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COI Administration - Forms and Workflow

iRIS 10.03.02

COI Forms Design

This section of the manual assumes that the reader has a general knowledge of the Form Designer. When working on COI

forms, you will have the same functionality as other forms in the Form Designer. It is recommended that prior to making

any changes to the Annual COIl form, you have a good understanding of the Form Designer tool. You can use the System

Admin - Form Designer manual for more information.

Within System Administration > System Forms Designer, you will have the ability to configure COI forms. Your iMedRIS

Project Manager will initially upload our standard COl Annual and Project Disclosure form, and you will be able to

remove sections/questions that are not needed, change question text and manage the Help Links.

System Form Designer - Create electronic data capture forms within iRIS

View
forms by
type:
View
forms by
category:

29 result(s)
Show

Review
Sections

O
O

-------- Study Review Forms --------

Project & Study Top Level Application Forms
Study Submission Forms

Study Attachment Forms

Project Submission Forms

Project Attachment Forms

Workflow Routing Forms

MNon Project Submission Forms

Mon Project Attachment Forms

Conflict of Interest Annual Form

Conflict of Interest Study Disclosure Form
Conflict of Interest Project Disclosure Form
Conflict of Interest Non-User Specific Disclosure Form

Canflirt of Tntaract Micrallananne Nicrlaciira Farm

[4]Back

Form | Operations &
Name: Find

Table | )] i Setup Form Tools -
Name:

1-10 p

Version Form Type Category Group sFt‘:::s

1 Study Application Form Active

1 Study Application Form Update

You can locate the COIl annual disclosure forms by clicking on the View forms by type dropdown list and selecting the

Conflict of Interest Annual Form. You will also see other types of COIl forms in the list.

Show
Review

U

Sections Section

1 result(s) found...

Add

N Show -
Review History Edit Form Name [ Table Name
: Annual Disclosure Form
> ] L~} GEN_N_SUB_COH_COI

Version Form Type

Conflict of Interest
Annual Form

System Form Designer - Create electronic data capture forms within iRIS [4{]Back

Vi -

hrm;iwy |C0nﬂ|ct of Interest Annual Form Form | Tt -
type: MName: Find
View Table i Hin Setup Form Tools ~

[all |
forms by Name:
category:

Form

o Status

Category

Update

When you select a form type from the dropdown menu, it will remove all other form types from the list and display the

selected COIl form. Click on the Edit icon to open the form.
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System Form Designer - Annual Disclosure Form [4]Back
5 Publish Form | Jf, Goto Workflow T I | * D load Form to Excel | I-,EI Export Form to XML | _ﬂ Save Section Order | Add Section |
Section List Form Section List
Edit/Save Form details Expand
ils Re - Secti - q
Form Tool Tips D%IS Ser(:.lt?:: Edit Srdlgrn Section Caption

Branching inte Form Logic

COI Match Rule Setup o — IntrOdUCtion

0 AN Background Information

Q Investments with Biomedical Third Parties

Qo Investments with Non-Biomedical Third Parties
(3 ] [ a00l Comnensation from Rinmedical Third Parties

B

Fillable PDF Print Options

View Form

2]

View Branching

B

Form Database Details

&3]

Prior to making any edits, make sure that the form is unpublished. iMedRIS also recommends that you export the form
and save an .xml copy to your computer in case you need to roll back the form after making your changes.

All sections of the form are displayed in this view. Please note that the types of modifications that you can make to the
Annual form are limited in nature. You can modify sections and question text, add sections and questions, edit the Help
Links, and delete questions and sections.

Covered Person: Investigator, Susan

Reference Number: Annual Disclosure Form - (Version 1.0)

-~ Print Friendly E Save Section E Continue

Section view of the Form | | Entire view of the Form ‘

1.0 B introduction N . " . .
3.0 Investments with Biomedical Third Parties
2.0B Background Information
3.1 Doyouora have an investment interest in any third party?

3.0B = e i R You do not need to report investments in publicly held mutual funds.

BioMedical Companies

& Yes No

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

Who engaged in the activity? You Related Person

Provide the name of the Biomedical third party:

Select the estimated current value of the investment: |~ -

Select the current estimated ownership percentage: |_ .~

= Click here to add another investment

The items in the form that cannot be modified are the “Yes/No” values and entries that populate beneath the answers to
guestions as shown in the screenshot above. These are hard-coded, separate data values that are inserted into the form.
There are labels that can be changed to control the wording. This will be done within Conflict of Interest Review Board
Administration.

Data Values

The COI Annual form is predefined. Based on the needs of your institution’s COIl process, you can rearrange sections or
remove sections that are not necessary. There are unique values that you can use in the COIl forms which are described
below.
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COI Annual Disclosure Form User’s Current Institutional Roles and COI Annual Disclosure Form User’s
Selected Institutional Roles

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

Mo 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
Vice President
Researcher

Officer

Practitioner

Dean

Principal Investigator

Other

KODOOOOoE

These two values are related to roles in the system. User’s Current Institutional Roles will display a list of roles
associated to the user completing the COI form. User’s Selected Institutional Roles provides a list of additional positions
the user may hold.

COI - Review Board Administration

System Setup ‘ ‘ List Maintenance Setup

Review Board Lists

Internal Document Category

Internal Routing User Roles

Predefined Strategies

Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List

Office of General Counsel Outcome List

Setup Review Board Strategy Actions

Setup Institutional Role Name List

This list of positions is configurable under Conflict of Interest Assistant > Review Board Administration > List Maintenance
Setup.

© iMedRIS Data Corporation 4
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Institutional Role Name Setup

vl

*  Download Role List Template

__l__,UploadRﬂleListCDdel +

[4]Back

AddaNewRolel

List of Institutional Roles

8 result(s) found...
Delete Edit Order Number Role

0 1 IRB Board Member

g ._ iE! Vice President
0 ._ |2 Researcher
o .. L Officer

0 ._ | |4 Practitioner

is KDM?

is 9007

Display in COI
Form

In order for a role defined to display within the COI Annual form, make sure the value Display in COl Form set to “Yes”.

If you are using Form 990 within your COl Annual form, the only way to present users with these sections is for the user

to notify using this data value that they have a role that is flagged Is 990.

Other Data Values

COI annual Disdosure Form Investment BioMedical

COI Annual Disclosure Form Investment non-BioMedical

COI Annual Disclosure Form compensation Biomedical

COl Annual Disclosure Form compensation non-Biomedical

COI Annual Disdosure Form Intellectual Property Biomedical

COI Annual Disclosure Form gifts from any Biomedical

COl Annual Disclosure Form uncompensated position Biomedica
COI Annual Disclosure Form uncompensated oasition non-Biomedical
COI Annual Disdosure Form employee related

C0OI Annual Disclosure Form have business with direct relation
COI annual Disclosure Form have ownership with direct relation
COI Annual Disdosure Form have served with direct relation

COI Annual Discdosure Form relation of Family with Listed Persons

The rest of the COI Annual Disclosure Form data values are related to the entries presented to the user when they

indicate a specific interest in a section of the form. These data values will insert a specific set of questions within the

section. An example below uses the COI Annual Disclosure Form Investment BioMedical data value and how it is used in

the Investments with Biomedical Third Parties section of the COI Annual. This explanation is how all the COI Annual

sections are setup and can be applied to any of the data values listed above.

© iMedRIS Data Corporation
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®ves O o

Entry 1

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.

percentage:

Who engaged in the activity? () You () Related Person
Provide the name of the Biomedical third |
party:
Select the estimated current value of the
investment:
Select the current estimated ownership

=} Click here to add another investment |

Within the Investments with Biomedical Third Parties section, if the user indicates “Yes” to the question, an Entry will
populate on the screen. This is the COl Annual Disclosure Form Investment BioMedical data value. It is programmed to
pull in specific questions for the user, applicable to an interest in a Biomedical Third Party.

System Form Designer - Annual Disclosure Form

Question Text:

[4]Back

U EanceI-RetumtuListl _HSa\reDahValuel

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.

*Data Type: |COI Annual Disclosure Form Investment BioMedical

*Database Column Name: |INTER_EST_IN_BIDMED

*Value Required: (®) yes 'Z::Z' Mo

*Order in Question:

Is the value Read Only? 'Z::Z' Yes 'ZEZ' Mo

Element info:

B I U = x, X2 }=

- &

E &

A~

To set up the value in the form within your question, you can add a new data value. From the Data Type dropdown,
select the COI Annual Disclosure Form Investment BioMedical value. The page will refresh, allowing you to indicate
whether the value is required or not, if it is Read Only, the Order in Question, and, you can provide Element Info, if

needed.

You must provide a unique Database Column Name.

Save Data Value to add this value to the form.

This is the only value needed in this question, besides Question Text.

© iMedRIS Data Corporation
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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.

®ves Ono
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

Who engaged in the activity? () You () Related Person
Provide the name of the Biomedical third |
party:
Select the estimated current value of the
investment:
Select the current estimated ownership
percentage:
== Click here to add another investment |

The COI Annual Disclosure Form Investment BioMedical value will add everything shown in the screenshot above from
the “Yes/No” selection down, including the ability to add additional investment records.

Conflict of Interest - Review Board Administration

System Setup List Maintenance Setup Clean-up

Review Board Syslem Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Committes List

Setup Review Board Roles

Setup Role Access

Setup Agenda Categories

Sctup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Meeling Minutes Template

Setup Management Plan

Setup Dutcome Letter Templates

Setup Template Language

Setup Correspondence Template

Setup COI Annual Due

[T e R T R T (7 R i T P T B A TP

Annual COI Form Label Configuration list

If you would like to change the labels or dropdown lists to some of the items within these data values, you may do so
within Conflict of Interest Assistant > Review Board Administration > System Setup.

© iMedRIS Data Corporation 7
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Annual COI Label Setup

List of Labels for Investment BioMedical

Edit Predefined Name
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.

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:

iRIS 10.03.02

[4]Back

Alternate Name Description
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.

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:

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

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

section. You may change any label by clicking the Edit icon next to the appropriate label.

?
:

PrPDDDDDPD DD D DD D

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

Issue Reporting Types

You may also configure the different drop down lists shown throughout the Annual COI form. These are modified under

Conflict of Interest Assistant > Review Board Administration > List Maintenance Setup.

Branching

The Forms Designer gives you the flexibility of rearranging the predefined COI Annual Form to your institution’s
requirements. You may also build branching logic to branch to or around certain sections based on criteria within the

Annual COl Form. You will not be able to branch based on values from any other form but the Annual COI Form, as the

Annual is not associated to a Research Study.

A unique branch available in the Annual COl is the ability to branch based on User Roles selected in the COIl Annual
Disclosure Form User’s Selected Institutional Roles data value.

© iMedRIS Data Corporation
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I Edit Section Branch ﬂl
*Name Tag for this Branch: |IF KDM IS NOT A IRS FORM 990 RESPONDEMT SKIP TO OTHER |
*Order:
*Select the Section to Branch: | {3300} - Certification v|

Comments:

E mldanewlmlel

Order What to Validate Data Value Join by, if any
0 [ 1] [userRoles ~|  [1s_s%0 v
[EquaL v]
[value V| Oves ® No

Within a branch, in the What to Validate dropdown list, User Roles is an option within the COI Annual Form. This will
allow you to select three separate options form the Data Value column: IS_KDM, IS 990, and ROLE_NAME.

IS_KDM — This will look at any role selected in the COI Annual Disclosure Form User’s Selected Institutional Roles data
value, or any roles already assigned to the user, to see if the Is KDM flag was set in the configuration list within Conflict of
Interest > Review Board Administration > List Maintenance Setup > Setup Institutional Role Name List.

IS_990 — This will look at any role selected in the COl Annual Disclosure Form User’s Selected Institutional Roles data
value, or any roles already assigned to the user, to see if the Is 990 flag was set in the configuration list within Conflict of
Interest > Review Board Administration > List Maintenance Setup > Setup Institutional Role Name List.

ROLE_NAME — This will allow you to specify any of the Institutional Roles you have set up under Conflict of Interest >
Review Board Administration > List Maintenance Setup > Setup Institutional Role Name List so you can create a branch
that will go to a certain section based on a role name selected.

Edit/Save Form Details

System Form Designer - Annual Disclosure Form [4{]Back

E Save Form Setup Details

EEEHIT L Define Form Usage Properties & Details
Edit/Save Form details selection ot Users — '~=
to Complete: No A
Form Tool Tips Update LAST
o N Approvad
Branching into Form Logic Application and
create a new -
COI Match Rule Setup revision with data () yes ®
form values that
Fillable PDF Print Options are designated to
sync with the
View Form Application from
this form:

View Branchin
o Associate Access for Form: ~ -
Study Management and Review Boards Create Form Access Allow View Access

Form Database Details

Study/Protocel Management

ARC
COoI

Finance Assistant

OO0 el
|| OO & O O

IACUC

Within Edit/Save Form Details, you will need to ensure that the Conflict of Interest Board has Allow View Access checked
off in the Associate Access for Form table. You must also have Create Form Access turned on for Study Management.

© iMedRIS Data Corporation 9
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This will enable the COI Annual Form from your iRIS home screen. If you do not have Create Form Access turned on for
Study Management, the form will not be accessible by your users.

Panels
Within the Annual Conflict of Interest form, you can use the pre-defined COI panels to capture disclosure information or
you can set up custom panels that function in the same way.

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.

®ves Ono
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

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

Provide the name of the Biomedical third |

party:
Select the estimated current _\ralue of the
investment:
Select the current estimated ownership
percentage:

== Click here to add another investment |

The screenshot above shows the Biomedical Third Party panel predefined by the software. Below is what a custom panel

could look like, depending on how it is built in the Forms Designer.

Academic Interest

Academic Disclosures

Do you have an Academic Disclosure to report?

® ves O no

Entry 1

Click here to add another entry |

Entity

Provide the name of the |
Agency:

Relati hip

Add a newmwl [_':’J Copy existing row(s) | Q Delete selected row(s) |

Person with Interest Relationship to Institution

No records have been added

Monetary [ . - [v]

Amount

Comments

© iMedRIS Data Corporation 10
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System Form Designer -|Number - Integer [4]Back
Number - Numeric

Number - Form Seguence
Date - Today d E Save Data Value |
Date - Selection

. Label - Text
Question Text: Table

*+Data Type: ~
Database Table Name: Ielunrl(;itl'ﬁzer
*Yalue Required:
-—-—-----——---- Study Submission data values -----------—-—-
*Order in Question: | 5ybmission Reference Number

Submission Form Mame

Master Lay Summary

Study Madification Submissions

Study KSP Selection

Selection - Combobox from table two Column Selections
Submit to Review Board E

Is the value Read Only?

How many columns?

---—-----——---- COI Covered Person Annual Disclosure Data values ——------—--——- v
COI Annual Disclosure Form User's Current Institutional Roles

To set up a panel in a COI form, create a new data value and select the data value ‘Panel’ from the Data Type drop down
list.

System Form Designer - Annual Disclosure Form [4|Back

E)Canuel—llel'urnhnustl E_f.avenan\rahe

Question Text: Academic Disclosures

“Data Type: | Panel v
Database Table Name: GEMN_N_SUB_COH_COI_TOOZ

*Value Required: 'Z::Z' Yes 'ZEZ' Mo

“Order in Question:

Is the value Read Only? () vyes () g

How many columns?
0% @M a M B I U =X, x? 1= A A-
O | Format -~ | Font ~| Size ~ | & E |

Element info:

Visibility dependency:

Column Header
Element Definition: |

Column Order in

Number e Data Type Data Required Data Column name

Mo data elements have been added for this table.

After selecting the Panel Data Type, the screen will refresh. The system will generate a Database Table Name for the
panel, similar to creating a table data type. You will need to indicate the number of columns you need in your panel. Save
the data value to refresh the screen.

© iMedRIS Data Corporation 1
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Otiestion Tet: Do you or a _have an investment interest in any third party?
* You do not need to report investments in publicly held mutual funds.

“Data Type:  Panel
Database Table Name: GEN_MN_SUE_DANMNUALCOL_TOO2
“Value Required: Yes ® g

*Order in Question: |10
Is the value Read Only? Yes ® pp

How many columns? 4

After the screen refreshes, you will be able to add labels for the number of columns specified.

J Entry 1 |

Click here to add another entry |

Entity Provide tH

Relationship
Add

Person with in|

Mo record has bl

Monetary Amount [ndicate the mone]

Comments

Labels added in Element Definition will appear in the grey area to the left of the data values in the panel.

Visibility dependency:

Column Header
[Entity

|ru1cnn|3larx‘I Amount

|
Element Definition: |R5|‘a[i°”5hip |
|

|Comments |

Add a New Data Value

Column Order in
Number Column

Mo data elements have been added for this table.

Data Type Data Required Data Column name

Once the labels are defined, you can add data values to the panel by clicking on the Add a New Data Value button at the
bottom of the page.

© iMedRIS Data Corporation 12
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System Form Designer - Annual Disclosure Form

*Data Type: | Conflict of Interest Business Asscciate W

*Database Column Name: |F\CADEMIC_ENTIT‘(| ®

*Value Required: (_)yes (8 po
*Column Number:

User defined Error Message override
for required fields

*0Order in Column:

Data Dictionary Definition: |

Unique Code used for data merge: [%I:l%]
O & @M@ as s B I U x X®i=i=

© | Format ~ | Font ~| Size ~| BB e = |

Element info:

[1]Back

© Canoel—llehl'nlbl.istl Efmel}ala\fahel

e A~

Adding data values to the panel is similar to adding data values to a table. You select the Data Type from the dropdown
menu, specify the Database Column Name, indicate if the value is a required field, and specify the Column Number (this
will correspond with the number of columns you indicated for the panel). Be sure to specify the Order in Column for

items that are in the same column.

After you define the details for the data value, click the Save Data Value button, and then click the Cancel — Return to

List button to return to the panel.

Conflict of Interest Business Associate Data Type

System Form Designer - Annual Disclosure Form

*Data Type: | Conflict of Interest Business Associste W
*Database Column Name: |ACADEM|C_ENTIT‘(| ®
*Value Required: ':::::'YES ':E:'NO
*Column Number:

User defined Error Massage override
for required fields

*0Order in Column:

Data Dictionary Definition: | |

Unique Code usad for data merge: ["‘!a'&l:h-b]
_'Ipy C%LE@&HEEBIQMX2X2§EEE

Q Eormat - Font - Size - a D:

Element info:

© Canoel-llehmlol.istl Efme[)ah\fahel

[1]Back

v A

A unigue data type available for the panel is the Conflict of Interest Business Associate.

© iMedRIS Data Corporation
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Covered Person:  Administrator A | Discl F
Reference Number: nnua Isciosure Form

tl’rintFriemel @Rﬂfrﬁll(nnshntﬁelllsl ESweSedJonl _ECnntinuel

Section view of the Form | | Entire view of the Form

Instructi .
netructions Academic Interest

Background Information

) Academic Disclosures

Academic Interest

Do you have an Academic Disclosure to report?

® ves O o
Entry 1

< Click here to add another entry

Provide the name of the

Agency *[nihicen| %

MIH/Center for Information Technology (CIT)

I hi;
Relatipnship NIH/Center for Scientific Review (CSR)

This value will link to the list of Business Associates in iRIS and allow you to specify which associate you have a conflict
with, or you can enter a new entity that isn’t in the system. The Business Associate that is pulled into the form can be
linked to the COI Matched Object once the form is submitted to the COI board for review.

Conflict of Interest Configuration List Data Type

*Data Type: | Selection - Configuration List N

*Database Column Name: | |

*Value Required: O Yes 'ZE' No
*Column Number:

User defined Error Massage override
for raquired fields

*0rder in Column:

Data Dictionary Definition: | |

Unigue Code used for data merge: | Study Adverse Event Attribution

Study Adverse Event Grade S
Country

Race I U e x;, X2 ;= = A A~
Job Title
Ethnicity .

Specialty @ B :
Study Phase

Highest Degree

Study Financial Role

Element info: | Study Peds Category

Language

Research Type

Blinding Method

Stage

Radiation Use

Diagnosis

Therapeutic Area

Diollar Amount List

Ownership Percentage List

Compenzated Biomedical Service List
Compenzated Mon-Biomedical Service List
Uncompensated Biomedical Service List
Uncompensated Biomedical Service List

Uncompensated Mon-Biomedical Service List
Intallantiol Dranarks Tuna 1ok

Element Definition:

You can also link your panel to the configuration lists in the COI Review Board Administration. To setup this type of value,
select the Selection — Configuration List from the Data Type list. This will cause the page to refresh, and in the Element
Definition another drop down list will populate. From this list you can select one of the configuration lists found in the
COI Review Board Administration. The example used here is the Related Person List.
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Conflict of Interest - Review Board Administration [4]Back

{-\\;] Copy Configurations

System Setup List Maintenance Setup

Review Board Lists RevemEoand

Internal Document Category Configure Business Type list

2O

Internal Routing User Roles Configure Dollar Amount Selection list
Predefined Stipulations Configure Percent Ownership Selection list

Review Outcome/Outcome Configuration List Configure Compensated Biomedical Service list

5 + Bi di : i
Reviewer Rank Configuration List Configure Comp ed N al Service list

Study Document OQutcome/Outcome Configuration List Configure UnCompensated Biomedical Service list

s " Bi 1 R
Study Status Configuration List Configure UnC ed N al Service list

‘AR RERERE RN

Setup Institutional Role Name List Configure Intellectual Property list

Configure Gift Type list

202252350

Configure Gift Amount list

Any of the configuration lists in List Maintenance Setup — Review Board for the COI Review Board can be used in the
Panel.

Covered Person:  Administrator

Reference Number: Annual Disclosure Form

t__PrintFriemlyl @Rffﬂsll(onslantﬁelllsl Es“es-ecﬁunl ECnntinuel

Section view of the Form ‘ | Entire view of the Form |

2 . o
B! Instructions Academic Disclosures

Background Information

. Do you have an Academic Disclosure to report?
Academic Interest

® yes O o

Entry 1

v Click here to add another entry |

Investments with Biomedical
Third Parties

R Provide the name of the

ﬁgenq_lnihfcen |

Relationship

"Mdanewmwl r'a(:uweuistingrmu(s}l QDde‘heselededrow[s)l

Person with Interest Relationship to Institution

Ol [Chia [[] 1nstitutional
i
Domestic partner [] Mon-Institutional
Grandparent
Parent
Sibling
Spouse

Step Parent
Comments | Other |

Monetary

| —-none
Amount

When the user is filling out the Annual COI form, they will be able to use the configuration list as defined in the panel.
Any changes to this list would be made in COI Assistant — Review Board Administration; there would be no need to
change the form in the Forms Designer.
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Static and Dynamic Tables

iRIS 10.03.02

System Form Designer - Annual Disclosure Form

[4]Back

{_I)Canod-kehmmljgtl _aSaveDahVahe

*“Data Type: | Table

Database Table Name: GEN_N_SUB_COH_COI_T004
*Value Required: ()ves (@ g

“Order in Question:

Dynamic Table: ~
Allow user to add rows? Yes Mo

How many columns?

Element info:

Column Header

B @ adMdtB I Ussx x°

&L @A

Element Definition: |

Add a NewDaiaVahel
-

Column
Number

Order in
Column

No data elements have been added for this table.

Data Type

Data Required Data Column name

Static and dynamic tables can be built within the pan
outside of the panel.

els. Create the table in the same way you would if you build a table

|n ihicen |

[ ) Copy existing row(s) | () Delete selected row(s) |

Relationship to Institution

[ 1nstitutional
1 Mon-Institutional

Entry 1
+ Click here to add another entry |
L Provide the name of the
ncy:
Relationship
Add a new row |
h
Person with Interest
Morstary
Amount
Comments |

The above screenshot shows a panel that has a dynamic table built into it. Any number of rows can be added.

© iMedRIS Data Corporation
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Panel Functionality

Coverad Person:  Investigator, Susan
Reference Number:

Annual Disclosure Form - (Version 1.0)

"nintﬁiendlyl Qﬂtfrﬁllcurﬂantﬁel‘lsl Qm&umnl _‘I Cnminnel

Section view of the Form ‘ ‘ Entire view of the Form

1.0 B Introduction

3.0 Academic Interest (A
2.0 Bl Background Information
3.0 Bl Academic Interest 3.1 Academic Disclosures
4.0 B Investments to Report with Do you have an Academic Disclosure to report?
BioMedical Companies
®ves One
Entry 1
Click here to add another entry |
Entity ‘
I hi
Add a new row
Person with Interest Relationship to Institution
No records have been added
T
Comments
W

Each panel in a form will allow for multiple entries. When the panel is first displayed, it will display with only Entry 1. A
user filling out the form can enter in information for Entry 1 and then add additional entries as needed. To add another
entry to the panel, click on the Click here to add another entry button.

Do you have an Academic Disclosure to report?
® yes Ono
Entry 1 Entry 2 |
Click here to add another entry | 0 Click Here to Delete this entry |
-—
Entity Provide the name of the |
Agency:
Relationship
Add a new row | r'j Copy existing row(s) | 9 Delete selected row(s) |
—
Person with Interest Relationship to Institution
Mo records have been added
Monetary
Amount none
Comments

Entry 2 will be created as a separate tab in the panel, allowing the user to enter information specific to this entry. If an
entry was created in error, click the Click Here to Delete this entry button. This will remove only the selected entry from
the panel.
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iRIS 10.03.02

Allowing the use of panels in the COI form with multiple entries will allow iRIS to capture multiple COI matches per item.
Rules defined in the COI form will trigger the conflict matches when the COI Annual form is submitted. Each entry in a

panel can be set up to trigger a match.

Conflict of Interest - Conflict Matched Objects

Not Assigned Assi d C leted A d

2 result(s) found...

Ref Show

iE| oOpen — Group Name = Covered Person's Name Reported Interest Type Party Reported Role
. Academics - Entity Mot KDM - Other

O — 000005 @ COI User Relationship Abbott Vascular Institutional Role
) Academics - Entity X Not KDM - Other

O (=3 ] triri @ Horllzsr Relationship Pfizer Institutional Role

[4]Back
! Create Group | Add to Group | 0 Remove from Group |
1-2

Interest 1

Reported Interest Third

After the Annual COI form has been submitted, looking at the COlI Matched Objects queue will display two separate
matches for the form submitted. Each match is from one panel with two entries. The column Reported Interest Third
Party is programmed to pull in the Business Associate defined in the panel.

Setting up COI Rules

System Form Designer - Annual Disclosure Form

Section List

Edit/Save Form details

Remove
CcOoIL Edit Order Name of Match Definition
Form Tool Tips Match
Branching inte Form Logic 0 10 Academic
COI Match Rule Setup
0 20 Business

.

Fillable PDF Print Options

|| \iew Form

[4]Back

Add COI Match Rule |

Form COI Match rules used to determine the COI matched objects for COI review

Match Type -Ir:r:r::i Business Type
Conflict of Individual | Academic
Interest

Conflict of Individual | Business
Interest

If you are going to use the custom panels in your Annual COI form, you will need to set up rules so the system knows
when to flag an entry as a conflict match. To set up these rules, click on the COI Match Rule Setup button within the

Annual COI form in the Forms Designer.

Click the Add COI Match Rule button to create a new rule.

© iMedRIS Data Corporation
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Add Form COI Match Rule ﬂ

*Enter a Name Tag for this |
Match:

*Order:

*Match General Description:

*Match Type: (® Conflict of Interest (_) Conflict of Commitment

*Business Type: |-—n0ne-— L

*Type of Interest: (®) Individual _) Imputed

Alldanewl?lnlel

Order What to Validate Data Value Join by, if any
0 1 |Current Form all columns V| |--none-- v
| --nong-- V|

I

Create a rule based on how you need the match to trigger. Start by entering the name tag, order and description. These
items are specific to the rule you are setting up.

Next indicate the Match Type. This can be either Conflict of Interest or Conflict of Commitment.

The Business Type drop down will contain all the available Reported Interest Types. You have control over how the
Business Types are defined.

Conflict of Interest - Conflict Matched Objects [{1Back
Not Assigned As<i d C leted A d ‘_ Create Group | w Add to Group | 0 Remove from Group |
- — ]
1-2

2 result(s) found...
Interest 1
iE| oOpen "“'::er Group Name ﬁ:’r’; Coveraed Parson’s Name Reported Interast Type Rep'"ted;::fv"—"t i Reported Role
A Academics - Entity Mot KDM - Other
O =l 000009 @ COI User Relationship Abbott Vascular Institutional Role
b Academics - Entity Mot KDM - Other
O (5] | 00010 @ ZonlzET Relationship Pfizer Institutional Role

The Business Type associated to the COIl Rule is what will display in the match queue as the Reported Interest Type.

Conflict of Interest - Review Board Administration [4]Back

{-\\;] Copy Configurations

System Setup List Maintenance Setup

Review Board Lists Review Board

® Internal Document Category Configure Business Type list

® Internal Routing User Roles Configure Dollar Amount Selection list
® rpredefined stipulations Configure Percent Ownership Selection list
(]

Review Outcome/Outcome Configuration List Configure Compensated Biomedical Service list

The Business Type list is set up under COI Assistant > Review Board Administration > Review Board > Configure Business
Type list.
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Add Form COI Match Rule ﬂ

*Enter a Name Tag for this
Match:

*Order:

Academi c|

|Anaden‘|ic

*Match General Description:

*Match Type: ®) Conflict of Interest ) Conflict of Commitment

*Business Type: |Anadem ic (v

*Type of Interest: (®) 1ndividual () Imputed

Once the name, order, description, Match Type, and Business Type have been defined, you can select the type of
interest: Individual or Imputed.

Individual

An Individual Match Type is a basic conflict match in the system. It is a simple match — meaning as long as the rules
defined are met, a match should be triggered.

Edit Form COI Match Rule ﬂ

*Enter a Name Tag for this :
e |Academlc

*Order:

Academic

*Match General Description:

*Match Type: ®) Conflict of Interest () Conflict of Commitment

Type: |Acad&mic e
*Type of Interest: @) Indiyidual O Imputed
Add a new Rule |
Order What to Validate Data Value Join by, if any A
0 [ 1][Current Form all columns v/| ACADEMIC_DISCLOSURE_YN v AND Vv
[EQuaL v
®ves Ono O not set
0 [ 2| [current Form all columns | [ GEN_N_SUB_COH_COI_T003 V]
Which Column?
ACADEMIC_ENTITY v|
[noT EQuAL v|
NULL v

) Cancel | _EEI

Rules are set up to look at the Annual COI form to see how a user answered a question. If the user’s answers match the
rule, a conflict match will be generated when the form is submitted.

The rule setup in the screenshot above looks at the “Yes/No” question asking the user if they have an Academic
Disclosure. The clause is joined to another clause that checks the Business Associate value in the panel. This will tell the
system what Business Associate to pull into the conflict match.
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Covered Person:  Investigator, Susan - N
Reference Number: Annual Disclosure Form - (Version 1.0)

. Print Friendly | _@neﬁshmm..tﬁelds| HS“ESedlml Eﬂmﬁmel

Section view of the Form | | Entire view of the Form

1.0 B tntroduction _
3.0 Academic Interest
2.0 B Background Information

3.0 B) Academic Interest 3.1 Academic Disclosures

0B Investments to Report with

Do you have an Academic Disclosure to report?
BioMedical Companies

®ves Ono

Entry 1

Click here to add another entry |
A

Ent iy |Pﬁze| |

‘ JE I R = | T —— | ‘

If the user answers “Yes” to the Academic Disclosure question and provides a sponsor in the Business Associate field, a
COI match will be triggered when the form is submitted. Each additional panel entry will trigger a separate conflict
match.

Imputed

Imputed Match Types are more complicated to set up, but will allow you to build rules not only based on the answer to
questions in the form, but will also check against the user’s reported role and any studies in the system.

K Edit Form COI Match Rule ﬂl

#“Enter a Name Tag for this -
Match: |Anad&m|c

*Order:

Academic

*Match General Description:

*Match Type: ® Conflict of Interest () Conflict of Commitment

*Business Type: |Auad&mic o
i *Type of Interest: () Individual ® Imputed
® Open no role restriction [ Has 90 rights
+0nly Applicable with these '3:' KDM ( Key Decision Maker ) ':3' KDM ( Key Decision Maker ) - Mot a Board Member
roles: |

O kom ( Key Decision Maker ) - Board Member and Other O kom { Key Decision Maker ) - Board Member Only
O Not a KDM ( Key Decision Maker )

*What to cross reference: ®) oply Covered Person Studies and Projects () All Research Studies and Projects

When you select Imputed, the page will refresh, giving you additional fields to setup.

Indicate if you want to trigger the match based on the user’s role. The first selection, “Open no role restriction,” means
the match will trigger based on the rules, regardless of role. Any other option will look at the user’s role — based on

whether or not they are a Key Decision Maker, with or without a board member role, or if they are not a Key Decision
Maker.

Next, choose a method with which to cross reference studies. You can set the rule to look at only studies associated to
the Covered Person or all studies in the system. If a user indicates they have a disclosure with a sponsor not on a study,
then the system will not trigger a match.
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Edit Form COI Match Rule ﬂ

*Enter a Name Tag for this -
e |Acad&mlc

*Order:

Academic

*Match General Description:

*Match Type: @) Conflict of Interest () Conflict of Commitment

Type: | Academic e

*Type of Interest: () Individuzl ® Imputed

Open no role restriction [JHas s50 rights

+0nly Applicable with these KDM { Key Decision Maker ) O kpM { Key Decision Maker ) - Not a Board Member

les: . ~ .
roles KDM ( Key Decision Maker ) - Board Member and Other '_/KDM ( Key Decision Maker ) - Board Member Only

LMot a KDM ( Key Decision Maker )

*What to cross reference: @) only Covered Person Studies and Projects O all Research Studies and Projects

4 !Addanewﬂulel

Order ‘What to Validate Data Value Join by, if any A
°| 1] [Current Form all columns | ACADEMIC_DISCLOSURE YN v AND W~
EQUAL v
®ves Ono O ot set
0 [ 2| [ current Form all columns | [ GEN_N_SUB_COH_COI_T003 v|
Which Column?
ACADEMIC_ENTITY v
NOT EQUAL v

v

o] [ ]

Once the additional fields are set up, rules can be set up to look at the answers to questions in the Annual COI form.

Covered Person: Aazron User
Match Object Number: 000005 COI - Match Review for Covered Person Aaron User (4]Back
Review Round Number: 1

Match Summary List of Match Object{s) for Review W

e s e
Review Assignment
Show Form: Show Form:

Covered Covered
Person's Aaron User Parson's General Hospital
Name: MName:
Reported - - Reported . :
Interest Type: Financial Interest Interest Type: Financial Interest
Reported Reported
Interest Third New River Pharmaceuticals Interest Third New River Pharmaceuticals
Party: Party:
Reported Role: KDM - Not a Board Member Reported Role: Co-Investigator
Reporti . . Reporti . -
Acrizn:mg Individual Annual Reporting Form nm‘?:mmg Study Application
Date 07/06/2015 Date 06/30/2015
Submitted: 1:49:39 PM PDT Submitted: 3:28:37 PM PDT
Interest Ref Interest Ref
Number: 000023 Number: 000014

Protocol

Number: GH-2015-25

When a form is submitted that matches the rules defined, as well as the role requirements and study requirements, it
will populate in the COl match queue and will list any matching studies in the Interest 2 section of the match, as shown in
the screenshot above.
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Show Visibility

Show Visibility allows you to setup rules to display panels only if a question is answered a certain way in the Annual COI
Form. The Show Visibility rules are setup in a similar way to Branching and Validation.

Covered Person:  Investigator, Susan

Reference Number: Annual Disclosure Form - (Version 1.0)

sy Print Friendly | | (&) Refresh Constant Fields | ES“ESedlml Eﬂmﬁmel

Section view of the Form | | Entire view of the Form

1.0 B 1ntroduction :
3.0 Academic Interest
2.0 B Background Information

3.0 Bl Academic Interest 3.1 Academic Disclosures

0B Investments to Report with

n , e Do you have an Academic Disclosure to report?
BioMedical Companies

®ves Ono

Entry 1

Click here to add another entry |

Ent iy |Pﬁza|

| el |

Show Visibility rules are created and associated to questions or data values so that a panel will only display if the answer
to a certain question is “Yes.” The screenshot above has a rule set up and applied to the panel data value. This rule tells
the system to only display the panel if the answer to the Academic Disclosure question is “Yes.”

Covered Person: Investigator, Susan - .
Reference Number: Annual Disclosure Form - (Version 1.0)

..'PrintFr'Ellllfl @nmmmmneldsl Esaveidlml _Ecnmimel

Section view of the Form | | Entire view of the Form

1.0 B mntroduction 2.0 :
‘U Academic Interest

2.0 Bl Background Information

3.0 Bl Academic Interest 3.1 Academic Disclosures

4.0 By Investments to Report with

Do you have an Academic Disclosure to report?
BioMedical Companies

Oves ®no

If the value is not selected or “No,” the panel will not display in the form.

There are two parts to properly setting up the Show Visibility rules.

Part One - Creating the Show Visibility Rules

System Form Designer - Annual Disclosure Form [1]Back

) Cancel - Retum to List | _H Save Show Visibility Order Add Show Visibility |

Section Definition Define the Show Visibility Rules for the Section

Section Questions

::‘_et:f::'te Edit Order Name of Show Rule Comments
Section Branching Hhey
Section Show Visibility Mo show visibility rules defined for this section.

Section Validation

Section Exclude from Review Board

Within the Annual COI Form in the Forms Designer, click on the Edit icon associated with the section you would like to
add the Show Visibility to. From the Section Definition, you can then click the Section Show Visibility link; this will open

the list of current Show Visibility rules defined within this section. Since no rules have yet been defined, the list will
display no results.
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To create a new Show Rule, click the Add Show Visibility button.

Add Section Show ﬂ!‘
*Name Tag for this Shows [Academics
“Order:
Comments:
Add a new Rule
Order What to Validate Data Value Join by, if any
e [ 1] [current Form section columns v| [ACADEMIC_DISCLOSURE YN v
EQUAL %
|\."alue Vl ®ves Ono O Mot set

A new page will open allowing you to create the Show Visibility rule. Enter the Name Tag, Order number and Comments.

A clause is available at the bottom of the page where you can setup a rule that will look at a value in the Annual COI

Form. The rule in the example above is setup to look at the “Yes/No” value for the Academic Disclosure question. iRIS will
take note if the value is answered “Yes.”

Part Two - Associating the Show Visibility Rule to a Question or Data Value
Once the rule is defined, you can associate that rule to a question or a data value within the question. The Show Visibility

rule will only be selectable within the section you created the rule for; it cannot carry over to other sections within your
form.

System Form Designer - Annual Disclosure Form [4] Back

OCﬂmxl—RethtuListl ﬁCDwQuﬁtiJntuﬂNman .;MmQuediunlnauewsccﬁonl ESGVEQlﬂﬁmdlﬂngﬁl

Question Definition Define the Question Details

Question Data Values

Question Help Links

B a e B T U e X, XIS A A

|
&
ek

Question Exclude from Review Board

o]
&

B A

*Question text: Academic Disclosures

Question Order:

Visibility

In the Question Details, you will be able to select a Show Visibility rule created in Step One.
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System Form Designer - Annual Disclosure Form
Question Text: Academic Disclosures

*Data Type: | Panel
Database Table Name: GEN_N_SUEB_COH_COI_TO03

*Value Required

*0Order in Question

0 a Bl e e BT U e x, XIS S A A
) | Format - || Font - Size ~ | @B .- [

Element info:

Visibility dependency: -
Academics

You can also select a Show Visibility rule created in Step One within the setup for a data value.

You would associate the Show Visibility to the question or data value within a question that has the panel you want to

hide until the question is answered appropriately. You can associate the Show Visibility rule to multiple questions and

data values, which is helpful if you have several items that need to remain hidden until the question is answered. Simply

associate the Show Visibility rule to the appropriate questions or data values.

Other Forms

There are other Conflict of Interest form types that can be used to collect Conflict of Interest and Conflict of Commitment
information other than the Annual COI form. These are described here.

Non-User Disclosure Form

A Non-User Disclosure Form can be used to collect and process business and institutional disclosures for COI review that

are not associated to a Covered Person.

System Form Designer - Form Definition

What type of form do you want to add?

() Mon Study Submission Form

() |Mon Study Attachment/Sub Form

() Annual Conflict of Interest Submission Form

Conflict of Interest Study Disclosure Form

Conflict of Interest Project Disclosure Form

[4]Back
Save Selection

Description of Form Type A

Financial Disclosures and other user specific rather than study specific information.
They are available to users in the My Submission Forms menu item in the software
found under My Assistant.

These forms are used to store information like compliance issues unrelated to a study.
This form is NOT submitted to a review board, but is simply kept as a record. They are
available to users in the My Submission Forms menu item in the software found under
My Assistant.

This form is similar to a Non-Study Submission form and is designated for the purpose
of conflict of interest disclosures.

Conflict of Interest Study disclosure forms that are submitted to the review board.

Conflict of Interest Project disclosure forms that are submitted to the review board.

Conflict of Interest Non-User Specific Disclosure Form

—
This form is similar to a Non-Study Submission form and is designated for the purpose
of non-user specific conflict of interest disclosures.

() Conflict of Interest Miscellaneous Disclosure Form
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Within System Administration > System Forms Designer > Add a New Form, select the form type “Conflict of Interest

Non-User Specific Disclosure Form”.

Note: You can only have one form of this type defined in the system, so if it does not appear in the page above, the form

has already been created.

System Form Designer - Non-User Disclosure Form

Section List

Edit/Save Form details

Form Tool Tips

Branching into Form Logic

COI Match Rule Setup

Fillable PDF Print Options

\iew Form

View Branching

Form Database Details

[1]Back

;.Ii.: New Form Version | < - | Goto Workflow Template 8 Export Form to XML | E Save Section Order |
o | $

Form Section List

Expand
Details Remove Section

@ Section it Order Section Caption

1 50| Business Transactions
Inventory Disclosure Form

) 2 i
H S ather Inventory Information

Define the form content using the tools available in the forms designer.

Note: In order to properly create a conflict match from data within the form, you must create panel data values.

Section List

Edit/Save Form details

Form Tool Tips

Branching into Form Logic

COI Match Rule Setup

[4]Back

System Form Designer - Non-User Disclosure Form b

Add COI Match Rule |

Form COI Match rules used to determine the COI matched objects for COI review

Remove
COI Edit Order Name of Match Definition
Match

QO |Xis

Type of

FEEDTEE Interest

Business Type

Business Transaction Conflict of Interest Individual |Business Transaction

0 ' 10 Institutional Inventory Conflict of Interest Individual |Inventory
Fillable PDF Print Options —
You will also need to define rules within COl Match Rule Setup.
System Form Designer - Non-User Disclosure Form [4]Back
E Save Form Setup Details |
Section List Define Form Usage Properties & Details
Edit/Save Form details =
Associate Access for Form: .

Form Tool Tips

Branching into Form Logic

COI Match Rule Setup

Fillable PDF Print Options

\iew Ferm

\fiew Branching

Form Database Details

Study Management and Review Boards Create Form Access Allow View Access

Study/Protocol Management 3] Il
ARC [ O
cor O [}
1ACUC O O
IBC O Il
IRE [ O
Radiation Safety Committee (RSC) O Il

Within Edit/Save Form details, “Create Form Access” for Study/Protocol Management must be set to allow the form to

populate within the list of COl forms on your home screen. “Allow View Access” must be set for COI.
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pystem Template Designer - Template Definition

Emplate Type: Mon-User Disclosure Form ﬂa
. Define
Ersion Number: 1 Aule

[4/Back

A workflow must be defined and published within System Administration > Workflow Designer. The Workflow will use
the same concepts as described in the Workflow portion of this manual.

Miscellaneous Disclosure Form

Miscellaneous Disclosure Forms can be used to collect and process disclosures for COl review that are not related to the

Annual Review, like Travel Disclosures. There can be any number of Miscellaneous Disclosure Forms defined in the

system, and each will display within Conflict of Interest Forms on your home screen under the name provided within

Edit/Save Form Details, as shown below.

System Form Designer - Miscellaneous Disclosure

Section List

Edit/Save Form details

Form Tool Tips

Branching into Form Logic

COI Match Rule Setup

Fillable PDF Print Options

System Form Designer - Form Definition

What type of form do you want to add?

L) SULITIESSIUNT S1gran Roduny ronm

() Men Study Submission Form

() Nen Study Attachment/Sub Form

) |Conflict of Interest Study Disclosure Form

) | Conflict of Interest Project Disclosure Form

Define Form Usage Properties & Details

Form Type: Conflict of Interest Miscellaneous Paging Incremant:

[z Irﬁurp For

Use Section ':!:' Yes ':_:'

Form Name: |Miscellanems Disclosure Numberings 1
‘ No

RB#—| null =
Form Abbreviation: @y O
-<Version#>.<Revision#> Use Name Craated: No

Form Order Number: @ yas (O

— Use Date Created:
[1]Back
Description of Form Type A

TUlins dife UsSEU LU LUSLUINILZE d UTiigue Signon pdye diid Uesigrdle IS UsE WWwdids d
particular role and form.

Forms of this type are designated for submitting information/issues to the review
board that are not pertinent to any particular study. Generally they can be used for
Financial Disclosures and other user specific rather than study specific information.
They are available to users in the My Submission Forms menu item in the software
found under My Assistant.

These forms are used to store information like compliance issues unrelated to a
study. This form is NOT submitted to a review board, but is simply kept as a
record. They are available to users in the My Submission Forms menu item in the
software found under My Assistant.

Conflict of Interest Study disclosure forms that are submitted to the review board.

Conflict of Interest Project disclosure forms that are submitted to the review board.

(_} |Conflict of Interest Miscellaneous Disclosure Form

This form is similar to a Non-Study Submission form and is designated for the
purpose of mis-c:e_llaneous conflict of intere_st disclosures.

1 ARC Suhmissinn Form
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Within System Administration > System Form Designer > Add a New Form, select the form type “Conflict of Interest

Miscellaneous Disclosure Form.”

System Form Designer - Miscellaneous Disclosure

Section List

Edit/Save Form details

Form Tool Tips

Branching into Form Logic

COI Match Rule Setup

Fillable PDF Print Options

Wiew Form

View Branching

Form Database Details

[1]Back

Gote Workflow Template

iri-‘! New Form Version | kS
i

E',;IE:mortFurmloXMl.l ESBveSectlnnDrderl

Form Section List

Expand
Details Remove -, Section - -
: Section Edit Order S€ction Caption
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Define the form content using the tools available in the forms designer.

Note: In order to properly create a conflict match from data within the form, you must create panel data values.

System Form Designer - Miscellaneous Disclosure

[4]Back

Add COI Match Rule |

Section List Form COI Match rules used to determine the COI matched objects for COI review
Edit/Save Form details Remove
T "C:ilf:[h Edit Order Name of Match Definition Match Type -Ir:r;::t Business Type
BRI [Wif (Femn Lage 0 ' 10 Misc Item iﬁrggtof Individual Outside Activities Employed by Colleagues
= -
COI Match Rule Setup
Fillable PDF Print Options
You will also need to define rules within COl Match Rule Setup.
System Form Designer - Miscellaneous Disclosure [4]Back
E Save Form Setup Details |
Section List Define Form Usage Properties & Details
Edit/Save Form details .
Associate Access for Form: = =
Study Management and Review Boards Create Form Access Allow View Access #4)
Form Tool Tips
Study/Protocol Management O
Branching into Form Logic
g a ARC O U
COI Match Rule Setup col N
Fillable PDF Print Options IACUC | O
\iew Form 1BC | O
View Branching IRB | O
Form Database Details Radiation Safety Committee (RSC) | O
Scientific Review Board: SRS | O
Sponsored Research Assistant: C&C | O

Within Edit/Save Form details, “Create Form Access” for Study/Protocol Management must be set to allow the form to
populate on your home screen. “Allow View Access” must be set for COI.
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System Template Designer - Template Definition [«]Back
i Create New Version
&l

emplate Type: Miscellaneous Disclosure -t

Define
Rule

‘ersion Number: 1

A workflow must be defined and published within System Administration > Workflow Designer. The Workflow will use
the same concepts as described in the Workflow portion of this manual.

Study COI Form

The Study COI Form is a form that is sent to Key Study Personnel when a study is submitted to the review board. Within
System Administration > System Forms Designer > Add a New Form, select the form type, “Conflict of Interest Study
Disclosure Form”.

Define the form content using the tools available in the forms designer.

Note: In order to properly create a conflict match from data within the form, you must create panel data values. You will
also need to define rules within COI Match Rule Setup.

System Form Designer - COI Study Disclosure [4]Back

E Save Form Setup Details |

Section List Define Form Usage Properties & Details

Edit/Save Form details ‘

Form Tool Tips A
Associate Access for Form:

Branching into Form Logic Study g and d: Create Form Access Allow View Access

COI Match Rule Setup study/Protocol Management [ [l

Fillable PDF Print Options ARC O O

View Form o1 [ [

Within Edit/Save Form details, “Create Form Access” for Study/Protocol Management must be set to allow KSP to be able
to create the form. “Allow View Access” must be set for COl.

If you wish for study personnel to fill out an Study COI Form, a step must be added to the workflow of the Initial Review
Submission Form (or another submission form). The Send Study Personnel COl Questionnaire action is added to the
workflow before the submission reaches the review board.
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System Template Designer - Template Definition

o . ) L * * * ’ = * @ # = B
Template Type: iMedRIS Initial Review Submission Form ? g @ % % — — B@) D@-) —

Add Add Add Edit Remove Add Remove Add Remaove Define

Version Number: 174 Action Queue Decision Item  Item Relation Relation Level  Level Rule

1.Send Study
Personnel COI

Questionnaire

When this action is added to the workflow, all Key Study Personnel with a study role set with COI required under System
Administration > List Configuration and Maintenance > Define Study and Project Role(s) will receive a task to complete
the Study COI Form when the submission goes through the workflow.

Config Research Role [1]Back
S 2 Add a New Role |
Filter By Role Group: (A v] @ Find |
Filter By In Use on Study: Oves Ono @ Both
Filter By In Use on Project: O Yes O No @ Both
53 result(s) found... 1-10 P
Include
. Allow Allow in Key
Delete Edit ?ﬁ:‘:‘r' Order Group Name Role Name Reserved CS::]s:':tm: Animal Subject Person Training Subﬁ:li‘:sn;on: R cgllre d usiﬁ:" I';'rsue'::t
Access Access Signoff e v ¥
List
. 1 Principal Investigator Principal Investigator Yes No Yes No Yes Yes Yes Yes Yes Yes
0 ‘ i * 2 Investigator Site Principal Investigator Yes Yes Yes Yes Yes Yes Yes Yes Yes No
0 ) * 2 Research Staff st U (it No No No No Yes No Yes No Yes Yes
=3 Example
0 A * 3 Investigator Co-Investigator Yes No Yes Yes Yes Yes Yes No Yes No
0 \ * 4 Investigator Collaborating Investigator No No No Yes Yes No Yes No Yes No

Workflow

This section of the manual assumes a general knowledge of the Workflow Designer is known by the reader. You will have
the same functionality as other templates in the Workflow Designer. It is recommended that prior to making any changes
to the COI Annual form workflow template, you have a good understanding of the Workflow Designer tool. You can use
the Workflow Designer manual for more information.
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The COI Annual Form is a submission form and must have a workflow associated to it within Workflow Designer. Your
iMedRIS Project Manager will create a pre-defined workflow initially within your system, but this workflow can be
modified to your specific needs.

System Template Designer - Template Definition [4]Back
%] Publish/Freeze the Template
Template Type: Annual Disclosure Form g‘v % ® @3) %" % _’!‘J _’L'J n[g‘) 5@') _’@
Add Add Add Edit Remove Add Remove Add Remove Define

Version Number: 2

Action Queue Decision Item Item Relation Relation Level Level Rule

The workflow for the COIl Annual form will be set up to check for any indications of a conflict of interest, and also for any
interests noted for level of effort.

Level 1 — The COI Annual form workflow will first check against the rules to see if there is any kind of conflict related to
the submitted form. This step is called the Reporting & Delegation Rule Logic. This is an internal check. If there are any
Level of Effort (Conflict of Commitment) conflicts (if any question in the Annual form is noted about working over a
certain percentage of time) the system will flag this as a conflict. If there are any Conflict of Interest matches (any type of
indication in the Annual form) the system will flag this as a conflict.

Level 2 — A decision step is used to guide the COl Annual form to one or more of three paths.
Level 3 -

No Conflict — If a Level of Effort or Conflict of Interest is not found in the COI Annual form, the path branches to
an email template that will send to indicate there is no conflict found.

Conflict of Commitment — If the user indicated that one of their roles exceeds a certain percentage of time, the
COI Annual form will branch down a path that will begin a Level of Effort review starting with Commitment
Reviewer Level 1. This will allow a reviewer to look at the indication of time and decide whether the user needs
to revise their level of effort or if they can proceed with their research.

Conflict of Interest — Any indication that there is a conflict will cause the COl Annual form to branch to the
Conflict of Interest submission queue. From here, any conflict matches can be reviewed separately or grouped
together. Conflicts can be processed, returned for management plans, or denied altogether.

The levels after level 3 vary depending what path the COI Annual Form branched down. If there is no conflict, the COI
Annual form will end after sending the email.
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If there is a Conflict of Interest, the Conflict of Interest submission queue will process the matches and when that process
is complete, the process will end.

If there is a Conflict of Commitment, however, the COI Annual form will take the following steps:

System Template Designer - Template Definition [4]Back
%] Publish/ Freeze the Template

Template Type: Annual Disclosure Form g?:!') % & @“9 %’7 %) #@ #‘_) f’g ﬂg ﬂa

Add Add Add Edit Remove Add Remove Add Remove Define

Version Number: 2 Action  Queue Decision Item  Item Relation Relation Level  Level Rule

Denied?

Level 4 — After the Commitment Reviewer has reviewed the match, they can either deny or approve it. If they deny the
match, then the process will go to Level 8, to send the covered person the outcome (denied), which will mean they
cannot conduct their project. The COI Annual will then check to see if there are any Conflict of Interest matches that
need to be accounted for and will either send the COI Annual to the Conflict of Interest submission queue or the process
will end.

Level 5 — If the Commitment Reviewer approves the match, the process will go on to another decision to check if the
level of effort is greater than 80 hours of commitment. If so, the process will go to the next level of commitment review.
If not, then the process will go on to check for a Conflict of Interest match.

Level 6 — If the level of effort is greater than 80 hours, the second level Commitment Reviewer is assigned.

Level 7 — Checks the outcome of the Commitment Reviewer.
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System Template Designer - Template Definition [4]Back
%,] Publish/Freeze the Templat]
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Action Queue Decision Item Item Relation Relation Level Level Rule

Wersion Number: 2

Level 8 —This step sends the Commitment Reviewer’s outcome to the covered person.
Level 9 — Checks for any Conflict of Interest in case the Conflict of Interest board needs to review the COI Annual form.
Level 10 — This step is the decision to send to the Conflict of Interest Submission queue.

Level 11 — If there is a Conflict of Interest noted along with the Level of Effort commitment, this step sends the COI
Annual form to the Conflict of interest submission queue.

Unique Elements for COI in the Workflow designer
Any workflow used for a COI form can make use of certain actions and decision rules designed specifically to
accommodate the COI process in iRIS. These items should not be used in other workflows unless otherwise noted.

Actions
The actions described below are used specifically for the Conflict of Interest module and cannot be used if you are not
using Conflict of Interest in your instance of the software.

Reporting & Delegation Rule Logic - This action initiates the check against the COl Annual form to see if the user had
indicated any type of interest. A Conflict of Interest is flagged whenever the user indicated a specific interest in the
Annual COI form — whether for themselves or a related person.

Predefine Email Type by Selection - This action will cause an email to send to specified users. This step is typically used
to alert a certain user that there have not been any conflicts with the Annual COI.

Commitment Reviewer Level 1 - This action is used with Conflict of Commitment reviews. This step in the workflow will
look at the user’s defined Reviewer 1 and assign the form to that person for review.

Commitment Reviewer Level 2 - This action is used with Conflict of Commitment reviews. This step in the workflow will
look at the user’s defined Reviewer 2 and assign the form to that person for review.
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Send Covered Person Commitment Reviewer Outcome - This step will send out a commitment outcome letter to the
covered person.

Send Study Personnel COI Questionnaire — This action is used for research project submission forms. If a certain
submission form triggers the need for Key Personnel to complete a supplemental COI form, this action can be used to
send that particular COIl form to Key Personnel on the study.

Workflow Decision Rules
As shown in the Annual COl workflow in screenshots above, the form will go in a certain direction based on rules. These
rules are specific to the Conflict of Interest process and look at answers in the Annual COI form.

What to Validate

Conflict of Commitment Hours ¥
Mot Drefined

Review board

Review committee

Application Form vanable

Currant Form wariable

Current Form - Review Board Section vanable

Selected committee from Action

Selacted board from Action

Froject attnbutes

Submission attnbutes

Signoff Status

ed Department from Project

5 ed Institution from Praject
Signoff Conflict of Interest

Conflict of Cor
Conflict of Commitment Hours

Conflict of Commitment Reviewer All Denied
Conflict of Commitment Reviewer All Approved

itrmeant Match

Signoff Conflict of Interest - This option allows you to look specifically at the Commitment Reviewer outcome, and
whether they approved or denied the Annual COI form.

Conflict of Interest Match - This will allow you to create a decision based on whether a Conflict of Interest match has
been found within the Annual COI form. You can send the Annual COI form down a certain path based on whether there
was a conflict match found or not.

Conflict of Commitment Match - This will allow you to create a decision based on whether a Conflict of Commitment
match has been found within the Annual COI form. You can send the Annual COIl form down a certain path based on
whether there was a conflict match found or not.

Conflict of Commitment Hours - Send the submission down a certain path based on the number of commitment hours
the user indicates within the Annual COl. This check will allow you to send the submission down a certain path if the user
entered a specific number of hours. Example, if the user has more than 80 hours a period committed for research, you
can send the form to a Commitment Reviewer for further clarification. If the user has less than 80 hours committed, the
form does not need to be reviewed.

Conflict of Commitment Reviewer All Denied - If the Annual COI goes out to multiple Commitment Reviewers at once,
this decision can send the submission in a certain direction based on their signoff outcome, if all reviewers denied the
submission.

Conflict of Commitment All Approved - If the Annual COI goes out to multiple Commitment Reviewers at once, this
decision can send the submission in a certain direction based on their signoff outcome, if all reviewers approved the
submission.
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