting Attendance Notifications section. These notifications will send to Board
Members a certain amount of days prior to a meeting date to let the member know they need to set their availability for
that particular meeting. You can have any number of meeting attendance notifications set up.

Add a New Notification | Q Delete Notification(s) |

List of Meeting Attendance Notifications

i Edit Type Notification prior to expiration date Title Send E-mail Notification
[l Meeting Attendance Notification 30 Days COI Meeting Attendance Yes
[l Meeting Attendance Notification 14 Days COI Meeting Attendance 2nd Notice Yes

Recipients: Members of the committee.
Send Criteria: These notifications will send x amount of days prior to a meeting date.

Member Attendance Change Notification
The Member Attendance Change notification will send to COI Coordinators a certain amount of time prior to the meeting
date if any member has changed their availability.
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List of Member Attendance Change Notification

Edit Type Title Send E-mail Notification Action

0 Delete Member Attendance
Change Notification

Member Attendance Change Notification COI Meeting Attendance Has Changed Yes

Recipients: COI Coordinators.

Send Criteria: The notification will send x amount of days prior to a meeting date only if a member changes attendance
in the specified amount of time before the meeting.

Outcome Letter Notification
Notifications related to Outcome Letters are set up here. These notifications send to Outcome Letter recipients, to users
assigned to sign an Outcome Letter, and to alert analysts that signoffs on letters have been completed.

Outcome Letter Notification
The notification that will generate and send to selected recipients when you send an Outcome Letter is set up in the
Outcome Letter Notification section. This notification will attach a PDF Outcome Letter.

List of RB Outcome Letter Notifications

Edit Type Title Send E-mail Notification Action

RB Outcome Letter Notification COI Qutcome Letter (attachment) Yes o Delete Qutcome Letter Notification

Recipients: Selected recipients, designated when the Outcome Letter is created.
Send Criteria: This notification will send when the “Send” option is clicked for an Outcome Letter.

Outcome Signoff Letter Notification
The Outcome Signoff Letter notification is generated and sent to a user assigned to sign off on an Outcome Letter.

List of Outcome Signoff Letter Notifications

- Send E-mail -
Edit Type Title Notification Action
RB Qutcome Signoff Letter Notification COI Qutcome Letter Signoff Task Yes 0 Delete Qutcome Signoff Letter Notification

Recipients: Any user assigned to sign the Outcome Letter.

Send Criteria: This notification will send when “Have you completed your selection of required signatures?” is set to Yes
within the Letter Signoff Routing List.

Outcome Signoff Complete Notification
The Outcome Signoff Complete notification generates and sends to an assigned analyst when all signoff tasks for the
letter have been completed.
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List of Dutcome Signoff Complete Notifications

Type

REB Qutcome Signoff Complete Notification

Title

CQOI Qutcome Letter Signoff Complete

Send E-mail
Notification

Yes

Action

0 Delete Qutcome Signoff Complete Notification

Recipients: Assigned Analyst.

Send Criteria: This notification will send when all assigned users have completed their Outcome Letter signoff tasks.

Management Plan Notifications
Notifications related to Management Plan Letters are set up in the Management Plan

Notifications section. These

notifications send to Management Plan Letter recipients, to users assigned to sign a Management Plan Letter, and to

alert analysts that signoffs on letters have been completed.

Management Plan Notification

The Management Plan notification generates and sends to selected recipients when you send a Management Plan. This

notification will attach a PDF Management Plan Letter.

List of RB Management Plan Notifications
- Send E-mail -
Edit Type Title Notification Action
COI Management Plan Notification C0OI Management Plan (attachment) Yes
List of I g it Plan Signoff Notifications
Edit Type Title Send E-mail Notification Action
COI Management Plan Signoff Notification COI Management Flan Signoff Task Yes
List of M g it Plan Signoff C lete Notifications
- Send E-mail -
Edit Type Title Notification Action
COI Management F.’lf_:'” _S|gn0f'f Completed COI Management Plan Signoff Complete Yes
g Naotification

0 Delete Plan Signoff Complete Notification

o Delete Management Plan Notification

0 Delete Plan Signoff Notification

Recipients: Selected Recipients.
Send Criteria: This notification will send when Send is clicked for a Management Plan.

Management Plan Signoff Notification

The Management Plan Signoff notification will generate and send to a user assigned to sign off on a Management Plan.

List of Management Plan Signoff Notifications

Edit Type Title

COI Management Plan Signoff Notification COI Management Plan Signoff Task Yes

Send E-mail Notification Action

0 Delete Plan Signoff Notification

Recipients: Any user assigned to sign the Management Plan.
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Send Criteria: This notification will send when “Have you completed your selection of required signatures?” is set to Yes
within the Letter Signoff Routing List.

Management Plan Signoff Complete Notification
The Management Plan Signoff Complete notification generates and sends to an assigned analyst when all signoff tasks
for the letter have been completed.

List of Management Plan Signoff Complete Notifications

Send E-mail

Edit Type Title Notification Action
cor Manageme;gﬁi‘:\cl;t?ollg_lnoff Completed COI Management Flan Signoff Complete Yes 0 Delete Plan Signoff Complete Notification

Recipients: Assigned Analyst.
Send Criteria: This notification will send when all assigned users have completed their Management Plan Signoff tasks.

Response Notifications

When you are ready to complete processing a match within the Conflict Match processing screens, the next step is to
generate a response to the Covered Person, which will bundle any Management Strategies and Letters associated to the
Conflict Match.

Covered Person: Susan Investigator

Match Object Number: 000022 COI - Match Review for Covered Person Susan Investigator [4]Back
Review Round Number: 1

Match Summary Raview Outcome: Management Plan Required

Internal Documents Follow-up Due- l:l vI

Review Assignment

Correspondence Review process summary

Review Checklist &

Comments
Round - - .
Review Discussion Number Review Process Meeting Date Date Received Date Completed
Meeting Vote Mo Review history for this review.
Outcome

Personnel to Receive Notification
Management Strategies

Internal Routini
g Add Personnel |

Management Flan &

Outcome Letter =T Name
Required
Outcome Sent 9 (O] Susan Investigator

Email Notification ¥

|
Email notification
Generate Response Message |
template: Respanse Required I —
Approval
\

Before you can complete processing a Conflict Match, you must select an Email Notification to send to the Covered
Person. The list of email notification templates available in the dropdown list are set up under Response Notifications.

The Response Notifications are templates you can select when you are sending a response to the Covered Person.
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Add a Template | e Delete Template(s)

List of Response Notification Templates

i Edit Title

O Response Required

O Approved

You can set up any number of Response Notifications. These notifications are generated in the Outcome Sent tab of the
Conflict Match processing screens where you can also use merge codes to pull in information specific to the Conflict
Match.

Personnel to Receive Motification

Add Personnel |

Response
Required D
(O] Susan Investigator

(]
(%)

O Administrator

Recipients: Any user added to the Personnel to Receive Notification list (see above) on the Outcome Sent tab, within the
Conflict Match processing screens.

Covered Person: Susan Investigator
Match Object Number: 000023 COI - Match Review for Covered Person Susan Investigator [1]Back
Review Round Number: 1
Q Save the Response Message |
Match Summary Outcome & r
Internal Documents .
Review Outcome: Management Plan Regquirad Conflict processing complete: O
Review Assignment

Send Criteria: Notification will send when the Conflict Processing Complete flag is set in the Outcome Sent tab, located in
the Conflict Match processing screens.

Response Reminder Notifications

If you send a Management Plan to a Covered Person and indicate a Follow-Up Due date in the Outcome Sent tab of the
Conflict Match processing screens, you can set up reminder notifications that will send to the Covered Person a
designated number of days after the follow up was due.

List of Response Reminders Notifications

Add a New Response Reminders Notification 9 Delete Response Reminders Notification(s)

¢|Z Edit Type Notification after ? Days Title Send E-mail Notification
O . col Re;opggzaeti%immder S Days COI Response Required Yes

You can set up any number of reminder notifications.
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Personnel to Receive Motification &

Add Personnel |

Responsea
Required

o (0] Susan Investigator

O Administrator

HName

Recipients: A user flagged with “Response Required” in the Personnel to Receive Notification table of the Outcome Sent
tab within the Conflict Match processing screens. The recipient is typically the Covered Person.

Covered Person: Susan Investigator
Match Object Number: 000023 COI - Match Review for Covered Person Susan Investigator [1]Back
Review Round Number: 1
Q Save the Response Message |
Match Summary Outcome & e
Intermal Documents )
Review Qutcome: Management Plan Required Conflict processing complete: O
Review Assignment
Correspondence Follow-up Due: 0772015 'I

Send Criteria: The notification will send x amount of days after the indicated Follow-up Due date if the Management Plan
has not been responded to.

Internal Documents Notification

The review board can upload documents to a study record specific to the study and internal to the review board. When
documents are uploaded, you have the ability to email that document to another user of the system. Notifications
defined here will attach the uploaded document and send to the selected recipient.

Internal Document Notification [4]Back
[ save Notification |
Type of Notification: Internal Document Notification

Title: COl Internal Document (attachment)

[ Administrator

Send To:

The contents of the notification contain a title and recipients. You do not need to specify content for the notification.
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*
*Sand Email Content

*Subject

O ax S & B I U X x2S A A

i
(i
i
1]
M
o

COlInternal Document (attachment)
* Recipient(s): Marmal (.. % - Wl I
Administrator |

Additional Recipient(s):

Attachments

Delete Attachment(s) |

0 COI Specific Study
Document.doox

Click Attachment Name to View

Recipients: Any user specified within the notification template, or any additional recipients manually added at the time
you send the notification. The screenshot above shows an example of a template about to be sent from a study within
the COIl board. The Recipients column pulled in the recipient as defined in the notification setup, and you can also
manually add additional recipients here.

Study Nickname:  Application for Ressarch

PI:  Imesstigator, Suson Review Board Internal Study Documents [4]Back
Add a New Document | o Delete Selected Document(s) | _[@ Compare document versions | - Send Email |
Select A Category: | Al ~
1 result(s) found...
i Edit  Title File Version Last Modified by
O CoI-Specific Study Document @ 1.0 U [IUCSEy

02/20/2017
9.94 KB

Send Criteria: The notification will send when you access Review Board Internal Documents within a study record of the
COl board. Select the checkbox next to the document you wish to send, then click the Send Email button.

*
*Send Email Content

*Subject

O «

i
X
i
m
Py
[
&
o
v
N
i
i
=1
»
4
ini
[
i
[l
]
e

COl Internal Document (attachment)

+ Recipient(s): Mormal (.. 7 — e @
Administrator |
Additional Recipient(s):

Attachments

Delete Attachment(s) I

0 g CO1 Specific Study
Document.doocx

Click Attachment Name to View

This will cause the Internal Documents Correspondence page to open. You can type in content for the notification,
change the recipient list or change the Subject line for the email. When you are done and ready to send the notification,
click on the Save & Send Correspondence button.

List Maintenance Setup

List Maintenance Setup contains the configurable dropdown lists available for you to set up. The left column contains
lists related to study lists and system-wide lists. The right column contains lists related to Conflict of Interest drop-down
lists that are mapped to panels in the COI Forms.
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If you would like to categorize your Management Strategies, you can create a list and associate a Management Strategy
to a specific category when you create it. To use categories for Management Strategies, the review board property

rb.use_stipulation_category must be set to Yes.

COI - Setup Review Board Management Strategy Category

Add a Management Strategy Category | Q Delete Selected Management Strategy Category(s) |

[4]Back

¢E Edit Management Strategy Category
| Category 1
O Category 2

When you open the Management Strategy Category page, a list of categories will display. If you have not set up any
categories, the page will not list any records. You can add a new category by clicking on the Add a Management Strategy

Category button.

COI - Setup Review Board Management Strategy Category

#*Management Strategy
Category:

[1]Back

_Q Save Management Strategy Category |

Type in the Management Strategy Category name, and then click the Save Management Strategy Category button to

add the new category to the list.

You can edit existing categories by clicking the Edit icon next to the category name. This will open a page that will allow

you to modify the name.

Covered Person: Susan Investigator

Match Object Number: 000023 COI - Review Management Strategies

Review Round Number: 1

Strategy Information: * Strategy Content

*Strategy Type:

ou o ab 2
Strategy must be addressed ~ O« B a HEs B T U e x, ¥}
*Strategy Category: O @ [ =z |
Category 1

Category 2

[4]Back

Q Save the Strategy |

I
0
[y
i
(]
[

Any category you add to the list will populate in the Strategy Category dropdown list when you are creating a

Management Strategy for a Conflict Match.
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Internal Document Category
You can create categories for any Internal Documents you upload to a study within the COI board.

COI Office - Setup Review Board Internal Document Category [4]Back
Add a Document Category | 0 Delete Selected Document Category(s) |
g Edit Document Category
|:| ) Internal Document Category 1
|:| ) Internal Document Category 2

When you open the Internal Document Category page, a list of all categories will display. If you have not set up any
categories, the page will be blank. You can add a category by clicking on the Add a Document Category button.

COI Office - Setup Review Board Internal Document Category [4]Back

Q Save Document Category |

*Document Category: Internal Document Category 3

Type in the Document Category name, and then click the Save Document Category button to add the category to the
list.

You can edit existing categories by clicking the Edit icon next to the category name. This will open a page that will allow
you to modify the name.

Note: The Internal Document Category is a shared list between the Review Board Internal Study Documents and the
Covered Person Internal Documents.

Study Nickname: Application for Research = a4
PI: Investigator Susan Review Board Internal Study Documents [4]Back

Study Status: IRB Number :| HUMANPROTOCOL—2016-1563 IACUC Number: | ANI-16-489 Study Title : Application for Research

Q Save Changes

COI Document View the document
“Title:

“Version Number: 1 .0

Version Date: 02/20/2017 '

Category: | --Nnone-— A

Case Clarification
Case Documents

Load the document into iRIS: Upload ...

Any category you add to the list will populate in the Category dropdown list when you are uploading a document in the
Review Board Internal Documents area after accessing a study from the COI board side.
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Covered Person: Susan Investigator
Match Object Number: 000532

COI - Match Review for Covered Person Susan Investigator
Review Round Number: 2

*Title:

“Version Number: 0

Version Date: v
Category: [—none- v |

—none—
Case Clarification

Case Documents
Description: *

Load the document into iRIS: Upload ...

iRIS 10.03.02

\I\ Back

a Save Changes

View the document

The categories also populate in the Category dropdown list when you are adding a document to a Covered Person within

Internal Documents in the Conflict Match processing screens or within Search Conflict Matches.

Internal Routing User Roles

When you are assigning a user to an Internal Routing task, you can specify a role for that user. To use the user roles

feature, the review board property rb.useReviewRouting_user_role must be set to “Yes.”

COI - Review Board Setup Internal Routing User Roles List

[4]Back

Add a User Role | Q Delete Selected Role(s)

CoOI list of internal routing user roles.

Ji.g Edit User Role
O Role 1
O Role 2

When you open the Internal Routing User Roles page, a list of roles will display. If you have not set up any roles, the page

will not list any records. You can add a new role by clicking on the Add a User Role button.

COI Office - Review Board Setup Internal Routing User Roles List

COI Office add an internal routing user role.

*User Role: Role 3|

[ Back

Q Save User Role |

Type in the User Role name, and then click the Save User Role button to add the new role to the list.

You can edit existing roles by clicking the Edit icon next to the role name. This will open a page that will allow you to

modify the role’s name.
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Covered Person: Susan Investigator
Match Object Number: 000532

COI - Match Review for Covered Person Susan Investigator
Review Round Number: 2

iRIS 10.03.02

[4IBack

a Save Routing List

Match Summary

r—Internal Review Routing

Internal Documents

Review Assignment

@Assignment notes:

Correspondence
Review Checklist & Have you completed your Yes
Comments selection of required routings? ¥ No

Review Discussion

Add Review Board Routing
L
Qutcome

N Assignment Comments
Internal Routing

Onder Click
Outcome Letter Number 12 Assigned To Role Date Notified
review
Cutcome Sent User Comments
0 = :
| Assignment Comments:
Board Member, Joe v —none— v |
User Comments: —none—

Role 2

Add Non-Review Board Routing
h

Date Completed

Any role you add to the list will populate in the dropdown list next to the user assignment when you are making an

Internal Routing assignment for a Conflict Match.

Predefined Strategies

If you have a list of commonly-used Management Strategies, you can set them up under Predefined Strategies and pull

them into Conflict Matches as needed.

COI - Management Strategy Setup

Add a New Management Strategy |
N

[4]Back

0 Delete Selected Management Strategy(s) |

List of approved canned management strategy(s)

2 result(s) found...

il? Edit Category z“rd':;er Management Strategy
[} Category 1 1 Predefined Strategy #1
[} Category 1 2 Predefinied Strategy #2

When you open the Predifined Strategies page, a list of predefined strategies will display. If you have not set up any
strategies, the page will not list any records. You can add a new predefined strategy by clicking on the Add a New

Management Strategy button.

© iMedRIS Data Corporation

55



COl Assistant — RB Administration iRIS 10.03.02

COI - Management Strategy Setup [4]Back

E Save Management Strategy |

Add a management strategy to the system.

0 = M S M B 7 U ke x, XS A A~
[e] - 2 ! BB

*Management Strategy
Content:

“Order:

If you have set up your system to use Strategy Categories, the Category field will populate at the top of the page
containing the list of categories you have created. You can choose the category to which you wish to associate the
Predefined Strategy from the dropdown list.

Type in the Management Strategy Content, specify an Order, and then click the Save Management Strategy button to
add the predefined strategy to the list.

You can edit existing strategies by clicking the Edit icon next to the record. This will open a page that will allow you to
modify the Category, Management Strategy Content, and the Order.

Covered Person:  Susan Investigator

Match Object Number: 000532 COI - Match Review for Covered Person Susan Investigator [4]Back
Review Round Number: 2

+ Add Multiple Strategies Add a New Strategy Add Pre-defined Strategies
T o o
Match Summary
Ml PEAfmEs [ Management Strategies
Review Assignment
Correspondence ) Management T
Acq .. Sorting Management A Follow-up =
Review Checklist & + Edit Number|Strategies Type gta;:tgeog;;as T Management Strategies

Comments

N N N No Management Strategies entered
Review Discussion

Qutcome

Management Strategies

Internal Routing

Management Plan &
Qutcome Letter

Qutcome Sent

When you are creating a management strategy for a Conflict Match, you will be able to select the option to Add
Pre-defined Strategies.
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iRIS 10.03.02
Covered Person: Susan Investigator o
Match Object Number: 000532 COI - Review Management Strategies [4]Back
Review Round Number: 2
a Save Selected Strategies
List of approved canned Management Strategies

2 result(s) found...

i

a Category Management Strategies
Category 1 Predefined Strategy #1
1 fi trat: #
Category 1 Predefined Strategy #2

When you do, a new page will open listing any predefined strategy(ies) you may have added to the configuration list.

Review Outcome/Outcome Configuration List
Setup the Outcome List for Conflict Matches here.

COI - Review Board Setup Review Outcome [4]Back

. Add a New Action

€ pelcte Selected Action(s)

COI list of review outcomes.

+|3( Edit Action Name Response Required Copy Submission

Approved

Management Plan Required

Tabled

When you open the page, a list of review outcomes will display. If you have not set up any review outcomes, the page
will not list any records. You can add a new review outcome by clicking on the Add a New Action button.

COI - Review Board Setup Review Outcome [1]Back

Q Save Review Outcome

COI add a review cutcome.

*Review Qutcome: Deferred

*Response Required: Yo @

*Submission Coj
B Yes @ No

Type in the Review Outcome and specify whether Response Required or Submission Copy is required (*Not applicable
to COl), and then click the Save Review Outcome button to add the review outcome to the list.

You can edit existing review outcomes by clicking the Edit icon next to the record. This will open a page that will allow
you to modify the Review Outcome.
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Covered Person:  Susan Investigator

Match Object Number: 000532 COI - Match Review for Covered Person Susan Investigator [4]1Back
Review Round Number: 2

L 4 Merge C s into Manag Strategies L 4= Merge Comments into Review Discussion a Save the Submission Outcome

Match Summary

Internal Documents —
Outcome &

Review Assignment

Correspondence HELED Management Plan v | Disclosure Status: —-none-—- ¥
Outcome:

Review Checklist & none-
view Checklis
Comments Approved

[~ Office of General CounScr =

Review Discussion

Meeting Vote Outcome: —none-- v

Outcome

The list of Review Outcomes will populate in the Review Outcome list within the Outcome tab of the Conflict Match
submission processing screens.

Reviewer Rank Configuration List
Define your reviewer ranks within the Reviewer Rank Configuration List.

COI - Review Board Setup Reviewer Rank [4]Back

Add a New Rank | 0 Delete Selected Rank(s) |

i Edit Reviewer Rank
O | ol Analyst 1
O | | COI Analyst 2
O Ad Hoc

When you open the page, a list of reviewer ranks will display. If you have not set up any reviewer ranks, the page will not
list any records. You can add a new reviewer rank by clicking on the Add a New Rank button.

COI - Review Board Setup Reviewer Rank [ Back

B Save Reviewer Rank |

*Reviewer Rank: Ad Hoc

*Is this the label for an @ I
Ad Hoc Reviewer: Pes LUNo

*If this is not an Ad Hoc

Reviewer please add the Rank l:l

(e 1,2 3)

Type in the Reviewer Rank name and specify whether the rank represents an Ad Hoc reviewer by selecting Yes or No.
Indicating Yes will tell the system to treat this role as an Ad Hoc reviewer. You must also enter a number to specify a rank,
using rank numbers 1, 2, 3, or 0. The rank numbers will tell the system how to treat the reviewer ranks, with 1 indicating
a Primary Reviewer in the system, 2 indicating a Secondary Reviewer, 3 indicating any other reviewer level, and 0
indicating an Ad Hoc reviewer. Click the Save Reviewer Rank button to add the record to the list.

You can edit existing reviewer ranks by clicking the Edit icon next to the record. This will open a page that will allow you
to modify the record.
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Covered Person:  Susan Investigator
Match Object Number: 000532 COI - Match Review for Covered Person Susan Investigator
Review Round Number: 2

iRIS 10.03.02

[4]Back

Q Save the Review Assignment

Match Summary

Internal Documents

~ Analyst Assigment &
Review Assignment

Correspondence Assign Analyst: | Analyst, Ann A, M.D. ¥

Review Checklist &

Comments.

[~ Determine Review Process
Review Discussion Not Assigned
Meeting Vote

Outcome ® Assign to Review Committee Agenda

Management Strategies
Internal Routing Expedite
Process Administratively
Management Plan &
Qutcome Letter

Committee Name: | Commitee 1 ¥
Upcoming Meeting Date: | 03/082017 ¥ | or B! dick here to select past meetings

Agenda Category: | Conflicts assigned to Meeting v

—Assign Reviewers &

QOutcome Sent

Reviewer Role

o --none-- ¥
—nane—
Primary

Reviewar

Add Reviewer
W

Completed ? Date Notified Date Completed

No

Secondary
Ad Hoc

Reviewer ranks populate in the Reviewer Role column, as shown in the image above, when you are assigning a reviewer

to a Conflict Match.

Assign Reviewers W

Reviewer Role Reviewer

a [conanalyst 1 ] [Member, Jane V|

--None— W

OR

Known System identified User:

Add Reviewer
- Date
Completed ? Date Notified Completed
Nao
Nao

(% First Name:

Last Name:

If the reviewer rank you selected is an Ad Hoc rank, you will be able to select a Board Member from the drop-down list in
the Reviewer column, or you can type in the first name and last name of the user (for specialty reviewers who do not

have a user account in iRIS).

Office of General Counsel Outcome List

You can select Office of General Counsel Outcomes on the Outcome tab of the Conflict Match processing screens. When
you first open this page, any outcomes that have already been configured will display. If you have not configured any

outcomes yet, the page will not display any records.
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COI - Review Board Setup Office of General Counsel Outcome [4]Back
+ Add a New Outcome | o Delete Outcome(s) |
iE’ Edit g:ldrrel;er Outcome
[ 1 |2 Approved
1 1 Management Plan

4

Click Add a New Outcome to add a new Office of General Counsel Outcome. On the page that opens, you can enter an
Order Number (sets the order in which the outcomes will be displayed) and an Outcome.

COI - Review Board Setup Office of General Counsel OQutcome [4]Back
‘ I Save Outcome |

Add Outcome

#* Order Number: |1

* Qutcome: | Deferred x

When you are finished entering information, click Save Outcome to proceed. If you need to edit an outcome, click the
icon in the Edit column. You will be brought back to the screen shown above, where you can edit the Order Number and
Outcome.

You can select an Outcome from the Office of General Counsel section of the Outcome tab of the Conflict Match
processing screens.

Coverad Person:  Susan Investigator

Match Object Number: 000532 COI - Match Review for Covered Person Susan Investigator @Back
Review Round Number: 2

- - Merge G into [ - - Merge Comments into Review Discussion a Save the Submission Outcome

Match Summary

Internal Documents

[ Outcome ¥
Review Assignment

. ) = ) : - —
Correspondence Review Dutcome: Management Plan Disclosure Status: none-

Review Checklist &
Comments

[~ Reviewer Checklist Summary O

Review Discussion

Meeting Vote

Outcome

[~ Office of General Counsel &
Management Strategies

Internal Routing Outcome: --none-- v

Management Plan &
QOutcome Letter

Approved
Management Plan

Setup Institutional Role Name list
The Institutional Role Name List is used in the Annual COl Form and in a Covered Person’s record. Institutional Roles can
be set up so the system can flag a certain user if they have a role that indicates a KDM or a 990 requirement.
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Institutional Role Name Setup [4]Back

L
v

Download Role List Template | . Upload Role List Code | Add a New Role |

List of Institutional Roles

& result(s) found...

Display in COI

Delete Edit Order Number Role is KDM? is 9907 Form
0 . 1|1 IRB Board Member Yes No Yes
o 11 Vice President Yes No Yes
o . | 2 Researcher No No Yes
o s [3 Officer Yes No Yes
o . 1 |4 Practitioner No No Yes
e 1 5 Dean Yes No Yes
o . | 6 Principal Investigator Yes Mo Yes
0 999 Other No No Yes

The Delete column contains Delete icons that can be used to delete a role. When you select one of these icons, you will
receive a message confirming that you wish to delete the item. Click OK to proceed, or Cancel to cancel the deletion.

Edit- Contains an icon that you can click to open, view, and edit information about an existing role.

Order Number- Determines not only how the roles are to be grouped in this list, but also the order in which they are to
appear within the Annual COI Form’s list of roles when you are given the option to assign a role to a user.

Is KDM?- Indicates whether or not the role is a Key Decision Maker.
Is 990?- Indicates whether or not the role falls under the 990 criteria.

Display in COIl Form — Indicates whether the role should display within the Institutional Roles data value, which is located
within the Annual COI Form. This will allow a user to select their institutional roles.

If your list of roles is extensive, rather than entering them one-by-one, you can upload them. Click the Download Role
List Template button.
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Download the Role List Template [4]Back
INSTRUCTIONS
Step 1:
If your browser blocks pop - ups, then after a few moments a bar similar to the one shown below may appear in your
browser.

.f,‘ To help protect your security, Internet Explorer blocked this site from downloading files to your computer, Click here for options...

Simply click on the bar and a small drop down list will appear. Click Download File from the list of options.

Mere informakion

Step 2:

In a few moments, your browser will prompt you to either Open or Save the file (see example below).

Note: this is not the actual File Download box, it is only a picture. In order to Check - out the document and edit it, you will
need to Save it to your workstation.

‘ Download Complete ‘

Do you wanl 1o ogen e zave this fia?

= Nans study_conuments—g.menys2. doc
el Tywe Merniolt Word Docrent, 23,50

Cancel ‘
Fromt 66 220.42.146

A new window will open, and your Internet browser will download the template. Internet Explorer is used in this
example. Depending on your Internet settings, you may have a blocker installed that prevents you from downloading files
without approval. Wait a few moments and the browser may prompt you with a yellow bar at the top of the page. Click
the yellow bar and select “Download File” from the menu that appears. Do this before clicking the Download Complete

button. If you click “Download Complete” before saving the file to your desktop, you will lose the file and will need to
restart the process.

Do you want to open or save Role_Listads (23.0 KB) from iris-ga? Open Save | ™ Cancel

When you select to download the file, a popup window will ask you if you’d like to open or save the document. You can
do either; however, we recommend that you save the document before opening. You will want to make sure you save the
document to a location on your computer that you will remember.

When you choose to save the document, you can browse your computer for the location you would like to save it to.

Once this is complete, you need to click on the Download Complete button within the browser. If you did not want to

check out the document, click the Cancel button. This will return you to the previous page without downloading the role
list.

_,3\ = 9~ s Role_Listxls [Compatibility Mode] - Microsoft Excel - = X
—EE/- Home Insert Page Layout Formulas Data Review View '@) - B X
=l & - = == = 2 =) | 5= Insert - ¥ - :

Arial -l A AT == = General - EF' I
J 53 =5 ‘d —‘d 3 Delete - E .
Paste ' r u - |- A =E==[EE A [$ - % o |52 ;0| Conditional Format  Cell . Sort & Find &
- 7 = —_— e 2 | Formatting = as Table = Styles - || (= Format ~ 27 Filter~ Select~
Clipboard ™= Fant IF] Alignment IF] Number IF] Styles Cells Editing
| A4 - £ | ¥
A B C D E o
1 |Order Number Roles Is KDM Is 990 Show in Form
21 Vice President Yes Mo Yes
3 999 Other Mo MNo Yes
4 | |
ﬁ
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The Excel download is a simple template where you can enter (or copy and paste) role order numbers and role
definitions, and indicate “Yes” or “No” in columns C, D, and E. When you are finished entering information, save the file

and return to the Institutional Role configuration list.

Institutional Role Name Setup [4]Back

“  pownload Role List Template e Upload Role List Code | Add a New Role |

v

List of Institutional Roles

8 result(s) found...

Display in COI

Delete Edit Order Number Role is KDM? is 9907
Form
o 1 IRE Board Member Yes No Yes
0 1 Wice President Yes No Yes

Click the Upload Role List Code button.

Document Location: Browse...

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

i I Save selected file

o cancel

Browse your machine for the edited Excel file’s location. Click Save selected file when you have located the file. You can

click the Cancel button to cancel the upload.

When the roles are successfully uploaded, the system will alert you with a message. If for any reason the upload fails, the
pop-up will inform you. Possible reasons for failure would be leaving any of the columns blank or adding extra columns to

the spreadsheet.
Any roles you uploaded will now appear in the list of roles.

You can manually add a new role to the list by clicking on the Add a New Role button.
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Institutional Role Name Setup [4]Back
Q Save Role |

Add Institutional Role.

*Role Name: |Hew Institutional Role
*0Order Number: |7

is KDM?:

=

is 9907

O 0O

Display in COI Form:

A new page will open. Enter the Role Name and specify an Order Number.
You can also set flags for the role:

Is KDM? — Indicates whether or not the role is a Key Decision Maker. If a user has a KDM role, certain triggers in the
system can be set, including COI triggers and Conflict of Commitment triggers. You can then program branching in your
COI Forms to branch down a certain path if the user filling out the form has a role with KDM flagged.

Is 990? — Indicates whether or not the role falls under 990 criteria. You can also program branching in your COIl Forms
when the user filling out the form has a role with 990 flagged.

Background Information

Our records reflect your position{s) at GH as listed below. If you are listed as holding a position you do not believe you hold, please
contact Greg Thompson at gthompson@gh.org

Role Name
No role(s) have been assigned

Please indicate whether you hold any additional positions that are listed below. {Check all that apply)

Role Name
IRB Board Member

Officer Revised
Researcher
Vice President
Practitioner
Dean

Principal Investigator

Ooooooono

Other

Display in COl Form — Indicates whether the role should display in the Institutional Roles data value, located within the
Annual COIl Form (see the above screenshot). This will allow a user to select their institutional roles.

When you are finished adding the details for the role, click the Save Role button and your role will be added to the list.

Once you have entered your institutional roles, you will be able to assign institutional roles to users within the Search
Conflict Matches menu item within the COI Review Board Assistant.
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COI - Search Conflict Matches

Last Name:
First Name:

Employee
ID:

Annual COI Lapsed
Annual COI Due in next 120 Days

No Annual COI Submitted

ﬁ Find

f:’ Download COI Due Date Template

j; Download Institutional Roles Template

iRIS 10.03.02

[4IBack

i Upload COI Due Date

— Upload Institutional Roles

UIN: By Strategy Category --none-- ¥
Status: Al v By Outcome --nane-- M
19 result(s) found... 1-19
Open  jepen  UserName Primary Department Aonual Status Documents Management - Conflict
3 Healthcare System - 12345 - Sample Site 03/15/2017 Active
4 ] 9 Analyst, Ann A., M.D.
2 Healthcare System - 12545 - Sample Site 02/28/2017 Active
4 0 Board Member, Jan, Ph.D.
- | Healthcare System - 12345 - Sample Site 02/28/2017 Active
4 &2 Board Member, Joe
:} Healthcare System - 12345 - Sample Site 02/28/2017 Active
4 2 Board Member, John
Click the icon in the Open User Role column to view role assignment information.
Define Institutional Role Assignment for Investigator, Susan [I\ Back
B Save Role Assignments | o Delete Role Assignment(s) |

Role Name
|:| Principal Investigator

List of role(s) currently assigned to Investigator, Susan

Other roles not assigned.
Role Name
[] 1IRE Board Member
[ vice President
Researcher
Officer
Practitioner
Dean

Other

ooogoo

This will open a page that lists the assigned Institutional Roles, from which you can assign additional roles to the selected

user.

COI Configuration Lists

These configuration lists consist of drop-down lists that are made available throughout the panels of the COI Form.

© iMedRIS Data Corporation

65



COl Assistant — RB Administration iRIS 10.03.02

Review Board

Configure Nature of Activity list

Configure Business Type list

Configure Disclosure Status

Configure Dollar Amount Selection list

Configure Percent Ownership Selection list
Configure Compensated Biomedical Service list
Configure Compensated Non-Biomedical Service list
Configure UnCompensated Biomedical Service list
Configure UnCompensated Non-Biomedical Service list
Configure Intellectual Property list

Configure Gift Type list

Configure Gift Amount list

Configure Related Person list

Configure Family Member list

Configure Study Financial Interest list

Configure Study Associational Interest list
Configure Study Intellectual Property Interest list
Configure Study Associational Activity list
Configure Location list

Configure Gift Gift type list

Configure Event list

Configure Prescription Drug Sample list

Issue Reporting Types

You can either use iRIS predefined panels or you can build custom panels for your institution’s COI form, to which you can
add any of the drop-down lists available.

Instructions Investments with Biomedical Third Parties

Background Information
Do you or a Related Person have an investment interest in any Biomedical third party?

v Investments with Biomedical i i i
o You do not need to report investments in publicly held mutual funds.

®ves COno

You just indicated that you or a Related Person have an investment interest(s) in a Biomedical third
party. Complete a separate entry for every investment you or a Related Person have.

Entry 1

Persons engaging in activity: () You () Related Person

Provide the name of the Biomedical third
party:

Select the estimated current value of the

- —none— w
investment:

Select the current estimated ownership |- 21p ggp
percentage: | ¢; 001 - 525,000
525,001 - 550,000
550,001 - 575,000

§75,001 - 100,000 = dlick here to add another investment
= 5100,001

This portion of the manual will discuss how to create records within each of the configuration lists available.
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COI Office - Dollar Amount Setup [1]Back

Add a New Dollar Amount

0 Delete Selected Dollar Amount(s)

i Edit Order Number Dollar Amount Type Amount
O 1 < $10,000 No
O 4 $10,001 - $25,000 No
O 5 $25,001 - $50,000 No
O 6 $50,001 - $75,000 No
O ) $75,001 - $100,000 No
O 8 = $100,001 Yes

Each configuration list will display any records created. The example used here is the Dollar Amount configuration list.

The first column contains checkboxes. These checkboxes are used to delete a record. To delete a record, click the
checkbox next to the record you wish to modify, and then click the Delete Selected Dollar Amount(s) button, located on
the top right of the screen. Alternately, you may see the red X Delete icons. You can delete a record by clicking on its
corresponding Delete icon.

The Edit column contains an icon that you can click to open, view, and edit information about a selected record.

The Order Number column determines not only how the records are grouped in this list, but also the order in which they
are to appear within the Annual COI Form.

Dollar Amount — Represents the column that contains the name of the record.

Type Amount — This indicates whether a user will be prompted for additional information if a record is selected from the
dropdown list.

A new record can be created by clicking on the Add a New Dollar Amount button.

COI Office - Dollar Amount Setup [4]Back

Q Save Dollar Amount |

Add Dollar Amount

* Order Number: |&

* Type Amount: OYEE @ MNo

* Dollar Amount:

A new page will open, allowing you to specify an Order Number and give the record a name using the Dollar Amount
field. Some of the configuration lists will have a column for Type Amount.

After entering the details, click the Save Dollar Amount button.
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Edit Dollar Amount

* Order Number:

* Typa Amount:

# Type Amount number:

* Type Amount constraint:

* Dollar Amount:

COI Office - Dollar Amount Setup

8

®ves ONo

100001

@ Greater Than O Less Than

= 5100,001

[{]Back

Q Save Dollar Amount |

When you indicate “Yes” to Type Amount, the page will refresh. You will be prompted to specify the Type Amount
Number and Type Amount Constraint. These values will cause the system to validate a user’s response in the COIl Form.

Entire view of the Form |

®ves ONo

Investments with Biomedical Third Parties

Do you or a Related Person have an investment interest in any Biomedical third party?
You do not need to report investments in publicly held mutual funds.

You just indicated that you or a Related Person have an investment interest(s) in a Biomedical third
party. Complete a separate entry for every investment you or a Related Person have.

Entry 1

Persons engaging in activity:
Provide the name of the Biomedical third
party:

Select the estimated current value of the
investment:

If > $100,001, please specify the amount of
the Investment:

® You O Related Person

A.G. Bessalear

= 5100,001 w

100000 (format: "10000", no $, comma)

Specific value of the Investment amount must be a
number greater than 100001

The example in the screenshot above shows that >5100,001 has been selected from the Dollar Amount drop-down list
within a panel in the Annual COl Form. Selecting this option caused another field to populate below that field, asking the
user to specify the exact dollar amount. The user had entered “100000”, but based on the logic setup in the Dollar
Amount configuration list, the user now needs to specify an amount greater than 100,001. The system will not allow the

user to proceed until they change the amount in the dropdown list or change the dollar amount in the field below the

Dollar Amount drop-down list.

Edit Gift Type

* Order Number:

* Type Amount:

COI Office - Gift Type Setup

®ves ONo

* Gift Type: |Other

[4]Back

Q Save Gift Type |

Other configuration lists in the system will allow a Type Amount selection.
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Gifts from a Biomedical Company

During this fiscal year, have you or will you or a Related Person receive any entertainment, meals, andior gifts from any Biomedical
third party? In answering this question, you may omit non-cash gifts and entertainment involving a total of less than $50 during
this fiscal year.

@'Yes Q Mo

You just indicated that you or a Related Person received entertainment, meals, and/or gifts from a
Biomedical third party. Complete a separate entry for each type of entertainment andfor gift received.

Entry 1

Whe engaged in the activity?

) vou O Related Person

Provide the name of the Biomadical third
party:

Select the type of item received: | giher Gint L

If other, please specify the Gift Type: Other Gift Type Amount

Indicate the actual or estimated value of the

items received: (format: "10000", no %, comma)

If Type Amount is set to “Yes” for a configuration item not related to a dollar amount, the user will be prompted to
specify additional information when they make that selection within the form.

The following describes each configuration list and where they are used in the Annual COIl Form.

Configure Nature of Activity List
From this screen, you can configure the Nature of Activity drop down list available within the Annual Disclosure form.

CO1I - Configure Nature of Activity List [1]Back

.&ddal'lewﬁd:i\rityl

Remove Edit Order Number Type Amount

0 1 Consultant No

Activity

0 l. | 2 Scientific Advisory Board Member Mo
0 ._ 1|3 Other Advisory Board Member No
0 ._ | 4 Speaker's Bureau Member Mo
[ % M 5 Officer or Memher of Mananement No

Nature of Activity records can be included as a Data Type in the Panels defined within the Annual COI Form.

System Form Designer - Annual Disclosure Form [4]Back

w Eancel—REl‘umtoListl _ESa\rel}ahValuel

*Data Type: |Labsl - Text

Linked List

*Database Column Name: | 5 dy |ACUC/ARC Animal Location

R Table

*Value Required: | ¢ oict of Interest Nature of Activity

Conflict of Interest Date Compensation Received
Conflict of Interest Written Agreement

Conflict of Interest Business Associate

A s

*Column Number:

User defined Error Message override
far required fields

*0Order in Column:

Conflict of Commitment Time spent

Selection - Combobox from table two Column Selections
Electronic Signature - Pl

Study Exemption checklist

Subject's MRM or Study ID
Cuhiar s Initiale

The Nature of Activity data value is only available as a data value within the Panel Data Type.
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Configure Business Type list

The Configure Business Type list contains standard business types that are commonly used, but you can create additional
business types as needed.

COI - Business Type Setup [4]Back

-+, MdauewBuTypel o Deletesm'msstype(s)l

Order

iE Edit Number Business Type ~
[l ) 1 1 Investments with Biomedical Third Parties

O 1 2 Investments with Non-Biomedical Third Parties

O 1 3 Compensated Outside Activities with Biomedical Third Parties

O 1 4 Compensated Outside Activities with Non-Biomedical Third Parties

O 1 IS Intellectual Property in a Biomedical Product

| I Gifts from a Biomedical Company

[l 1 7 Uncompensated Outside Activities with Biomedical Third Parties

O 1 8 Uncompensated QOutside Activities with Non-Biomedical Third Parties

| Y\ Outside Activities with Related Colleagues

O 1 10 Outside Activities Employed by Colleagues

[l 1 11 Biomedical - Compensated Commitment

O 1 12 Mon-Biomedical - Compensated Commitment

O 1 13 Biomedical - Not Compensated Commitment

O 1 14 Mon-Biomedical - Not Compensated Commitment

[l 15 Academics - Entity Relationship W

Business Types are associated to the predefined iRIS data values in the Annual COIl Form.

. COI Annual Disclosure Form User's Current In tional Roles
System Form Designer - Acor Annual Disclosure Form User's Selected Institutional Roles @ Back
COI Annual Disclosure Form Investment non-BioMedical

COI Annual Disclosure Form compensation Biomedical

COI Annual Disclosure Form compensation non-Biomedical

C0OI Annual Disclosure Form Intellectual Property Biomedical

COI Annual Disclosure Form gifts from any Biomedical

C0OI Annual Disclosure Form uncompensated position Biomedical

C0OI Annual Disclosure Form uncompensated position non-Biomedical

COI Annual Disclosure Form employee related

COI Annual Disclosure Form have business with direct relation

*Database Column Name: | COI Annual Disclosure Form have ownership with direct relation

COI Annual Disclosure Form have served with direct relation

*Value Required: | COI Annual Disclosure Form relation of Family with Listed Persons

COI Annual Disclosure Form relation of Employee with Listed Persons

COI Annual Disclosure Form relation of Person with Listed Persons

COI Annual Disclosure Form relation served with Listed Persons

COI Annual Disclosure Form Grant Assistance with Listed Persons

C0OI Annual Disclosure Form Industry Representative Access

COI Annual Disclosure Form Academic Support, Industry-Sponsored Scholarships and Other Educational funds E
COI Annual Disclosure Form Participation in Industry-Sponsored Program

COI Annual Disclosure Form Industry Marketing

C0OI Annual Disclosure Form Honorarium from Continuing Education Events V]
COI Annual Disclosure Form Prescription Drug Sample

nl:oListl ESaveDamVahel

Question Text:

*Data Type:

*QOrder in Question:

Is the value Read Only?

If you are using iRIS’ predefined values for capturing conflict matches, you will want to keep the original records for the
Business Type list. These records map to the corresponding data values in the forms designer (please see image above).
When a user fills out the form and indicates a conflict within one of the data values, the Reported Interest Type will
populate with the corresponding Business Type.

If you are using your own custom COI form panels, you will be able to specify Match Rules within the COIl Form.
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Add Form COI Match Rule

*Enter a Name Tag for this |
1 Match:

*Order:

*Match General Description:

*Match Type:
*Business Type:

*Type of Interest:

Order Wha

®) Conflict of Interest

Investments with Biomedical Third Parties
Investments with Non-Biomedical Third Parties

Compensated Outside Activities with Biomedical Third Parties
Compensated Outside Activities with NMon-Biomedical Third Parties

Intellectual Property in a Biomedical Product
Gifts from a Biomedical Company

Uncompensated Outside Activities with Biomedical Third Parties
Uncomp ted Outside Activities with Non-Biomedical Third Parties

Outzide Activities with Related Colleagues
QOutside Activities Employed by Colleagues
Biomedical - Compensated Commitment

Mon-Biomedical

- Compensated Commitment

Biomedical - Mot Compensated Commitment

Mon-Biomedical

- Mot Compensated Commitment

O Conflict of Commitment

!!Addanewllulel

Join by, if any x

OCancdlESavel

When creating a Match Rule, you will be able to select a Business Type from a dropdown list. This dropdown list pulls
from the Business Type configuration list.

COI - Conflict Matched Objects

Not Assigned Assigned Completed
378 result(s) found...
- Matched
i Open Object Group Name |S:hnw
Number erm
ooosze @
2
ooosso @
2
oooss1 @
2
ooosse @

Agendas

Covered Person's Name

Susan Investigator

Susan Investigator

Susan Investigator

Ann Analyst

Reported Interest Type

Financial Interest

Financial Interest

Investments with Biomedical Third
Parties

Equity Interests in Biomedical or
Healthcare Entities

Reported Interest Third Party

Pfizer

Pfizer

Pfizer

Any COI Match triggered, whether using iRIS predefined data values or custom panels, will populate the appropriate
Business Type in the Reported Interest Type column.

Configure Disclosure Status

The Configure Disclosure Status configuration list allows you to set up a list of disclosure statuses that can be selected on
the Outcome tab of the Conflict Match processing screens. When you first open this screen, you will see a list of any
disclosure statuses that have already been added to the system, if any.

COI - Review Board Disclosure Status

e Edit ﬁ"'d':;er Disclosure Status
D ) 3, 1 Open

O iRt Approved

O 1 Deferred
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To add a new disclosure status, click Add a New Status. You will be brought to a screen where you can enter the Order
Number, representing its order both in the list of records and in the dropdown list on the Outcome tab, and the name of
the Disclosure Status.

COI - Review Board Disclosure Status [4]Back
i I Save Status |

Add Disclosure Status

* Order Number: ‘1

* Disclosure Status: ‘ |

Click Save Status when you are done entering information to save what you have added and return to the main list of
records.

Click the icon in the Edit column to edit an existing disclosure status. You will be able to edit the Order Number and
Disclosure Status name.

To delete a Disclosure Status, check the box next to the record and click Delete Selected Status.

The Disclosure Status dropdown menu appears on the Outcome tab of the Conflict Match processing screens.

Covered Person: Susan Investigator

Match Object Number: 000532 COI - Match Review for Covered Person Susan Investigator [4]Back
Review Round Number: 32

» 4= Merge Comments into Review Discussion a Save the Submission Outcome
Match Summary
Internal Documents — Outcome O
Review Assignment
Correspondence e Approved v Disclosure Status:
Outcome:
Review Checklist &
Comments = Open
M - — A\

FpS—— Assign the Committee Name: none . Approved

Submission Meeting Date: |--none-- ¥ | or & click here to select past meetings Deferred

to A da: s .
Outcome ¢ Agenda Agenda Category: | Conflicts assigned to Meeting v
Internal Routing

Configure Dollar Amount Selection list
The Dollar Amount dropdown list allows you to set up ranges of dollar amounts for users to select from within a panel.

COI Office - Dollar Amount Setup [4]Back
., Add a New Dollar Amount 0 Delete Selected Dollar Amount(s)
e Edit Order Number Dollar Amount Type Amount
O (! = $10,000 No
O | (4 £10,001 - $25,000 No
O i 5 425,001 - $50,000 No
O | |8 $50,001 - $75,000 No
I Y |7 75,001 - $100,000 No
O L > $100,001 Yes
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The configuration list allows you to specify the Order Number, Dollar Amount, and Type Amount (for cases where you
would like the user to specify the exact amount if over/under a certain amount), that should show on your organization’s

COl form.

Instructions

Background Information

Third Parties

Investments with Biomedical

Investments with Biomedical Third Parties

Do you or a Related Person have an investment interest in any Biomedical third party?
You do not need to report investments in publicly held mutual funds.

@Yes OND

You just indicated that you or a Related Person have an investment interest(s) in a Biomedical third
party. Complete a separate entry for every investment you or a Related Person have.

Entry 1

Persons engaging in activity: O You O Related Person

Provide the name of the Biomedical third
party:

Select the estimated current value of the

— W
investment: none—

Selact the current estimated ownership [ g pop
percentage: |gj 001 - 525,000
525,001 - $50,000
550,001 - §75,000
575,001 - 5100,000

= Click here to add another investment

= 5100,001

The Dollar Amount drop-down list will appear in the following data values:

User defined Error Massage override for required

COI Annual Disclosure Form Investment BioMedical

COI Annual Disclosure Form Investment non-BioMedical
COI Annual Disclosure Form Compensation Biomedical

COIl Annual Disclosure Form Compensation non-Biomedical

System Form Designer - Annual Disclosure Form

*Data Type: | Selection - Configuration List

#Database Column Name: |

*Value Required: ()

*Column Number: |1

fields

*Order in Column: |1

--nong--

Data Dictionary Definition: | Study Update and Amesndments Types ~

) _ Study Adverse Event Category
Unique Code used for data merge: | o4y Adverse Event Attribution
Study Adverse Event Grade
Country

Job Title
Ethniicity - B
Specialty

Study Phase

Highest Degree
Study Financial Role
Element info: | Study Peds Category
Language

Research Type
Blinding Method
Stage

Radiation Use
Dizgnosis
Therapeutic Area

Ownership Percentage List

2 1=
Race I U =k x, X2 3=

- sz

The Dollar Amount configuration list can also be pulled into a custom panel while designing your institution’s COl Form in
the System Form Designer. The configuration list is available when you choose a Data Type of Selection - Configuration
List data type. The configuration list to select is Dollar Amount List.
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Configure Percent Ownership Selection list
The Percent Ownership dropdown list allows you to set up a range of percentages to select from within a COIl form.

COI Office - Percent Ownership Amount Setup [{]Back

Add a New Percent Ownership Amount 0 Delete Percent Ownership Amount(s)

HEq Edit Order Number Percent Ownership Type Amount
O |2 <1% No

O | |2 2%-4% No

F | 3 5% No

O 4 =5% Yes

The configuration list allows you to specify the Order, Percent Ownership, and whether “Type Amount” should be
activated (for cases where you would like the user to enter the exact percentage amount).

Entry 1

Persons engaging in activity: () You () Related Person

Provide the name of the Biomedical third
party:

Select the estimated current value of the

- —none— W
investment:

Select the current estimated ownership

—i W
percentage: none—

<1%

2%-4%

gop = dlick here to add another investment
=5%

The Percent Ownership drop-down list will appear in conjunction to the following data values:

e COIl Annual Disclosure Form Investment BioMedical
e COIl Annual Disclosure Form Investment Non-BioMedical
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System Form Designer - Annual Disclosure Form

*Data Type: | Selection - Configuration List

*Database Column Namea: |

*Value Required: (_)yes (@)
*Column Number:

User defined Error Message override for required

fields

*Order in Column: |1

—none--

Data Dictionary Definition: | Stydy Update and Amendments Types Y
. R Study Adverse Event Category

Unique Cads us=d for data mergs: Study Adverse Event Attribution

Study Adverse Event Grade

Country

Race I U e
Job Title

Ethnicity - &
Specialty

Study Phase

Highest Degree
Study Financial Role
Element info: | Study Peds Category
Language

Research Type
Blinding Method
Stage

Radiation Use
Diagnosis
Therapeutic Area
Dellar Amount List

- T Coamnenzated Rinmadiral Service | ist

The Percent Ownership configuration list can also be pulled into a custom panel. The configuration list is available when
you use the “Selection — Configuration List” data type. The configuration list to select within this category is “Ownership
Percentage List.”

Configure Compensated Biomedical Service list

The Compensated Biomedical Service list allows you to set up different services to select from when indicating the
service provided to an outside entity.

COI Office - Compensated Biomedical Service Setup [1]Back

w Add a New Compensated Biomedical Service | o Delete Compensated Biomedical Service(s) |

e Edit Order Number Sarvice Type Amount
O ESE Board Member No
O e Committee Member No
O 5] |3 Advisory Board Member No
O Ky |4 Consultant No
O 5 Employee/Independent Contractor No

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” should be activated
(for cases where you would like the user to specify additional information, e.g. “Other”).
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Emtry 1

Wha engaged in the activity?

Provide the nams of the Bomedical third
party:

Indicate the value of compensation received
[or anticipated to be received) this Fiscal
oar:

Select the service provided:

If Other, please specify the service:

O You O Related Person

T — w

"-.-3 Board Mambear O

"-.-\ Coammittes Mambear f_:'r InstructarfLecturer
"-.-_? Adwisary Board Membear ::r REyiEwar

{_? Cansultant {2 Wrter/Edasr

{:3 Employea Indapandant () Other

Contractor

W Spaaker's Buresu

The Biomedical Service List will appear in the following data values:

COI Annual Disclosure Form compensation Biomedical

System Form Designer - Annual Disclosure Form

--none--
Study Update and Amendments Types
Study Adverse Event Category

Study Adverse Event Attribution

*Order in Column: | Study Adverse Event Grade

Country

Data Dictionary Definition: | p,.o

Unique Code used for data merge:

Job Title

Ethnicity

Specialty

Study Phase
Highest Degree
Study Financial Role
Study Peds Category
Language

Research Type
Blinding Method
Stage

Element info: | Radiation Use

Diagnosis
Therapeutic Area
Dollar Amount List

Ownership Percentage List
Compensated Non-Biomedical Service List
Uncompensated Biomedical Service List

Uncompensated Biomedical Service List

I nramnenzatad Mon_Rinmeadicral Qanirs |isf

The Biomedical Service List can also be pulled into a custom panel. The configuration list is available when you use the

“Selection — Configuration List” data type. The configuration list to select within this category is “Compensated

Biomedical Service List”.
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Custom Panel

Entry 1

vcickherehnaddamﬂu:rmtw |

Provide the name
of the Agency:

Other

—none—
Board Member

Advizory Board Member
Conzultant
Employee/independent Contractor
Speaker's Bureau
Instructor/Lecturer

Reviewer

Writer/Editor

Other

Committee Member

If using this data value in a custom panel, the data will be presented to the user in a drop-down list. Note: if an item with
“Type Amount” set to “Yes” is selected, the user will not be prompted to specify additional information. This option will

only work in the predefined panels.

lnl Reporting Form

Entire view of the Form

Entry 1 ]

g Printpriendy | (&) Refresh Constant Feids | ]

Provide the name of the Biomedical third
party

Indicate the value of compensation received

Who sngaged in the activity? () You () Related Persan

[or anticipated to be received) this Fiscal  -none-
T

Select the service provided:

O Bgard Member

P —
\J Speaker's Bureauy

O Committes Member

C' Advisory Board Member

D Consultant

C' Employvee/Independent C Other

Contractor

~
L4 Ingtructor/Lecturer
O Reviewer

C Writer/Editor

Specify the amount of time spent (or
anticipated to be spent) providing services

this Fiscal Year, in hours, inchding hours
preparation and travel Gmae:

Attach a copy of the agresment

Do you have a copy of 5y,
the Ag mtto " Upload Now

wpload Mow? () Upload Later

(_) Dan't have an Agresmant

e [ Uplosd _ ]

+ Click here to add another outside activity |

Configure Compensated Non-Biomedical Service list
The Compensated Non-Biomedical Service list allows you to set up services for users to select from within a panel.
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COI Office - Compensated Non-Biomedical Service Setup [4]Back
- Add a New Comp ted Non-Bi dical Service | o Delete Comp ted Non-Bi dical Service(s)

i Edit Order Number Service

O ) I Board Member Mo
O ) Ik Committee Member No
O ) N Advisory Board Member No
O ) 4 4 Consultant No
O ) L Employee/Independent Contractor No

Type Amount

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” is applicable (for
cases where you would like the user to specify additional information, e.g. “Other”).

Entry 1

Whe engaged in the activity?

Previde the name of the Biomedical third
party:

Indicate the value of compensation receheed
[or anticipated to be received) this Fiscal
Yaar:

Select the service provided:

If Othar, please specify the service:

O You O Ralated Persan

T — w

"-.-\ Board Membear

"-.-\ Cammitbes Mambear

"-.-\ Adwvisary Board Mambar

":_.\- Coansultant

{'.\- EmiployesTndepandant
Contractor

~ A
) Speaker's Buréasu
)

L) Instructos/Leacturar
P

L BEwviEwar

{2 Writer/ Editar

P
(%) Other

The Non-Biomedical Service List will appear in the following data values:

® COIl Annual Disclosure Form compensation non-Biomedical
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System Form Designer - Annual Disclosure Form

User defined Error Message avarride for required

*Data Type: | Selection - Configuration List

*Database Column Name: |

*Value Required: [

*Column Number:

fields

“Order in Column: |1

Data Dictionary Definition:

Unique Coda used for data merga:

Study Update and Amendments Types
Study Adverse Event Category
Study Adverse Event Attribution
Study Adverse Event Grade
Country

Race

Job Title

Ethnicity

Specialty

Study Phase

Highest Dearee

Study Financial Role

Study Peds Category
Language

Research Type

Blinding Method

Stage

Radiation Use

Diagnosis

Therapeutic Area

Dollar Amount List

Ownership Percentage List
Compensated Biomedical Service List

LIncomnensated Rinmedical Service |ist

iRIS 10.03.02

The Non-Biomedical Service List can also be pulled into a custom panel. The configuration list is available when using the
“Selection — Configuration List” data type. The configuration list to select is “Compensated Non-Biomedical Service List”.

Custom Panel

Entry 1

Click here to add another entry

Provide the name
of the Agency:

Other w
—nong—

Board Member

Advisory Board Member
Conzultant
Employee/independent Contractor
Speaker's Bureau
Instructor/Lecturer

Reviewer

Writer/Editor

Other

If using this data value in a custom panel, the data will be presented to the user in a dropdown list. Note: if an item with
“Type Amount” set to “Yes” is selected, the user will not be prompted to specify additional information. This will only

work in the predefined panels.
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| Emry1 |
Who sngaged in the activity? () You () Related Persan
Provide the name of the Biomedical third
party:
Indicste the valus of compenestion recenmad
(or anticipated to be received) this Fiscal = —fone- b
it
Sebect the service provided: —
(O Board Member ) Speaker's Bureau
O Committes Member O tnstructor/Lecturer
O Advisory Board Member O Beviewer
C' Consultant C Writer/Editor
O Employes/Independent O othe
Contractor
Specify the amount of time spent [or
anticipated to be spent) providing services h
this Fiscal Year, in hours, including CRITS
preparation and travel tme:
Am.."muf?wm“ D'”';:"'""“"" ® Upload Now
£ 9 Agresment bo
upload Mow? () Uipload Later
() Dan't have an Agreamant
[ Upioad ]
+ Click here to add anather sutside activity |
Configure Uncompensated Biomedical Service list
The Uncompensated Biomedical Service list allows you to set up services to select from within a panel.
COI Office - UnCompensated Biomedical Service Setup [4]Back

- Add a New UnCompensated Biomedical Service | o Delete UnCompensated Biomedical Service(s) |

e Edit Order Number Service
N

O 1 Board Member
[=3]

O ) 2 Committee Member
=31

O ) 3 Advisory Board Member
=31

O ) 4 Consultant
=31
s

O 5 Speaker's Bureau

Type Amount

No

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” should be activated
(for cases where you would like the user to specify additional information, e.g. “Other”).
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Entry 1

Provide the name of the Biomedical third
party:

Indicate the valee of compensation recened

Who engaged in the activity? () You () Related Persan

[or anticipated to be received) this Fiscal  -—-nons— b
Yaar:
Select the service provided: N -
":_.- Board Mambar L) Spaskers Burasu
O Cammittes Mambear ) Instructor/Lecturer
O Advisary Board Mambear O Reviewer
O Cansultant O Writer/ Edatar
{:.\- EmployesTndepandant & othe
Contractor

If Other, please specify the service:

The Uncompensated Biomedical Service List will appear in the following data values:

e COl Annual Disclosure Form Uncompensated Biomedical.

System Form Designer - Annual Disclosure Form

*Data Type: |5&Iection - Configuration List

*Database Column Name: |

*WYalue Required:

Jves ®No

#*Column Number:

User defined Error Message override for
required fields

*Order in Column:
Data Dictionary Definition:

Unique Code used for data merge:

Element info:

—-none--
Study Update and Amendments Types i
Study Adverse Event Category —
Study Adverse Event Attribution
Study Adverse Event Grade I
Country
Race
Job Title
Ethnicity
Specialty

Study Phase I
Highest Degree
Study Financial Role -
Study Peds Category

Language

Research Type

Blinding Method

Stage

Radiation Use

Diiagnosis

Therapeutic Area

Doliar Amount List

Ownership Percentage List

Compenzated Biomedical Service List
Compensated Non-Biomedical Service List

|=

B

[P ———— 4 D dinel Crminn | ind

iRIS 10.03.02

The Uncompensated Biomedical Service List can also be pulled into a custom panel. The configuration list is available in
the “Selection — Configuration List” data type and the configuration list to select from this category is “Uncompensated

Biomedical Service List”.
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Entry 1

Click here to add another entry
-

Provide the name
of the Agency:

Other v

—none—

Board Member

Advizory Board Member
Consultant

Employeefindependent Contractor
Speaker's Bureau
Instructer/Lecturer

Reviewer

Writer/Editor

Other

If using this data value in a custom panel, the data will be presented to the user in a drop-down list. Note: if an item with
“Type Amount” set to “Yes” is selected, the user will not be prompted to specify additional information. This will only

work in the predefined panels.

Wit sngaged in the sctivity? (0 vou () Belated Person

Provide the names of the Rismedic sl thied party:

Crpoerd Hember

LY Commnitteas Mambar

Sabact th position you hold (chedk ol that applyls ) oy Board Mamber

Configure Uncompensated Non-Biomedical Service list
The Uncompensated Non-Biomedical Service list allows you to set up services for users to select from within a panel.

L instructerLecturer

Wi ribarfE g

b

5]

Edit

=

O oooaag

Add a New UnC
-

CO1I Office - UnCompensated Non-Biomedical Service Setup

'ted Non-Bi di 'Servioel 0 Delete UnC 'ted Non-Bi di 'Servioe(s}l

[4]Back

Service
No
Committee Member No
Advisory Board Member No
No
Speaker's Bureau No

Type Amount

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” should be activated
(for cases where you would like the user to specify additional information, e.g. “Other”).
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Emtry 1

Wha engaged in the activity?

Provide the nams of the Bomedical third

Indicate the value of compensation received
[or anticipated to be received) this Fiscal

O You O Related Person

Select the service provided:

—=NOfE— w
! ™o 5
Lt Board Mambear W Spaaker's Buresu
"-.-\ Coammittes Mambear f_: InstructarfLecturer
"-.-_? Adwisary Board Membear :_} REyiEwar
{_? Cansultant {2 Wrter/Edasr
{:3 Employea Indapandant () Other
Esntra chor

If Other, please specify the service:

The Uncompensated Non-Biomedical Service List will appear in the following data values:

® COl Annual Disclosure Form Uncompensated Position non-Biomedical

System Form Designer - Annual Disclosure Form

*Database Column Name: |

*Walue Required:

*Column Number:

User defined Error Message override for
required fizlds

*Data Type: |5&Iection - Configuration List

Oves ®no

--nong--
Study Update and Amendments Types
Study Adverse Event Category

*0Order in Column: | Study Adverse Event Attribution

Study Adverse Event Grade

Data Dictionary Definition: | Country

Race

Unique Code used for data merge: | )55 Title

Ethnicity

Specialty

Study Phase

Highest Degree
Study Financial Role
Study Peds Category
Language

Research Type
Blinding hMethod

Element info: | Stage

Radiation Use

Diagnosis

Therapeutic Area

Dicliar Amount List

Ownership Percentage List

Compensated Biomedical Service List
Compensated Mon-Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Biomedical Service List

Element Definition: === —

ko

iRIS 10.03.02

The Uncompensated Non-Biomedical Service List can also be pulled into a custom panel. The configuration list is
available when you use the the “Selection — Configuration List” data type, and the configuration list to select is

“Uncompensated Non-Biomedical Service List”.
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Custom Panel

Entry 1

- Click here to add another entry

Provide the name
of the Agency:

Other "

—none—

Board Member

Advizory Board Member
Conszultant
Employee/independent Contractor
Speaker's Bureau
Instructori/Lecturer

Reviewer

Writer/Editor

Other

iRIS 10.03.02

If using this data value in a custom panel, the data will be presented to the user in a drop-down list. Note also, if an item
with “Type Amount” set to “Yes” is selected, the user will not be prompted to specify additional information. This will

only work in the predefined panels.

Emiry 1

Wiho angaged in tha sctivity® () vou () Relsted Perzon

Provide Ehe nanes of the Ricamedic sl third party

Ll ioaerd Hamber
amemithes Marmbar
Sl the position you hold (chedk all that apply)i O sdvior v Board Mamier

sker'd Buraasy

i
wf IrstnuctorLacturar

F

Y Eaiawer
W riba B ditiger

Configure Intellectual Property list

The Intellectual Property Type list allows you to set up a list for users to select from within a panel.

COI Office - Intellectual Property Type Setup

T Add a New Intellectual Property Type |

0 Delete Intellectual Property Type(s)

[4|Back

J? Edit Order Number Intellectual Property Type
Patent or IP protection filing made, but
0 —J 1 not granted [z
O 2 Patent or IP protection granted No
O 3 Patent or IP license pending No
(=3}
O 4 Patent or IP license granted, but no No
S royalties yet

Type Amount

The configuration list allows you to specify the Order Number, Intellectual Property Type, and whether “Type Amount”

should be activated (for cases where you would like the user to specify additional information, e.g. “Other”).
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Entry 1

Who engaged in the activity? (O You (O Related Person

Provide the name of the Biomedical product:

Provide the name of the Biomedical third party:

Specify the status of your IP interest:  _none- e

--none-

FPatent or IP protection filing made. but not granted

Patent or IP pratection grantad

Patent of IP license pending

Patent or IP license granted, but no royalties yet

Patent or IP license granted, royalties received A
Other

1s the Intellectual Property used at COH? Oves O Mo O Don't know

Provide a description of the Intellectual Property:

+ Click here to add another interest

The Intellectual Property Type List will appear in the following data values:

® COIl Annual Disclosure Form Intellectual Property Biomedical

System Form Designer - Annual Disclosure Form

*Data Type: |5t—.lection - Configuration List

*Database Column Name: |

*Value Required: |_yas (O] Mo

*Column Number:

User defined Error Massage override for
required fizlds

--nong--

Study Update and Amendments Types A
Study Adverse Event Category —
*0rder in Column: | Study Adverse Event Attribution
Study Adverse Event Grade |
Data Dictionary Definition: | Country
Race
Unique Code used for data merge: | jop Title
Ethnicity
Specialty
Study Phase I
Highest Degree
Study Financial Role -
Study Peds Category

Languags

Research Type

Blinding Method

Element info: | Stage

Radiation Use

Diagnosis

Therapeutic Area

Dollar Amount List

Ownership Percentage List

Compensated Biomeadical Service List
Compensated Non-Biomedical Sarvice List
Uncompensated Biomedical Service List
Uncompensated Biomedical Service List

Element Definition: P === E— L

The Intellectual Property List can also be pulled into a custom panel. The configuration list is available when you use the
“Selection — Configuration List” data type and the configuration list to select is “Intellectual Property Type List.”

If using this data value in a custom panel, and if an item with “Type Amount” set to “Yes” is selected, the user will not be
prompted to specify additional information. This option will only work in the predefined panels.

Configure Gift Type List
The Gift Type list allows you to set up different gift types for users to select from within a panel.
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COI Office - Gift Type Setup

T Add a New Gift Type | 0 Delete Gift Type(s) |

[4]Back

HEq Edit Order Number Gift Type Type Amount
O e Cash Yes
O RE Cash equivalent No
O | 3 Charitable donation on my behalf No
O 4 Entertainment No

The configuration list allows you to specify the Order Number, Gift Type, and whether “Type Amount” should be

activated (for cases where you would like the user to specify additional information, e.g. “Other”).

Entry 1

Who engaged in the activity?

Provide the name of the Biomedical third
party:
Select the type of item received:

Indicate the actual or estimated value of the
items received:

O You O Related Person

Cash eguivalent -
—none—
N 00, no $, comma)

Cash equivalent
Charitable denation on my behalf
Entertainment

Meals == Click here to add another gift

Gift

Other Gift
Gift

The Gift Type List will appear in the following data values:

® COIl Annual Disclosure Form gifts from any Biomedical

System Form Designer - Annual Disclosure Form

*Data Type: |5&Iection - Configuration List

*Database Column Name: |

*Walue Required: O Yes (O] Mo

*Column Number:

User defined Error Massage override for .
required fields é?l’?n‘lrtmﬁ

*0Order in Column;: |Study Phase
Diata Dictionary Definition: Study Financial Role

Unique Code used for data marge: Language

Element info: | Compensated Mon-Biomedical Service List

© iMedRIS Data Corporation

Race

Specialty —
Highest Degree -
Study Peds Category

Research Type
Blinding Method
Stage

Radiation Use
Diagnosis - é
Therapeutic Area

Dollar Amount List

Ownership Percentage List
Compenzsated Biomedical Service List

Uncompensated Biomedical Service List
Uncompensated Biomedical Senvice List
Uncompensated Mon-Biomedical Service List
Intellectual Property Type List

Gift Location List
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The Gift Type List can also be pulled into a custom panel. The configuration list is available when you use the “Selection —
Configuration List” data type. The configuration list to select from this category is “Gift Type List”.

If using this data value in a custom panel, and if an item with “Type Amount” set to “Yes” is selected, the user will not be
prompted to specify additional information. This will only work in the predefined panels.

Configure Gift Amount list
The Gift Amount list allows you to set up gift amounts for users to select within a panel.

COI Office - Gift Amount Setup [4]Back

Add a New Gift Amount 0 Delete Gift Amount(s)

e Edit Order Number Gift Amount Type Amount
F I <$100 No
[} | (2 $101-$500 No
F 3 =$500 Yes

The configuration list allows you to specify the Order Number, Gift Amount, and whether “Type Amount” should be
activated (for cases where you would like the user to enter the exact amount if over or under a certain percentage);
however, note that Type Amount is not applicable to the Gift Amount list because it is only for use within custom panels.

System Form Designer - Annual Disclosure Form

*Data Type: |5&Iecti0n - Configuration List

*Database Column Name: |

*Value Required: ()yas (@ Ng

#*Column Number:

Ethnicity
Specialty N
Study Phase

Highest Degree

*Order in Column: | Study Financial Rols

Study Peds Category -
Data Dictionary Definition: Language
Unique Code used for data merge: g‘l?::l?lg:ﬂ‘;ﬁ’?:d
Stage

Radiation Use I
Diagnosis
Therapeutic Area
Dollar Amount List =
Ownership Percentage List

Compensated Biomedical Service List
Compenzated Non-Biomedical Service List
Uncompensated Biomedical Service List
Element info: | Uncompensated Biomedical Service List
Uncompensated Mon-Biomedical Service List
Intellectual Property Type List

Gift Type List

Gift Location List

User defined Error Massage override for
required fields

Related Person List

The configuration list is available when you use the “Selection — Configuration List” data type. The configuration list to
select is “Gift Amount List”.
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Custom Panel

Entry 1

Click here to add another entry

Provide the name
of the Agency:

Other A

—none— w

<5100
$101-5500
=3500

If using this data value in a custom panel, and if an item with “Type Amount” set to “Yes” is selected, the user will not be
prompted to specify additional information. This will only work in the predefined panels.

Configure Related Person list
The Related Person list allows you to setup different related persons for users to select from within a panel.

COI Office - Related Person Setup [4]Back

Add a New Related Person | e Delete Related Person(s)

iE( Edit Order Number Related Person Type Amount
O I Spouse No

O \ 2 Family Member No

O 3 Other Yes

The configuration list allows you to specify the Order Number, Related Person, and whether “Type Amount” should be
activated (for cases where you would like the user to specify additional information, e.g., “Other”).

Entry 1

Indicate the Related Person's name:

Indicate your relationship to the Related T 7
Person:

Spouse
Famity Member

Other == dlick here to add another person

The Related Person List will appear in the following data values:

® COIl Annual Disclosure Form - employee related
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System Form Designer - Annual Disclosure Form

*Data Type: |5&Iecti0n - Configuration List

*Database Column Name: |

*Value Required: (_yes (@ 1o
*Column Number: l:l

Specialty

Study Phaze Y
Highest Degree

Study Financial Role —
*0Order in Column: | Study Peds Category
Language —_—
Data Dictionary Definition: |Rezearch Type
Blinding Method
Stage

Radiation Use
Diagnosis
Therapeutic Area
Diellar Amount List
Ownership Percentage List -
Compenzated Biomedical Service List
Compenzated Mon-Biomedical Service List
Uncompensated Bicmedical Senvice List
Uncompensated Bicmedical Senvice List
Element info: | Uncompensated Mon-Biomedical Service List
Intellectual Property Type List

Gift Type List

Gift Location List

Gift Amount List

User defined Error Massage override for
required fizlds

Unigue Code used for data marge:

Famil Mamherz | izt

The Related Person List can also be pulled into a custom panel. The configuration list is available when using the
“Selection — Configuration List” data type. The configuration list to select is “Related Person List”.

If using this data value in a custom panel, and if an item with “Type Amount” set to “Yes” is selected, the user will not be
prompted to specify additional information. This option will only work in the predefined panels.

Configure Family Member list
The Family Member list allows you to setup different family member roles for users to select from within a panel.

COI Office - Family Member Setup [4]Back
-+ Add a New Family Member 9 Delete Family Member(s)
i Edit Order Number Family Member Type Amount
O as| 1 ﬁ!éi;h;orlg’ersons Living in Your Na
O Ky |2 Ancestor No
Il aS 3 Child No
O Ky (4 Domestic partner No
O RS Grandchild No
O iaS) 6 Grandparent N

The configuration list allows you to specify the Order Number, Family Member, and whether “Type Amount” should be
activated (for cases where you would like the user to specify additional information, e.g., “Other”).
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Entry 1

iRIS 10.03.02

Name of Family Member:

Describe your relationship to th::::;:;l: none— -
Position held by Family Member: |All Other Persons Living in Your Household

Ancestor

Child

Domestic partner

Grandchild k here to add another entry
Grandparent

Parent

Sibling (by blood, marriage or adoption)
Spouse

Spouse of Sibling, Child, or Grandchild
Step Parent

Other

The Family Member List will appear in the following data values:
® COIl Annual Disclosure Form relation of Family with Listed Persons

System Form Designer - Annual Disclosure Form

*Data Type: |5&Iection - Configuraticn List

*Database Column Name: |

Oves ®no
*Column Number:

Study Phase

*Walue Required:

User defined Error Message override for
required fizlds

*0rder in Column:

Data Dictionary Dafinition:

Unigue Code used for data merge:

Highest Degree
Study Financial Role
Study Peds Category
Language

Research Type
Blinding Method
Stage

Radiation Use

Diagnosis

Therapeutic Area

Diliar Amount List
Ownership Percentage List
Compensasted Biomedical Service List -
Compenssted Non-Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Biemedical Service List
Uncompensated Non-Biemedical Service List
Element info: | |ntellectual Property Type List

Gift Type List

Gift Location List

Gift Amount List

Related Person List

Finanrial Interect | et

The Family Member List can also be pulled into a custom panel. The configuration list is available in the “Selection —
Configuration List” data type. The configuration list to select is “Family Members List”.

If using this data value in a custom panel, and if an item with “Type Amount” set to “Yes” is selected, the user will not be
prompted to specify additional information. This option will only work in the predefined panels.

Configure Study Financial Interest list

The Study Financial Interest list allows you to setup different financial interests for users to select from within a panel of
a study-related COI form.
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COI - Financial Interest Setup

Jz Edit Order Number Sarvice

D 1 Providing compensated service as a
=4 consultant

D 5 Providing compensated service as a
p=1 scientific advisory board member

D 3 Providing compensated service on a

=} s=peaker's bureau or as a lecturer

[1]Back

W/ Add a New Financial Interest | o Delete Financial Interest(s) |

Type Amount

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” should be activated
(for cases where you would like the user to specify additional information, e.g., “Other”).

Entry 1

Indicate the nams of the
third party:

Pl Indicate wheth
- rwll:tlmi ;: Compensated

-=None-— W

Indicate the amount of the
—Eonancosl bateesact

310,001 - 535000 w

Please indicate whether your
Fimancial Interest i

'._ Prawviding campensated saridce 52 &
* consultant

r- Providing compensated service a5 a
¢ eoventific advisory board member

I: Froviding compensated service on a
speaker's bursaw or a5 a lecturer

O Providing compensated service a5 an
officer or director

I: Providing compensated service a5 an
axpart witnass

B Prawding compansated sarnce A8 AN
s uthor

[__ Paid employes

E Shareholder’aguity halder

[#] Other

BEFVRLE]

If Other, pleass spacify the

When using the ”Key Personnel Form COI Study Disclosure Interest” data value within a Study COIl form, upon the user
selecting that the Interest is Compensated, he or she will then be given the ability to select from the Financial Interest

list.

The Financial Interest List will appear in the following data values:

o Key Personnel Form COI Study Disclosure Interest (*This is available only in the Study COI form)
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System Form Designer - Annual Disclosure Form

*Data Type: |Sele-:tic-n - Configuration List

*Database Column Name: |

*Value Required: (_)yes ® g
*Column Number:

Study Phase

Highest Degree Y
Study Fimancial Role

Study Peds Category I
*Order in Column: |Languags
o " Research Type F—
Data Dictionary Definition: BElinding Method
Stage
Radiation Use
Diagnosis
Therapeutic Area I
Drollar Amount List
Ownership Percentage List
Compensated Biomedical Service List -
Compensated Non-Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Mon-Biomedical Service List
Element info: | Intellectual Praperty Type List

Gift Type List

Gift Location List

Gift Amount List

Related Person List

Famnily Members List

User definad Error Message override for
required fields

Unique Code used for data merge:

Aeenriafinnal Interact |ist

The Financial Interest List can also be pulled into a custom panel. The configuration list is available when using the
“Selection — Configuration List” data type. The configuration list to select is “Financial Interest List”.

Entry 1

T Click here to add ancther entry

Provide the name of the Agency:

—none— b

Providing compensated service as a consultant W

Providing compensated service as a scientific advisory beard member

Providing compensated service on a speaker's bureau or as a lecturer

Providing compensated service as an officer or director

Providing compenszated service as an expert witness

Providing compensated service as an author w
o Pa1id EMployes
Shareholder/equity holder
Other

If using this data value in a custom panel, the data will display in a drop-down list. Also, if an item with “Type Amount”
set to “Yes” is selected, the user will not be prompted to specify additional information. This option will only work in the
predefined panels.

Configure Study Associational Interest List
The Study Associational Interest list allows you to set up different services for users to select within a panel in a
study-related COI form.
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‘_B( Edit Order Number
O | K2
0| K |2
O | K [s
4|
O X 4

COI Office - Associational Interest Setup

Service

Providing uncompensated service as a

No
consultant
Providing uncompensated service as a No
scientific advisory board member
Providing uncompensated service on a No
speaker’s bureau or as a lecturer
Providing uncompensated service as an No

officer or director

e

Add a New Associational Interest |

o Delete Associational Interest(s) |

[1]Back

Type Amount

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” should be activated
(for cases where you would like the user to specify additional information, e.g., “Other”).

Entry 1

Indicate the name of the

—nne— W

third parky:

Please Indicate whether ~
you interest i O compensated

[¥] uncompensated

Please indicate whether your
Associational Interest is

D Froviding uncompensated sarvice as &

consultant

u Froviding uncompensated service as a
scientific advisory board member

D Froviding uncompensated S8rics on 8
speaker's bureau or A% A lacturer

D Providing uncompansated samics &5 &R
afficar &r dirécbar

|—| Providing uncompensated service a5 an
expert witness

D Froviding uncompensated service as an
author

[ cther

IfD‘I_ﬁInplttnlp-idfvﬂH

VR

When using the Key Personnel Form COI Study Disclosure Interest data value within a Study COI form, upon the user
selecting that the Interest is “Uncompensated”, he or she will then be given the ability to select from the Associational

Interest list.

The Study Associational List will appear in the following data values:

® Key Personnel Form COI Study Disclosure Interest (*This is available only in the Study COI form)
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System Form Designer - Annual Disclosure Form

*Data Type: |5&Iection - Configuration List

*Database Column Name: |

*Value Required: [ )yes @ No
*Column Number:

Study Phase

Highest Degree .Y
Study Fimancial Role

Study Peds Category

*0rder in Column: |Languags

L " Research Type —
Data Dictionary Dafinition: Blinding Method
Stage
Radiation Use
Diagnosis
Therapeutic Area I
Drollar Amount List
Ownerzhip Percentage List
Compensated Biomedical Service List -
Compenszated Mon-Biomedical Service List
Uncompensated Biomedical Serviee List
Uncompensated Biomedical Sernvice List
Uncompensated Non-Biomedical Service List
Element info: | Intellectusl Property Type List

Gift Type List

Gift Location List

Gift Amount List

Related Person List

Family Members List

Financial Interest List

User defined Error Massage override for
required fizlds

Unique Code used for data marge:

Intellectual Interest List

The Associational Interest List can also be pulled into a custom panel. The configuration list is available when using the
“Selection — Configuration List” data type. The configuration list to select is “Associational Interest List”.

Custom Panel

Entry 1

W Click here to add another entry

Provide the name of the Agency:

—none— v

—none— v

Providing uncempensated service as a consultant
Providing uncompensated service as a scientific advisory board member
Providing uncempensated service on a speaker's bureau or as a lecturer
Providing uncompensated service as an officer or director

m Providing uncompensated service as an expert witness
Providing uncempenszated service as an author
Other

If using this data value in a custom panel, the data will display in a drop-down list. Also, if an item with “Type Amount”
set to “Yes” is selected, the user will not be prompted to specify additional information. This option will only work in the
predefined panels.

Configure Study Intellectual Property Interest List
The Study Intellectual Property Interest list allows you to set up different types of intellectual property for users to select
from within a panel of a study-related COI form.

© iMedRIS Data Corporation 94



COl Assistant — RB Administration

iRIS 10.03.02

iE Edit Order Number

O 1 [t Patent

O i 2 Rovyalty Stream
O 1 3 Copyright

O 4 Other

COI Office - Intellectual Property Interest Setup

T Add a New Intellectual Property Interest | 0 Delete Intellectual Property Interest(s) |

[4{]Back

Service

Type Amount

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” should be activated
(for cases where you would like the user to specify additional information, e.g., “Other”).

Entry 1

Indicate the name of the
third party:

Flease Indicate whether
you interest s

T w

:J Compensated
._I Uncampeénsated

ﬂ Intellectual Property

Pleass indicate whether your
Intellectual Property s

[] Patent

] Royalty Stream
!—| Copynght

[#] Other

If Other, pleass specify the
PR

When using the Key Personnel Form COI Study Disclosure Interest data value within a Study COI form, upon the user
selecting that the interest is “Intellectual Property,” he or she will be given the ability to select from the Intellectual

Property Interest list.

The Study Intellectual Property List will appear in the following data values:

® Key Personnel Form COI Study Disclosure Interest (*This is available only in the Study COI form)
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System Form Designer - Annual Disclosure Form

*Data Type: |5&Iection - Configuration List

*Database Column Name: |

+value Required: (_)ves @ Ng
*Column Number: I:I

Study Phase

Highest Degree ~
Study Financial Role

Study Peds Category

*Order in Column: | anguags

Data Dictionary Definition: gl?rfgii;c:.;?ﬁgd B

User defined Error Massage override for
required fields

Stage

Radiation Use

Diagnosis

Therapeutic Area

Dellar Amount List

Ownership Percentage List

Compensated Biomedical Service List
Compensated Non-Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Mon-Biomedical Service List
Element info: ||ntellectual Property Type List

Gift Type List

Gift Location List

Gift Amount List

Related Person List

Family Members List

Financial Interest List

Associational Interest List

Unique Code used for data merge:

Amsmeistinmal Aefiab | st

The Intellectual Property List can also be pulled into a custom panel. The configuration list is available when using the
“Selection — Configuration List” data type. The configuration list to select is “Intellectual Interest List.”

Custom Panel

Entry 1

Click here to add another entry

Provide the name of the Agency:

—none— v
—none— W
—nong— hd

Patent w
Royalty Stream

— Copyright
Other

If using this data value in a custom panel, the data will display in a drop-down list. Also, if an item with “Type Amount”
set to “Yes” is selected, the user will not be prompted to specify additional information. This option will only work in the
predefined panels.

Configure Study Associational Activity List
The Study Associational Activity list allows you to set up different activities for users to select from within a panel of a
study-related COI form.
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i Edit
D - -
O

COI Office - Associational Activity Setup

Order Number

- Add a New Associational Activity | o Delete Associational Activity(s) |

[1]Back

Service Type Amount

Conduct other research supported by or
involving technology owned by the third No

party.

Azzign or supervise the work of students,
fellows, or other faculty engaged in No
research for the third party.

The configuration list allows you to specify the Order Number, Service, and whether “Type Amount” should be activated

(for cases where you would like the user to specify additional information, e.g., “Other”).

Emtry 1 I

third party:

Indicate the name of the 5.G. Besaslear |

Check all that Apphy]

Fl Conduct other resaarch supportad by or invohang technology owned by the
third party.

7] Assign or supervise the work of students, fellows, or other faculty engaged in
research for the third party.

Make or influence administrative or supervisory decissons regarding purchasing
by or contracting on behalf of COH of the third party's products.

[ other

When using the “Key Personnel Form COI Study Disclosure Internal” data value within a Study COI form, the user will be

given the ability to select from the Associational Activity list.

The Associational Activity List will appear in the following data values:

® Key Personnel Form COI Study Disclosure Internal (*This is available only in the Study COI form)

System Form Designer - Annual Disclosure Form

*Data Type: |5&Iection - Configuration List

*Database Column Name: |

User defined Error Message override for Specialty

Data Dictionary Definition:

Unigue Code used for data merge:

© iMedRIS Data Corporation

*Value Required: () yes ® o

*Column Number: I:I

reguired fields | Study Phase ~
Highest Degree

Study Financial Role
*0Order in Column: Study Peds Category
Languags —
Research Type I
Blinding Method
Stage
Radiation Use
Diagnosis I
Therapeutic Area

Diallar Amount List

Ownership Percentage List

Compensated Biomedical Service List
Compenszated Mon-Biomedical Service List
Uncompensated Biomedical Service List

) Uncompensated Biomedical Service List
Element info: || n: ympensated Non-Biomedical Service List
Intellectual Property Type List

Gift Type List

Gift Location List

Gift Amount List

Related Person List

Family Members List

Financial Interest List

Associational Intersst List

Intellectual Interest List

Element Definition: hd
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The Associational Activity list can also be pulled into a custom panel. The configuration list is available in the “Selection —
Configuration List” data type. The configuration list to select is “Associational Activity List”.

Custom Panel

Entry 1

Click here to add another entry

Provide the name of the Agency:

—none—

—none—

—none— W

—none—

—
Conduct other rezearch supported by or involving technology owned by the third party.
Assign or supervise the work of students, fellows, or other faculty engaged in research for the third party.
Make or influence administrative or supervisory decigions regarding purchasing by or contracting en behalf of COH of the third party's products.

Other

If using this data value in a custom panel, the data will display in a dropdown list. Also, if an item with “Type Amount” set
to “Yes” is selected, the user will not be prompted to specify additional information. This option will only work in the

predefined panels.

Configure Location List
The Gift Location list allows you to set up different gift locations for users to select from within a panel.

COI - Gift Location Setup [1Back

-+ Add a New Gift Location o Delete Gift Location(s)

¢|3’ Edit Order Number Gift Location Type Amount
[} . 1 General Hospital No
Bl ) 2 OFf Site Yes

The configuration list allows you to specify the Order Number, Gift Location, and whether “Type Amount” should be
activated (for cases where you would like the user to specify additional information, e.g., “Other”).
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Entry 1

Who engaged in the activity? =) You
Provide the name of the Biomedical third
party:

Select the type of item received: o5
Event for which meal was providad:

Location where meal was provided:
—none—

Whether such meal was non-approved: General
Off Site:

Indicate the actual or estimated value of the
items received:

Related Person

Hospital

(format: "10000", no $, comma)

= Click here to add another gift

The Gift Location List will appear in the following data values:

Gifts from a Biomedical Company

System Form Designer - Annual Disclosure Form

*Data Type: |5&Iection - Configuration List

*Database Column Name: |

*Value Required:

*Column Number:

User defined Error Message override for
required fields

“0Order in Column:
Data Dictionary Definition:

Unique Code used for data merge:

Element info:

Study Phasze

Highest Degree ~
Study Financial Role

Study Peds Category

Language

Research Type

Elinding Method

Stage
Radiation Use
Diagnosis
Therapeutic Area I
Dollar Amount List

Ownership Percentage List

Compensated Biomedical Service List
Compensated Non-Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated MNon-Biomedical Service List
Intellectual Property Type List

Gift Type List

Gift Amount List

iRIS 10.03.02

The Gift Location list can also be pulled into a custom panel. The configuration list is available in the “Selection —

Configuration List” data type. The configuration itemto s

elect is “Gift Location List”.

J Entry 1 |

T Click here to add another entry

Provide the name of

the Agency:
If Other, Please
enter the Agency
name:
Relationship Other -
Location o .neral Hospital |+ |
Comments

© iMedRIS Data Corporation
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If using this data value in a custom panel, and if an item with “Type Amount” set to “Yes” is selected, the user will not be

prompted to specify additional information. This option will only work in the predefined panels.

Issue Reporting Types

The Issue Type List page lists the current issue types that can be assigned to a study.
You can add a new Issue Type by clicking the Add an Issue Type button.

COI - Issue Type List [1]Back

Add an Issue Type | Q Delete Selected Issue Type(s)

i Edit  Order

Number Issue Type

(] 1 Mon-Compliance

This will bring you to the Issue Type setup page. You will be required to enter the Order Number and the Issue Type.

Once you have entered this information, click the Save Item Order button and the issue will be added to the Issue Type
List.

IRB - Issue Type List [4|Back

a Save Item Order

-

*0Order Number: 2

*Issue Type: Failure to report

To delete Issue Type(s), check the box(es) next to the Issue Type(s) you want to delete and click the Delete Selected Issue
Type(s) button. To edit an issue, click the - icon next to an Issue Type, and you will be brought to the screen shown

above, where you can edit the Order Number and Issue Type.

You can add an issue to a study from the Study Summary/Profile page, accessed via COIl Assistant > Find a Study > Study

Management > Study Summary/Profile. Once you are on the Study Summary page, click the Add button next to the
Study Issue Report section.

Study Nickname:  ANALATRO —
PI: Investigator, Susan StUdY Summary |L| Back

Approved - ANALATRO - A Phase III Multicenter Clinical ~

Study Status: ot IRB Number :| HUMANPROTOCOL—2016-1558 IBC Number : |IBC-16-073 Study Title :

- v Trial of Analatro [Antivenin Latrodectus (Black
i I Save Changes |

~

Study Issue Reporting

Add

;'3‘ Issue Type Issue Date Issue Details

No record found

© iMedRIS Data Corporation 100
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iRIS 10.03.02

This will open the Study Issue Reporting Details window, where you can specify the Issue Type, Issue Date, and Issue

Details. After you are done entering the issue details, click the Save Details button to add the issue to the study.

*Issue Type:

*Issue Date:

Issue Details:

Study Issue Reporting Details:

Men-Compliance
Failure fo Report
=3

|

E Save Details |

© iMedRIS Data Corporation
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