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Conflict of Interest — Match Processing iRIS™ v12.01

Introduction

The Conflict of Interest Assistant allows for processing of iRIS™ user conflict matches that have been generated
by answers on COIl forms. It’s possible to complete many tasks from the Conflict Matches area of the system,
including reviewing the match, adding documents, assigning reviewers, and sending out letters and Management
Plans. This document covers steps to process Conflict Matches.

Conflict Matches
When a conflict match is found in an annual COl submission, it is routed to the Conflict Matched Objects
processing area of the Conflict of Interest Assistant.

This page can be accessed via the Conflict of Interest Assistant > Conflict Matches menu link, or the Conflict
Matches icon in the Conflict of Interest Workspace.

The Conflict Matched Objects page lists any conflict match found in any form submitted to the COI Review Board.
The COIl submission queue is split up into six tabs: Submission Prereview, Not Assigned, Assigned, Completed
Matched Objects, Completed Forms, and Agendas.

Er!'R‘S by H Account: Administrator
T @ & e
Research Information System

My Workspaces & Conflict of Interest Conflict Matched Objects 0

Submission Prereview Not Assigned Assigned Completed Matched Objects Completed Forms Agendas

6 result(s) found... 1-6

Ref Number i Covered Person
., 000686 Annual COI Form 38531{50;3 POT Adams, Charles M, M.D., PhD 6
., 000683 COI Study Disclosure Form 38{?;20;3 POT Adams, Charles M, M.D., PhD 1
., 000682 COI Study Disclosure Form gs{?égo;: POT Iverson, Monique J, M.D. 4
| |o00s7s Gifts to Report Form g?i;?ﬁuﬁ}a oo Adams, Charles M, M.D., PhD 1
______ . §m——— 08/19/2019 - [ - - ~

Submission Prereview
The page initially loads with the Submission Prereview tab open. This tab provides a summary view of conflict
matches.

Click the icon in the Open column for a match to open the corresponding submission.
Open Form

When a form is opened from the Open column in the Submission Prereview tab of the Conflict Matched Objects
page (see screenshot above), a read-only version of the form opens in the Annual COIl Form page (shown below).

© 2020 iMedRIS Data Corporation 1



Conflict of Interest — Match Processing iRIS™ v12.01

RIS vy

iiViedRIS
Integrated

Research Information System

Account: Administrator
Path: Home > match objects

My Workspaces = Conflict of Interest

Miscellaneous

Annual COI Form

My Profile ~

@ Help 2

General Information

Submission Components

Submission History Show Form:

Pre-review Screening TP
Covered Person's Name:

Reported Interest Type:
Reported Interest Third
arty:

Business Status:
Reported Role:
Reporting Action:
Date Submitted:

Interest Ref Number:

Show Form:

Covered Person's Name:
Reported Interest Type:
Reported Interest Third
Party:

Business Status:
Reported Role:
Reporting Action:

Date Submitted:

Interest Ref Number:

The different sections of the form are accessed via the menu tabs at left. By default, this page loads with the

General Information tab open.

[~ List of Match Object(s) for Review &

Show Form:

Covered Person's Name:
Reported Interest Type:

Reported Interest Third
Party:

Adams, Charles M, M.D., PhD
Financial Interest

3-M Pharmaceuticals

In Database, not white- or blacklisted, Subrecipient
Not KDM ? Other Institutional Role

Individual Annual Reporting Form

08/21/2019

4:22:14 PM PDT

000686

Reported Role:
Reporting Action:
Date Submitted:
Interest Ref Number:
Protocol Number:
Study Status:

Show Form:

4 -

Adams, Charles M, M.D., PhD Covered Person’s Name:

Financial Interest Reported Interest Type:
g Reported Interest Third
3-M Pharmaceuticals Party:

In Database, not white- or blacklisted, Subrecipient
Not KDM ? Other Institutional Role

Individual Annual Reporting Form

08/21/2019

4:22:14 PM PDT

000686

Reported Role:
Reporting Action:
Date Submitted:

Interest Ref Number:
Protocol Number:

Covered Person Submission History

A function to view users’ historical COIl data is available via the Covered Person Submission History link in the

Miscellaneous menu, as shown below.

My Workspaces B col

Project Questionnaire

=

Adams, Charles M, M.D., PhD
Financial Interest

3-M Pharmaceuticals

Principal Investigator
Study Application
06/15/2018

4:58:19 PM PDT
000203

IRB-18-24

El

Adams, Charles M, M.D., PhD
Financial Interest

3-M Pharmaceuticals
Principal Investigator

study Application

IRB-19-120

T . Tt 3045

Submission Components.

Submission History

Pre-review Screening

Name:

Party:

Match Object Number:  G08370

Show Form:
Covared Parcon’s
Reported Tnterest
Typa:

Reported Interest Third

Date Submitted:
Interast Ref Numbar:

List of Makch Dbjectis) for Review U

Match Object Review
Outcome:

Show Farm

Cavarad Parson's
Hame:

Reported Interest
Typa:

- Compensated Commitment

[8837] Dermatolagy Foundstion Fenu

In Database, not white- o blacklisted, Research Spansar

Not KDM O Other Institutional Rale

Praject Specific Reporting Form

05/08/2020
109:54 AM P

Reported Role:
Reporting Action:

oT Date Submitted:
Intarast Raf Numbar:

Protocol Number:

5
026565

Reported Interest Third

Under Review

A

unknown

© 2020 iMedRIS Data Corporation




Conflict of Interest — Match Processing iRIS™ v12.01

Coverad u
My Workspaces B |mateh o

7| cor Match Review for Covered Person Anu N Mathur , B.S.

Mateh Object Review Outcome:

Clicking the Covered Person Submission History link opens the new Conflict of Interest Submission History
page, shown below.

Note that the example shown is from a test user. In common practice most users will not have more than a few
line items here.

Conflict of Interast Submission History for Pope, Dan, B.S. X

€OL Form Types |4

Date Recaived Start/End: (08162015 Submissien Status: | 2|

Project Status Study Status

5 Principal Data [ View Submiscion  Show Matchad
e Investigator Received e B Prereview Objects

Bropossl Number | RE Number

N Dans New Project n . a
026585 In Progress || Tesk Leeation IVHCMNM [ lo"f“ el Dan Fope, B.5.

wesse comiees (] ()
O foann

026555 In Frogress “iew Companerts O  Joannual cot Farm
026553 In Progress e Gompanarts [ DAnnual COT Form
026550 In Progress View Sompanerts O  Joénnuel €Ol Form

026522 In Progress ‘view Companarts O P oot Dan Fope, B.5.
. - Pi Certification Form (Non-PHS

26517 ogress | TesexLecation | [ view Companarts L g

02651 In Progress kil L gou’t funded rese

orsiss comieed (] (]

PSP | [ e
P —— e I

026473 In Progress View Companarts
026460 In Progress Ve Companerts O Pfoznnusl cot Form

wiew Submizsion [l Shew Maiches| 1))

iaw Submission | | Show Maiches{ 7}

e
e

——
e

iaw Submission | | Show Maiches[ 1]

=l

Dan Pope, B.5.

Notice the items highlighted with black, blue and purple boxes.

A search form is provided at the top of the page (black box in screenshot above), to enable filtering results by
COI Form Type, Date Received range or Submission Status.

The results section provides drill down access to view-only information as follows:

Track Location — click this button to view location information for the corresponding line item, including the
processing flow node diagram

View Components — click this button to view submission components (documents) for the corresponding line
item

© 2020 iMedRIS Data Corporation 3



Conflict of Interest — Match Processing iRIS™ v12.01

Compare Forms — in this column, click to select the checkboxes of form versions to be compared, then click the
Compare Forms button in the column header to open the comparison page

View Submission — click this button to view Submission Prereview records, documents and information for the
corresponding line item

Show Matches (#) — the number specified indicates the number of matched objects; click this button to view all
of the matched objects for the corresponding line item

Interest 1
The Interest 1 column (left hand column in the screenshot above) populates with details of the first conflict
match identified by the Covered Person, as follows.

Show Form—where available, click this icon to view the form where the conflict match was
identified to open the associated form (Annual COI or Study COI form); where a Print icon is
present next to the Show Form icon, click it to view a print-friendly version of the
information provided in the List of Match Object(s) for Review section

Covered Person’s Name—name of the person who has indicated a conflict match

Reported Interest Type—type of interest, as noted within the form (e.g., Financial Interest,
Financial Commitment, Gifts from a Biomedical Company, etc.)

Reported Interest Third Party—name of the indicated third party interest (the Sponsor with
which the user indicated an interest)

Business Status—indicates whether the business is in the database, whether it’s a Sponsor, and
whether it’s white- or blacklisted

Reported Role—role indicated by the Covered Person for this conflict match

Reporting Action—where the match originated (e.g., COI Individual Annual Reporting Form,
Study COI)

Date Submitted—date the conflict form was submitted into the workflow

Interest Ref Number—reference number of the COIl form

Interest 2
This area only populates with information if the Covered Person has a conflict with a certain sponsor, and has a
role on a study with that same sponsor. Information about that study populates in the Interest 2 area.

Show Form—where available, click this icon to view the form where the conflict match was
identified to open the associated form (Annual COI or Study COI form); where a Print icon is
present next to the Show Form icon, click it to view a print-friendly version of the
information provided in the List of Match Object(s) for Review section

© 2020 iMedRIS Data Corporation 4
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Covered Person’s Name—name of the person who has indicated a conflict match

Reported Interest Type—type of interest, as noted within the form (e.g., Financial Interest,
Financial Commitment, Gifts from a Biomedical Company, etc.)

Reported Interest Third Party—name of the indicated third party interest (the Sponsor with
which the user indicated an interest)

Reported Role—role indicated by the Covered Person for this conflict match

Reporting Action—where the match originated (e.g., COI Individual Annual Reporting Form,
Study COI)

Date Submitted—date the conflict form was submitted into the workflow
Interest Ref Number—reference number of the COIl form
Protocol Number—protocol number of the corresponding research study

Study Status—current status of the corresponding research study, where applicable; where
inapplicable, the field does not display

View Status Tracking Map
A status tracking map for the submission, including previous rounds, is accessible via the Miscellaneous >
Submission History drop down item at the upper left.

RIS vy @ idednis Account: Administrator
ks S @ree 2 wyeone - [Giosod

Research Information System

My Workspaces = Conflict of Interest Annual COI Form

Miscellaneous

General Information List of Match Object(s) for Review &

Submission History o — @ e @

Pre-review Screening
2 Covered Person's Name:  Administrator Covered Person’s Name:  Administrator
Reported Interest Type: Financial Interest Reported Interest Type: Financial Interest
Reported Interest Third Reported Interest Third

3-M Pharmaceuticals 3-M Pharmaceuticals

Click the Miscellaneous > Submission History to open the Submission History page (shown below).

i b 5 .
iRIS by edRIS Account: Administrator @Help 2 myprofile ~ Elaga
Integrated Path: Home > match objects > submission item
Research Information System
My Workspaces & Conflict of Interest Submission History [ <]
Submissions in Process Completed Submissions.
nber | Details Review Process ‘ Date Received
000683 m COI Study Disclosure Form
@ I @ €01 Study Disclosure Form I ﬂ/ Process Administratively 08/19/2019 09:16:36 AM PDT

The page has two tabs: Submissions in Process and Completed Submissions. Click either tab to toggle between
them and view either completed submissions or those still in process. The interactive elements on the tabs of

© 2020 iMedRIS Data Corporation 5
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this page are the icons in the Track Location column, a link to view the form (Request Type column), and an icon
to access Details.

Click the icon in the Track Location column to open the Workflow — Submission Tracking page, where a location
tracking map and summary information for the selected form are displayed.

i Account: Administrator
b 2
RIS ,’é,},,eums i —— @rew & myeorie -
e Inforstian System Path: Home > match objects > submission item > submission history
My Workspaces = Conflict of Interest Workflow - Submission Tracking | <]

Print Friendly

Conflict of Interest
>

Pre-Review
-
Changes-Requested Modification-Requested

Post-Review

Task Action/Details Date Created Date Completed Total Time
Pre-Submission 08/21/2019 04:22 PMPDT | 08/21/2019 04:22 PM PDT 0 Day(s) 0 Hour(s) 0 Minute(s)
Conflict of Interest 08/21/2019 04:22 PM PDT 1 Day(s) 17 Hour(s) 4 Minute(s)

Specific information and page elements shown will vary according to the type of COI form under review, its
current processing status, and any customizations made in Review Board Administration settings. For example,
the Retract Submission button shown in the screenshot above will not be available for all forms at all stages of
match processing.

Click the plus signs at the far left to expand status details for each Task Status section. Alternatively, click any
step in the workflow process diagram at top to expand details specific to that step.

In the following screenshot, all available sections have been expanded by clicking the plus signs.

RIS » z Account: Administrator ]
. y edRIS Department: GH - 7543 - General Hospital @ Help 2 wmyprofile v C» Log out
Bamere Reforasion System Path: Home > match objects > submission item > submission history
My Workspaces = Conflict of Interest Workflow - Submission Tracking | <]

Print Friendly

Conflict of Interest
=

Pre-Review Post-Review
Crpomm )——
Changes-Requested Modification-Requested

Task Action/Details Date Created Date Completed Total Time
B pre-submission 08/21/2019 04:22 PM PDT | 08/21/2019 04:22 PMPDT | 0 Day(s) O Hour(s) 0 Minute(s)
Completed Administrator as Submitter review and apply signoff 08/21/2019 04:22 PM PDT | 08/21/2019 04:22 PM PDT ng Ho\g er\uote
=] Conflict of Interest 08/21/2019 04:22 PM PDT 1 Day(s) 17 Hour(s) 4 Minute(s)
Received Conflict of Interest received the submission 08/21/2019 04:22 PM PDT Day Hours Minutes

Where a View Signoff button is present, click it to load the Submission Routing Signoff page, which is used to
view and print signoff details. Click the Include in PDF Packet checkbox to select items, then click the Printable
Version button.

© 2020 iMedRIS Data Corporation 6
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E‘I’iR’s by 2 Account: Administrator
2 edRIS Department: GH - 7543 - General Hospital @ Help
h Information Path: Home > match objects > submission item > submission history > track submission

My Workspaces [ Conflict of Interest Submission Routing Signoff | 4 |

Submission Reference

Number: 000686

&

Printable
Version

.. . Include
Submission Form(s): in Submission Component Name - Version
PDF Packet

Submission Form(s)

O Annual COI Form - (Version 1.0)

ELECTRONIC SIGNATURE HAS BEEN APPLIED
by Administrator at 08/21/2019 04:22 PM PDT

Note that at least one checkbox must be selected in order to print. If multiple items are selected, the option to
re-order them in the PDF packet before printing is available.

Where a Retract Submission button is present, click it to retract the submission. A confirmation popup displays,
providing the option to either CONFIRM or CANCEL.

Submission Components

Back on the page where a selected form is open (in the example below, it’s an Annual COl Form), the second
menu tab is Submission Components. On this tab, details of forms and related documentation that comprise the
submission are presented.

iRIS v @y !
'dnls Account: Administrator - -
Integrated Path: Home > match objects @"E'F & My Profile G+ Log out
Research Information System
My Workspaces = Conflict of Interest Annual COI Form <
Miscellaneous

General Information Display Submission Components &

Submission Components

Submission History

Pre-review Screening

Indude in PDF Packet
Submission Complete Current Submission Components.
51 (AN Rounds)

Submission Form(s)

O nnual COT Form - (Version 1.0)

Click the Items in List View button at the right to toggle between Items in List View and Items in Folder View.
Folder View is only applicable where the submission includes grouped forms and/or documents.

To create a PDF packet, click the checkbox in the Include in PDF Packet column for items to be included, then
click the Create PDF Packet button at the right. If multiple items are selected, it will be possible to re-order them
before printing the PDF Packet.

View details of a specific item in the list by clicking the plus sign icon in the More Details column for that item. To
expand the details section for all items in the list, click the plus sign in the More Details column header.

© 2020 iMedRIS Data Corporation 7
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MiRIS v’ @ edRIS Account: Administrator @ren & myeronie - [Gisgon
Integrated Path: Home > match objects -

Research Information System

My Workspaces = Conflict of Interest Annual COI Form | <]

Miscellaneous

Print Friendly
P Display Submission Components &
Submission Components ﬂ
Submission History e e

List View Packet

Pre-review Screening

e Include in PDF Packet More Details
Submission Complete Current Submission Components
(All Rounds)

Submission Form(s)

O Annual COI Form - (Version 1.0) =]

‘ B submitted to workflow: 08/19/2019 ‘

8:28:18 AM PDT

Use the Print Friendly button to open a simplified list in a new window.

Submission History
Back on the Open Form page, click the Submission History tab to view submission history for the selected open
form.

The Status column shows an icon representative of the associated item’s current processing status. A green
checkmark indicates the associated item is complete. The circle of fading dots indicates the associated item is
still in process.

TiRIS " @y N

edRIS ccount: Administratol i
Integrated Path: Home > match objects @Help 2 yprofie e
Research Information System Profil -

My Workspaces = Conflict of Interest Annual COI Form [« ]

miscellaneous.

General Information

Submission Components

view |Date Received /

Correspendence Details  Date Complated
. - DBAS2019 05:23AM PDT i o

Submission History Committee BRCA received the submission
Pre-review Screaning ] J a0t e T A T Committee BRCA assigned a Pre-review action of Returned for Corrections

015 06:51
stipulation -

i W, 0232013 GB54AMPOT | Committee BRCA assignad o Pre-review action of Proceed with matched objects review
Submission Complets DBZVZ019 08:54 AM PDT
081972019 08:23 AM POT 1 Anton Pannette as Submitter review and apply signoff
& \/ P H PR S

The View Details column displays an icon for items that have associated forms or related documentation. Where
an icon is present, click it to view details of the form or associated documentation.

The Date Received / Date Completed column contains the date received for the item, followed by a forward
slash, followed by the date completed for the item. If processing for the item is not yet complete, only a date
received and forward slash are shown.

The Event Description column contains a brief description of the item.

Click the plus sign to the left of any item to view Submission Type and Reference Number for that item.

© 2020 iMedRIS Data Corporation 8
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WiRIS ' @; Account: Administrator
edRIS ccou ministrato T o
Integrated Path: Home > match abjects @rew & myprofile G Logout
Research Information System
My Workspaces & Conflict of Interest Annual COI Form o
Miscellaneous
000674 Committes BRCA
General Information
Sub History ©
Submission Components e ey
Date Received /
Correspondznce Date Completed
i . /162019 08 25 A0 POT
submission History =] : OB/12018 08 Z5 AN FOT / Commitioo BACA received the submission
Submission Type: Annwsl COL Form
Pre-reviaw Scraening Reference Number: 000674
Supalation ¢ R R e Committee BRCA assigned a Pre-review action of Retumed for Corrections
Submission Complate =] 4 0872372019 08 54 AW POT / Committes ARCA assianed a Pre-review action of Proceed with matched obiects review

Pre-review Screening
Back on the Open Form page, click the Pre-review Screening tab to enter the results of the screening.

RIS v @ Account: Admini
edRIS ccount: ministrator ® My Profile ~ -
Integrated Path: Home > match objects @ KD - v Protte Crleg o

Research Information System

My Workspaces = Conflict of Interest Annual COI Form 0

Miscellaneous

Save the Pre-Review Screening

General Information

SlsEIET € i Determine Review Process &

Carrespondence

Submission History O Not Determined

Pre-review Screening O Proceed with matched objects review
stipulation O Review Complete Close all matches
Submission Complete O Ppre-Review changes requested

(® Process Administratively

The title of the form, document or object appears in the page header, and its Ref Number appears in red at the
upper left of the page.

Status options are as follows:

Not Determined—keep the item in Pre-review Processing and make an entry to the file notating
that decision

Proceed with matched objects review—move the item to the Not Assigned tab of the Conflict
Matches home page, where its matched objects can be assigned for further review

Review Complete Close all matches—close all matches pertaining to this item and move the
item to the Completed Matched Objects tab of the Conflict Matches home screen

Pre-review changes requested—at least one change has been requested, processing cannot
continue until the request has been addressed

© 2020 iMedRIS Data Corporation 9
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Process Administratively—opens a special version of the Submission Complete page with a

Pre-Review Outcome field; see the Submission Complete section of this manual for more
information

Stipulation

Back on the Open Form page, the next tab is Stipulation. There are three ways to add stipulations: Add Multiple,
Add New and Add Pre-defined.

General Information

Print Friendly Add Muttiple I Add New I Add Pre-defined
b
‘Submission Components
Submission History

Pre-review Screening

"um':z' Stipulation Type

Stipulal

Stipulation Category n‘:.

Submission Complete

Add New Stipulation

Click the Add New button to manually enter a stipulation line item.

The Review Management Strategies page opens. Type or paste in desired text for the stipulation in the provided
rich text editor.

My Workspaces [

Conflict of Interest Review Management Strategies | <]
Strategy Information:

* Strategy Content
*Strategy Type:

‘Save the Strategy
s B I Uu § x » Font Family - 12 - & v I+ =~ E~ =E+ = E % @
Q -
*“Strategy Category: =

Select a Strategy Type and Strategy Category at left, then click the Save the Strategy button to add the strategy
to the stipulations list.

There are three Management Strategy Types:

Strategy must be addressed— the covered person must follow the strategy and respond to the
COl office with an acknowledgement

Comments that must be addressed— when this type is selected from the drop down list the
page refreshes, adding a field to specify a follow-up due date; the Covered Person must
respond to the item before the specified date, outside of the main management plan

© 2020 iMedRIS Data Corporation
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follow-up due date (this is assigned when the management plan is sent to the Covered
Person, which is covered later in this manual)

*Strategy Type:
Commentz that mu=t be addrezszed

*Follow-Up Due

TWO22013 ~r

Comments— adds recommendations for the Covered Person; the comments are merged into
the Management Plan and require acknowledgement from the Covered Person

Strategy Category — configurable list set up under Review Board Administration; the institution
can use this list to categorize strategies as desired

Associate Component(s)

If there are submission components available for the matched object (e.g., COI Study Disclosure Form), an Add

Component(s) link is available at the lower left of the text editor page where stipulations are added (red arrow in
the screenshot below).

Submission components are associated where possible in order to provide reviewers with a link to the item
referenced by a stipulation, to streamline the review process.

My Workspaces & Conflict of Interest Review Management Strategies 0
Strategy Information: * Strategy Content

R o B I U § x, x* Verdana -1 - 4

1~ 9~ =~ =~ = -

Tl
&
3}

Strategy must be addressed

Q -4
*Strategy Category: = E

All FCC disclosures must be included with the submission
No submission components have been associated yet
Please click on the green add button to associate your
Stipulation(s)
Add Compenent(s)

Click the Add Component(s) link to associate the applicable component with the stipulation. This opens the
Associate Submission Component(s) to your Stipulation page.
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Associate Submission Component(s) to your Stipulation ﬂ

) associats Component Remaval - 1. ption willinstruct Researchers that selected component(s) should be removed from future rounds of the submission.

Associate New Component - Th\s optmn will display the submission components that satisfy a data value that allows attaching of Consent form, Study document, SubForm,

Associate Existing Component - This option will display the existing components that are tied to the submission packet for stipulation association. If the component is a form select
the Section and Question that the change is required.

‘Associate Existing Component
Detach |Mod. Request Component Type Component Name Version
No Component Modification(s) have been linked

Buttons shown on this page vary according to the matched object under review, its available components and
stage of processing.

In the screenshot below, the Associate Existing Component button has been clicked. The Associate Submission
Component(s) to your Stipulation page opens, listing components available for association.

Associate Submission Component(s) to your Stipulation ﬂ

6 Existing - Associate an existing component from the submission components for stipulation association. If the component is a form select the Section and Question that the change is
required.

[ Return to List ] [ Add Link to Selection ]

--_ Component flame _

Submission Form COI Study Disclosure Form Version 1.0
(Optional) Section: [ Outside Financial or Associational Interests |
(Optionzl) Question: |Doyou or a Related Person have a Financial (e.g., v|

Click to select the radio button for the item to be associated with the applicable stipulation (red arrow in
screenshot above).

Depending on the type of item, one or more drop down lists may appear for specification of a location in the
associated submission component (blue arrow in screenshot above). Making a selection in these drop downs,
where available, opens the item to the specific section and/or question associated with the stipulation when the
reviewer clicks the component link provided with the stipulation.

Click the Return to List button to close the form without saving changes.

Click the Add Link to Selection button to associate the selected submission component. The dialog box updates
with details of the component associated with the stipulation.
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Associate Submission Component(s) to your Stipulation ﬂ

e Assaciate Component Removal - This option will instruct Researchers that selected compeonent(s) should be removed from future rounds of the submission.

Associate New Component - This option will display the submission components that satisfy a data value that allows attaching of Consent form, Study document, SubForm,
etc..

Associate Existing Component - This option will display the existing components that are tied to the submission packet for stipulation association. If the component is a form select
the Section and Question that the change is reguired.

Associate Existing Component ]

Detach (Mod. Request Component Type

Component Name

S
o Modify Existing Submission Form COI Study Disclosure Form

Version 1.0
Artachment

stipulation Section: Outside Financial or Associational Interests

placed 2t Question: Do you or a Related Person have a Financial (e.g., stock, compensated position) or Associational (e.g., uncompensated po ...

Click the Done button to confirm the association and return to the Review Management Strategies text editor,
where the stipulation remains in draft form.

My Workspaces & Conflict of Interest Review Management Strategies | <}

Save the Strategy
Strategy Information: * Strategy Content

*Strategy Type:
Sirategy must be addressed
*Strategy Category: = 2] E 2

© Request to Modify Existing Attachment

< B I U & x x Verdana > 11 v 4 1 g = =

i
4
fii
|
1
&
]

All FCC disclosures must be included with the submission.

COI Study Disclosure Form version 1.0
Submission Form

Section: Outside Financial or Associational
Interests

Do you or a Related Person have a
Financial (e.g., stock, compensated position) or
Associational (e.g., uncompensated position)
Interest in any Third Party (e.g., Sponsor, Reference
lab, CRP, etc.) involved in the Study?

The left sidebar of the page updates to include details of the associated submission component. Click the red
Delete icon in that section to remove the associated component.

Click the Save the Strategy button to save the stipulation.

The Stipulation tab updates with the added stipulation.

[ Print Friendly ] [ Add Multiple } [ ‘Add New ] [ Add Pre-defined } [ Save Stipulation ]

General Information

Stipulations to be sent for Response W/

Submission Components

Submission History

- |Sorti " - - - Foll " " Link T
Number Stipulation Type Stipulation Category | (2 ®"™"P |stipulation —_— r:lpu“:M
Pre-review Screening
0 5 - Strategy must be Reconciliation - NA Administrator
Stipulation 3] addressed Stocks & Bonds All FCC disclosures must be included with the (08/30/2019)
— submission.
Submission Complete

Administrator
(08/30/2013)
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Add Multiple Stipulations
Click the Add Multiple button in the Stipulation tab to add multiple stipulations at once.

[TiRIS " @ Account: Administrat
edRIS ccount: Administrater @H 1 ® My profile -
Integrated Path: Home > match objects > match review SR & Glog
Research Information System
My Workspaces = Conflict of Interest Review Management Strategies n
I Save the Management Strategies I
Management Strategies Type: By Posting from MS Word a number formated list of Management Strategies IRIS will
B convert the list into multiple management strategy records.
Management Strategies Category: | =content
—-none-- v

4 <=

Copy stipulations that have been formatted as a numbered list in a Word document, then paste the copied,

numbered list into the text editor box. Select a Management Strategies Type and Management Strategies
Category at left, then click the Save the Management Strategies button to add the pasted list of strategies to the
list of stipulations on the Stipulations tab.

Add Pre-defined Stipulations
If certain stipulations are commonly applied, they can be saved to the Pre-defined Strategies list under Review
Board Administration > List Maintenance Setup > Predefined Strategies.

Note that this single Strategies list is used for both stipulations and management strategies.

Click the Add Pre-defined button in the Stipulation tab to open a panel listing all available predefined strategies.
Select one or more strategies, then click the Save Selected Strategies button.

™iRIS o @ Account: Administrat
edRIS ccount: Administrator r o m
Integrated Path: Home > match objects = match review @ =P - L

Research Information System

My Workspaces & Conflict of Interest Review Management Strategies

Save Selected Strategies

List of approved canned Management Strategies

4 result(s) found...

Category Management Strategies.

O This activity must be conducted on your personal time.
Any increases to your outside time commitment or compensation for this activity must be disclosed in iRIS within 30 days of the increase.

This approval is conditioned on the Office of General Counsel approving the written agreement you execute with the company for this engagement, if this
has not already been done

You may not share any University proprietary information, only general, published knowledge in the public domain.

o o g

The stipulation(s) is/are added as a “Strategy must be addressed” type.

All stipulations added, regardless of the method used to add them, appear in the Stipulations to be sent for
Response table in the Stipulation tab.
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Print Friendly ] [ Add Multiple ] [ Add New ] l Add Pre-defined ] l Save Stipulation

General Information
Stipulations to be sent for Response &

Submission Components

Submission History

Sorting |, i
““mh:r Stipulation Type Stipulation Category [® ¢

i
0 Strategy must be Reconciliation - N/A Administrator

addressed Stocks & Bonds All FCC disclosures must be included with the (08/30/2019) &
submission.

Submission Complete (o0 2015,

Pre-review Screening

Stipulation

Click the Delete icon next to the applicable stipulation to delete that item.
Click the icon in the Edit column next to the applicable stipulation item to open it for modifications.

Stipulations are displayed in the order added. To reorder them, change the numbering in the Sorting Number
column. Change the numbers to re-order the stipulations as desired, then click the Save Stipulation button.
Numbering starts at one (1) and continues in descending order (e.g., 2, 3, 4, etc.).

Submission Complete
Back on the Open Form page, click the Submission Complete link to set status to complete for the item currently
under review.

The Ref Number for the form, document or object under review is shown in red at the upper left. The top
section title reflects the most recent status update on the item. In the example shown below, the title is
Returned for Correction. This section contains the following fields:

Review Process—reflects the most recent status of the item

Additional Information required—displays “Yes” if more information is required, “No” if no
additional information is required

Submission processing complete—select this box to set processing status to ‘complete’ for the
form, document or other object identified by the Ref Number
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RIS v" @5 Account: Administrat
edRIS ccount: ministrator Hel ® My profile v
Integrated Path: Home > match objects @ = - v DTS

Research Information System

My Workspaces = Conflict of Interest Annual COI Form | < |

Miscellaneous

Save the Submission Complete

General Information
Returned for Correction &

Submission Components

Returned for
Corrections

Submission History Additional information required: No

Correspondence Review Process:

Submission processing

Pre-review Screening complete:

Stipulation

Submission Complete Display Submission compeonents status &

Items in Create PDF
List View Packet

Include in PDF Packet

Submission Form(s)

More Details
Current Submission Components

(Al Rounds)

] Annual COI Form - (Version 1.0)

When the Submission processing complete box is checked a message displays, reminding the user to click the
Save the Submission Complete button and describing what will happen to the object next as a result of being
marked complete.

Submission processing Click Complete the Submission and the correction Form
complete: will be sent back to the covered person for changes.

Use the Display Submission components status section in the lower half of the form to view, comment on, or
package listed items into a PDF.

If there are any grouped items in the list, click the Items in List View button to toggle between List and Folder
view.

Click the checkbox next to items to be included in the PDF packet, then click the Create PDF Packet button to
generate a PDF Packet of the selected items. Note that if multiple items are selected, there will be an
opportunity to re-order them in the PDF Packet.

Click on the name of an item in the Current Submission Components (All Rounds) column to open it for review
as read-only. Depending on the item, it may be possible to add comments. After an item is viewed the
Submission Complete page updates with the addition of visual and text cues demonstrating the item has been
viewed, as well as a Clear Viewed Item(s) button:
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“iRIS hy’é‘ih A : Admini
edRIS ccount: ministrator ® My Profile ~ -
Integrated Path: Home > match objects ®He|p oy ELLICH
Research Information System

My Workspaces = Conflict of Interest Annual COI Form {4}

Miscellaneous

‘Save the Submission Complete

General Information

Returned for Correction &
Submission Components

Returned for

Correspondence Review Process: Corrections
Submission History Additional information required: No
7 q Submission processing
Pre-review Screening complete: D
Stipulation
Submission Complete Display Submission components status &
— ¢l E]
- o
Ttems in Clear Viewed Create PDF
List View Ttem(s) Packet

Include in PDF Packet More Details
Current Submission Components

(Al Rounds)

Submission Form(s)

[] Annual COI Form - (Version 1.0) - You already viewed this item

In cases where numerous items are listed here, the table makes it easy to see at a glance which items have been
viewed, and which have not. Click the Clear Viewed Item(s) button to clear the green highlight bar(s) and You
already viewed this item message(s).

Click the More Details plus sign to the right of an item name to view its submission details.

If there are any grouped items in the list, click the Items in List View button to toggle between List and Folder
view.

It is also possible to generate outcome letters during the Pre-review screening process of a COl submission form.

My Workspaces = cor DAnnual COI Form Kl Back
Miscellaneous
General Information Response Letter @
Submission Components.

Select a Letter Template: | —-none-- v

Submission History -
Pre-review Screening CrestclRe Zellzizr
Outcome Letter
Submission Complete

; : sar 2
Y| = RS Mo |Waiing o besent =]

As shown above, once a review process has been selected, the user is presented with the Outcome Letter tab
allowing them to send a response letter to the covered person and add additional recipients as needed. The
templates available are configured in the same area as the outcome letter while processing conflict matches.
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Group Matches During COI Prereview (Optional)
A Group COI Match Objects property is available to enable grouping of COlI Match Objects during submission Pre

Review.
Property Name — rb.use_group_matchobjects_prereview
Property Pathway — [COI Assistant > Review Board Administration > Board Configuration
Options > Submission Review Properties]
Default Setting — “No”
My Workspaces cot Setup Board Properties [¥]Back
o e

Property Name Property Value
« Board Setup
PRPS L .
. o . - rb.override_component_lock Yes @ No
. I Submission Review Properties I

rb.send_expiring_study_notification_to_PI_contact Yes @ No
« Meeting Settings rb.use_agenda_state ®ves O No
« Security -
P rb.use_autocal_expiration O
« Multi-site Setup = S RSN
« Recommendations and Stipulations rb.use_coord_view_all_comments ®Yes (No
Study Board Properties tb.use_expiration_calculation_restriction Yes ® No

Submission Prereview

. Letter rb.use_expiration_calculation_restriction_initial_review_onl Voo ®
« COI Process Match Object rb.use_group_matchobjects_prereview Yes ® No

« Submissions -

« Notification rb.use_meeting_vote_summary ® Yes No

« Fee tracking rb.use_meetings ®ves (O No

« Internal Routing

rb.use_member_checklist ®ves Ono

When this property is set to “No” the system functions as before and no option to group COl match objects is
provided to users.

When this property is set to “Yes” and COl matched objects are identified during submission processing, the
users now have the option to group matched objects during “Proceed with matched objects review” processing.

A Group Match Objects checkbox populates on the Submission Complete tab when the Submission processing
complete checkbox is selected, as shown in the screenshot below.

My Workspaces B COI Simple COT KN Back

‘Save the Submission Complets

Complete th nd the the Hatched Objects associated with this form wil appear in the Not Assianed

simple COI - (Version 104.0) 8

When the Group Match Objects checkbox is selected a Create Group button and Add to Group button populate,
as shown below. These are the same buttons as those used during review of Conflict Matched Objects, and they
function in the same way.
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My Workspaces & cot Simple COI Kl Back

Save the Submission Complete

Clicking the Create Group button opens the Create Matched Object Group popup dialog for creation of the new
group, as shown below.

Create Matched Object Group X

Group Name:

(T

Clicking the Add to Group button opens the Add Object(s) to Group popup dialog for selection of the desired
group, as shown below.

Add Object(s) to Group X
Select Group: | --none-- v |
--none--
Pfizer Financials

When the user confirms a group selection in the popup dialog (button is obscured by the drop down list in
screenshot above), the applicable matched object is assigned to the selected group.

Not Assigned

Any new match that is unprocessed populates within this tab. There can be multiple conflict matches within each
Annual COIl form submitted to the Conflict of Interest submission queue. Each match is broken out into its own
separate entry within the queue, as opposed to being contained within a single form.
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My Workspaces = cor Conflict Matched Objects Kl Back

=3

Close Search

Create Group ] [ 'Add to Group ] [ Remove from Group

Not Assigned Objects  Assigned Objects  Pending Objects  Completed Objects  Forms with Pending Objects  Forms Completed  Agendas

1-10 P

Reported Interest Ty

1286 result(s) found

Matched
Object Proposal Number RB Number Form Name. Project Status ‘overed Person's Name
Number

008640  B.S.-10/30/2020-
- cor

By default, the Not Assigned tab loads with a search form at the top. Use the fields in this form to filter the list of
records by Form Name, Match Object Number, Group Name, Covered Person Name, Reported Interest Type,
Reported Interest Third Party, Department Name, Keyword Search, Reported Role, Reporting Action, Date
Submitted range, Reference Number, Assigned Reviewer or Assigned Analyst.

Click the Close Search link at the upper left to close the search form.

Notice that in the screenshot above, the columns under the blue header labeled Interest 1 are truncated at the
right. This is because there are more data elements to display than will fit in a single page. Use the scrollbars at
the right and bottom of the form to view the rest of the Interest 1 column and the Interest 2 column (not shown

in screenshot).

The columns in the Not Assigned tab are as follows.

HE —select the checkbox to add matches to a group; see the Grouping Matches section of this
manual for more information about grouping matches

Open—click this icon to open a match for processing

Matched Object Number—unique reference number assigned by the iRIS™ system, used to
identify the individual match or match group; note that this is not the same reference
number used with submission forms in iRIS™,

Group Name—after matches are added to a group, the name of the group displays in this

column
Proposal Number — proposal number, where applicable

RB Number — RB number, where applicable
Interest 1

Show Form—where available, click this icon to view the form (Annual COI or the Study COI form
) where the conflict match was identified; where a Print icon populates next to the Show
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Form icon, click it to view a print-friendly version of the information provided in the List of
Match Object(s) for Review section
Form Name — name of the form on which the match is reported
Covered Person’s Name—name of the person who has indicated a conflict match

Reported Interest Type—type of interest, as noted within the form (e.g., Financial Interest,
Financial Commitment, Gifts from a Biomedical Company, etc.)

Reported Interest Third Party—name of the indicated third party interest (the Sponsor with
which the user indicated an interest)

Reported Role—role indicated by the Covered Person for this conflict match

Reporting Action—where the match originated (e.g., Annual COI Individual Annual Reporting
Form, Study COl)

Date Submitted—date the conflict form was submitted into the workflow

Ref Number—reference number of the COIl form

Interest 2
This area only populates with information if the Covered Person has a conflict with a certain sponsor, and has a
role on a study with that same sponsor. Information about that study populates in the Interest 2 area.

Show Form—where available, click this icon to view the form where the conflict match has been
identified to open the Annual COI or the Study COI form submitted; there may also be a
Print icon next to the Show Form icon, if so, click it to view a print-friendly version of the
information provided in the List of Match Object(s) for Review section

Form Name — name of the form on which the match is reported
Covered Person’s Name—name of the person who has indicated a conflict match

Reported Interest Type—type of interest, as noted within the form (e.g., Financial Interest,
Financial Commitment, Gifts from a Biomedical Company, etc.)

Reported Interest Third Party—name of the indicated third party interest (the Sponsor with
which the user indicated an interest)

Reported Role—role indicated by the Covered Person for this conflict match

Reporting Action—where the match originated (e.g., Annual COI Individual Annual Reporting
Form, Study COI)

Date Submitted—date the conflict form was submitted into the workflow
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Ref Number—reference number of the COI form

Proposal Number—proposal number of the corresponding research study
Project Status— status of the corresponding project

Protocol Number—protocol number of the corresponding research study

Study Status—status of the corresponding research study (e.g., Draft, Pending — Submitted for
Initial Review, Approved, etc.)

Reporting Action PI—Principal Investigator of the corresponding research study
All SSF Comp?—flag to indicate when all Study Specific Forms are complete

All PSF Comp?—flag to indicate when all Project Specific Forms are complete

My Workspaces B CoI Conflict Matched Objects o

Close Search k4
Match Object Number: | ] Reparted Role: [--none— V] By 10
Group Name: | ] Reporting Action: [--none-—- v] By 25
Covered Person Name: | ] Date Submtted: | | ] - [ | Reset By 50
Reportad Intarast Typa: |-—-none r: »  Find Y
° Options By 100
Reported Interest Third Party: | |
Department Name: | ] ﬁ Find ... 57 218
Proposal Number: | ] By 250
Project Status: Al V| By 500
Keyword Search: |

Create Group ] [ Add to Group ] [ Remove from Group ]

Submission Prereview Not Assigned Assigned Completed Matched Objects Completed Forms Agendas

830 result(s) found... 4 201-400 P

If the quantity of matches shown is large, a small gear icon appears at the upper right hand of the screen, as
shown in the screenshot above. Click the icon to set the number of records to display per screen.

Grouping Matches

Conflict matches that populate in the Conflict of Interest submission queue can be grouped together to be
processed as a group on Not Assigned tab, instead of individually. This can be done for any conflict match, but is
typically used to group matches for the same Covered Person.

Create Group
To create a Group for future use without adding any matches to it, ensure none of the checkboxes at the far left

of the match list are selected and click the Create Group button.
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™iRIS "Y,éi}llednls Account: Administrator

Integrated Path: Home
Research Information System

@Help 2 myprofile v

My Workspaces =

Conflict of Interest Conflict Matched Objects | <]

Close Search *

Find.
v options.

Match Object Number: [ | Reported Role:
Reporting Action

B T P — _|

Group Name: | ]

Covered Person Name: | |

Reported Interest Type: Reference Number: [
Reported Interest Third Party: | | Assigned Reviewer: [ j ﬁ Find o
Name: [ | Assigned Analyst: | ]
Keyword Search: | |

Create Gy Addto G Remove from G
Submission Prereview  Not Assigned  Assigned  Completed Matched Objects  Completed Forms  Agendas AR Dy BTN E)

88 result(s) found...

Matched
R e S S —— &

000326 @ Ng, Kevin S Financial Interest 3-M Pharmaceuticals ~ Not a Board Member Individual Annual Reporting Form ﬁ/;g/iga

Of ) ooos27 @ Yung, Cho P, M.. Financial Interest 3-M Pharmaceuticals KDM - Not  Board Member Indvidual Annual Reporting Form  $2/36/201¢

[m] \|  ooo3zs @ Yung, Cho P, M.D. Financial Interest Bristol-Myers Squibb KDM - Not a Board Member Individual Annual Reporting Form ﬁ/;g{iglj

Of | ooz @ Simpson, Caroline M, PhD Financial Interest AstraZeneca KDM - Not  Board Member Individual Annual Reporting Form 3230/ 20%%
-

The Create Matched Object Group dialog opens. Enter the desired Group Name and click the OK button to save
the Group.

Create Matched Object Group ﬂ

Group Name:

e

To create a Group and simultaneously add records to it, click the checkboxes next to the records to be added to
the Group and click the Create Group button. The Create Matched Object Group dialog opens.

After a Group Name is entered and the OK button is clicked to confirm, the selected items are added to the
newly created Group and the Not Assigned tab display updates to reflect the new grouping.

In the example that follows the first two records in the list were selected and the Create Group button was
clicked. In the Create Matched Object Group dialog the Group Name “PRE-19-0089 Awarded” was entered and
the OK button was clicked.
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RIS w’@,.)w,
dRIS Account: Administrator -
Integrated Path; Home @ren 2 myprome Crlogout
[ty P
My Workspaces ®  Confiict of Interest JCLUET RS EL D B o

%

Close Search

L Reported Role:
wrovprames [ | xeporting Actiom:
coversdpersonwame: [ | vaeswmunes: | |[@H - [ | =8l @ T
] B —— i
Reported Interest ThirdParty: || i i I ﬁ Find o
e o |
Kewordsearch: |

Create Group | | Addto Graup | | Remove from Group

Submission Prereview  NotAssigned  Assigned  Completed Matched Objects  Completed Forms  Agendas

94 result(s) found

Reported Interest Type Reported Interest Third Party

woss | Plans
O 4 ooo3s @ Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form | 9%/16/201¢
O )| oooass @ Administrator Finandial Interest 3M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form. 53725204
O % oo & wemnsrmor [ p— > pharmacauncals [EE—— vl Al Reporting rarm 031160201

The Matched Object Number for the first item added to the Group is now the Matched Object Number for the
entire Group. Click the yellow folder icon to view the matches within a Group. The items within the Group can

now be processed together.

All Groups created via the Create Matched Object Group dialog are added to the Groups list (see Add to Group,
next section).

Add to Group
After a Group is created, other matches can be added to it.

wiRIS bv(@e}aeums Account: Administrator @ue & myprofite ~

Integrated Path: Home

Research Information System
Close Search *
Match Object Number: | | Reported Role: [--none-- ~]
Group Name: | | Reporting Action: [--none-- M e
Covered Person Name: | ] Datesubmitted: || S ¥ F?_:d
Reported Interest Type: [-—none— ~]  Reference Number: | ] Options
Reported Interest Third Party: | | Assigned Reviewer: [ ] ﬁ Find ... |
Department Name: | | Assigned Analyst: | |
Keyword Search: | |

Create Group Remove from Group

Add to Group

Agendas

Assigned Completed Matched Objects Completed Forms

Submission Prereview Not Assigned

94 result(s) found..

Matched
Object Group Name Covered Person's Name Reported Interest Type Reported Interest Third Party Reported Role [Reporting Action =R
Number Sl

PRE-19-0089
EED Awarded
05/16/201¢
000334 Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 1112840 A
05/16/201¢
000335 Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 11:2840 A
05/16/201¢
(] || 000337 Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 1112840 A

Select the checkboxes for records to be added to a Group and click the Add to Group button.
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The Add Object(s) to Group dialog displays. Click to select an item in the Select Group drop down list and click
the OK button to add the selected matched objects to that Group.

Add Object(s) to Group

Select Group: [T ]

1Q2021 Funded
38-92A Pending
PRE-19-0089 Awarded

Back on the Not Assigned tab the selected items longer display as individual line items, but are included in the
assigned Group.

Note that match items can only be part of one Group at a time. To change the Group assignment for a given item,
it must first be removed from its current Group and then added to the desired Group (see next section, Remove
from Group).

Remove from Group

If an item was added to a Group by mistake or needs to be moved to a different Group, it is possible to remove
the item from its current Group. Once removed, the item can be added to a different Group if desired. Start by
clicking to open the yellow folder for the Group, to view all matches within the Group.

Account: Administrator

ViRIS v’ Bdedris

s ath: Home @new & myerotic -~ [Glogon
Research Information System )

My Workspaces B Conflict of Interest [T BT R RN LR o
Close Search g

Match Object Number:
Group Name:

Covered Person Name:

Reported Interast Third Party:

Department Name:

Reported Role: [Znone—
Reperting Action:

]
]
] Date submitted: |
]
]

|

csigned Anatysts [

92 resuit(s) found.

000455

Hatched
m E feperiednterset Thie Party mm@ -
| S|

PRE-19-0085
Avarded

o @] womnsreer Financia Interest 5 Pharmaceticals KOM - ot 2 Board Hember ndividusl Annusl Reporting Form O3/A52018 000z WA Genera Hospital
os/israois
= ] somnsnr Financl nterest 4 Pharmaceutias KO - ot = Soerd Member tndicus Annusl Reporting Form | 9S/18/2018.00gag WA General Hossital

Create Group | [ Add to Group I 'Remove from Group I

NotAssigned  Assigned  Completed Matched Objects  Completed Forms

@ T .
@] wemnsretor "

inancial Interest

inancial Interest

3-M Pharmaceuticals.

3-M Pharmaceuticals.

oard Member

oard Member

ual Annual Reporting Form

ual Annual Reporting Form

05/16/2018
11:28:40 AM PDT

05/16/2019
11:28:40 AM PDT

000638

000635

@ University of Toledo

ey
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Select the applicable checkboxes in the far left column for the record(s) to remove, then click the Remove from
Group button.

A confirmation dialog displays. Click Confirm to remove the item from the group.

Are you sure you want to remove the selected match

object(s) from the group?

CONFIRM CANCEL

The matched objects removed from the Group now display as individual line items on the Not Assigned tab. To
confirm the item(s) have been removed, click on the applicable Folder icon to open it and verify the removal.

Click Cancel in the confirmation dialog to return to the Not Assigned tab without making any changes.

Correspondence

Depending on their stage of processing, matched objects opened from within the Not Assigned, Assigned or
Completed Matched Objects tab of Match Processing may include a Correspondence link in the menu at the left
side of the screen.

The Correspondence tab provides access to view, add, reply to, or forward correspondence items attached to the
open form or object.

WiRIS v @; Account: Ad
edRIS ccount: Administrator PN o — -
Integrated Path: Home > match objects @"e"’ a My Pprofile
Research Information System
My Workspaces = Conflict of Interest Annual COI Form <]
Miscellaneous
I Add a New Gorrespondence I

Corr o

0 result(s) found.

Add a New Correspondence

Click the Add a New Correspondence button at the upper right (shown in screenshot above) to open the
Submission Correspondence form (shown in screenshot below). This form is used to process correspondence
attached to the selected, open form.
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iRIS v ini
Y MiMedRIS Account: Administrator . )
pubunty e e e @ & wypromie
Research Information System
My Workspaces = Conflict of Interest Submission Correspondence | <}
“send Email - Template: —home— v Import template
* Redpient(s): N N SR
Additional Recipient(s): o B I U & x x Fant Family 12 4 1 q- E~ = = E=E E % @ a = a
Reply To(s):
additional Reply To(s):
Attachments

No Attachmerits have been added to this message

This page includes the following elements:

Send Email— select this checkbox to send the email when it is saved, de-select this checkbox to
save the correspondence for archive purposes without emailing it; selected by default

Subject—subject line of the email message

Recipient(s) / Reply To(s) — click these links to open a list containing the names of everyone
assigned by the system as eligible to receive Correspondence related to the selected, open
form (see screenshot below)

. i -
EﬁR’S b y Account: Administrator )
" 4 edRIS Department: GH - 7543 - General Hospital @ Help a My Profile « (> Log out
ce

b d

Research Information System Path: Home > match objects > ission item > corresp

My Workspaces Conflict of Interest Correspondence contact

Save Changes

Harper, Jill M, M.D., PhD

Covered Person
Conflict of Interest Committee BRCA

Board Member Sundeep, Ramesh S
Hernandez, Consuelo P, M.D.
Weeks, Michael J, M.D., PhD

Xuan, Pham D

oo oo o0& ol

When adding a recipient or reply-to, select the checkbox(es) next to the name(s) to be
added to distribution for the message, then click the Save Changes button to return to the
Submission Correspondence page.

Additional Recipient(s) / Additional Reply To(s)— to add more email recipients or reply
recipients, click on either of these links to open the Correspondence Additional Contacts
form (shown below)
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. ) :
M’RIS b 2 Account: Administrator
1 Y edRIS Department: GH - 7543 - General Hospital @ Help a My Profile ~ & Log out
a Path: Home > match objects > ission item > P

Research Information System :
My Workspaces = Conflict of Interest Correspondence Additional Contacts [ <]

I Add A New Contact I Save And Return
e T

No Additional Recipients have been added.

Click the Add A New Contact button to add a name and email address to the list. The form
populates an editable Name and E-mail Address field, and a Remove Selected Contacts
button is added to the form. Add as many additional recipients as desired.

In the example shown below, Add A New Contact was clicked to populate the Name and
E-Mail Address fields in the first row. After the desired text was entered in each field, the
Add New Contact button was clicked again to add another row, where another Name and

E-Mail Address can be entered.

. -
EﬁRIS b : Account: Administrator -
y edRIS Department: GH - 7543 - General Hospital @ Help 2  my Profile ~ ( Log out

Integrated
Path: Home > match objects > ission item > P

Research Information System
My Workspaces = Conflict of Interest Correspondence Additional Contacts | < |

I Add A New Contact I I Remove Selected Contacts I I Save And Return I
IEIES s

O |Dr Carroll Gray, M.D. cmgray@gsu edu

O |l I [ |

After all desired names and email addresses are added, click the Save and Return button.
The names saved here are available for selection as Additional Recipient(s) or Reply To(s) as

long as they remain in the list.

If any names are added to the Additional Contacts list in error, click the checkbox(es) next to
the name(s) to be removed (area indicated by a yellow box in the screenshot above) and

click the Remove Selected Contacts button.

ViRIS w’@,}ﬂ
edRIS Account: Administrator . -
angraend ot (o TS e @rep 2wy orome
e e
My Workspaces & Conflict of Interest Submission Correspondence | <}
I Save & Send Comespandence I
I Template: || Import template I
==
— Cconeent

ErErE E % @ o # &

e /B 1 U S x @ Fomfamy v 12 v & [+ @+ E-
. Careol Grsy 0.0 Crervaczea, Aqriew
eply To(e):

Radiiona Repy To(s):

tachments
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Attachment—click this button to add attachments to the email message

Template—if the system has pre-configured email correspondence templates set up, select the
desired email template from the Template drop down list; those with the necessary access
rights can also use the Import template button to import new, pre-formatted message
templates

Content—rich text editor used to compose the email message; use the icons on the toolbar at
the top of the Content area to apply formatting, insert images or links, insert special
characters, or print the message

Save & Send Correspondence—click this button to save a copy of the message to the file and
where applicable, send a copy to everyone included in the Recipient(s) and Additional
Recipient(s) lists; names specified as Reply To(s) or Additional Reply To(s) are included in
the list of people who will receive replies to the message

Managing Correspondence
After one or more correspondence items have been created, they are managed on the Correspondence tab.

MiRIi:Y/bi}vlledes

Integr

Account: Administrator "
(=] 2 My Profile ~
Path: Home > match objects () elp - My -l: og oul
Research Information System

My Workspaces = Conflict of Interest Annual COI Form | <}

Miscellaneous

1 Corre o

3 result(s) found.

#) Post a Reply to this Topic / Forward this Topic

@ Administrator IPosted: 08/23/2019 03:31 PM PDT I

3M Stock Purchases

#)  Post a Reply to this Topic / Forward this Topic

Administrator Posted: Delivery in Progress

AstraZeneca Disclosure

#)  Post a Reply to this Topic / Forward this Topic

Posted: 08/02/2019 10:08 AM PDT

Annual COI Form Question

To open a correspondence item to view it, reply to it or forward it, click on any of the items highlighted by orange
boxes in the screenshot above: Forward Email icon (envelope with green arrow), Open icon (notepad with
pencil), Post a Reply to this Topic link, or Forward this Topic link.

If the logged in user is the author of an email listed here, AND that email is either still in draft form or has been
delivered by the mail system, a Delete icon is available for that email (highlighted by green boxes in the
screenshot above).

A Delete icon is provided next to the first email in the list (highlighted with green boxes in the screenshot above)
because “Administrator” is the logged-in user (highlighted with a blue box in the screenshot), AND
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“Administrator” is the author the first email (green box), AND that email has been delivered (see Posted details,
second green box).

There is no Delete icon next to the second email authored by “Administrator” (highlighted by a yellow box in the
screenshot), because that email has not yet been delivered to all recipients (see Posted details, second yellow
box).

There is no Delete icon next to the third email because while Posted details show that the email was delivered,
the email author is someone other than “Administrator” (highlighted by red boxes in the prior screenshot).

Note that while deleting an item here removes it from the list, a permanent record of any correspondence that
has been sent from within the system will be retained with the associated form or document (item opened from
the main Conflict Matches page).

Assigned

After a process is assigned to a Conflict Match, the record moves from the Not Assigned tab to the Assigned tab
and can be accessed from this tab until Conflict Match processing is completed.

MiRIS P .
! by edRIS :::u::':dm\mstratur @nep & Hyprotie -
Resaarch Inforvtion Systam

My Workspaces & Conflict of Interest Conflict Matched Objects [ <}
h

3

Res:
s Fin
opt

ﬁ Find ...

H

Submission Prereview  Not Assigned Completed Matched Objects  Completed Forms

] | ooos @ i, Chi €, PhD Financal [nterest 3M Pharmaceuticals KDM - Not a Board Member Indrvdual Annual Reporting Form

O 000314 @ Adams, Charles M, M.D., PhD Financial Interest Pizer KDM = Not 3 Board Member ndvidusl Annual Reporting Form

This page contains the same columns, information, and interactive page elements as the Not Assigned tab, with
the exception of the Grouping buttons. On this page the Grouping buttons have been removed and a Print
Friendly button appears in the same page location. Click it to view a print friendly version of the matched objects
list.

See the Not Assigned section of this manual for more information about page elements and functionality.

Completed Matched Objects

Matches for which processing is complete are listed in the Completed Matched Objects tab. This tab contains
the same columns, information, and interactive page elements as the Assigned tab, with one exception: the
search panel includes a Review Process (e.g., Expedited, Processed Administratively, etc.) search option.
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My Workspaces © cot Conflict Matched Objects KliBack

Close Search
Form Name: Reported Ral:

Reference Number: Reset

Y Options
ﬁ Find ...

Submissions Completed: - =
|

Keyword Search:

Print Friendly

1-10 P

Pending Objects  Completed Objects  Forms with Pending Objects  Forms Completed  Agendas

Form Prereview  Not Assigned Objects  Assigned Objects

42 result(s) found.

p—
H ghi?e m Frepessitamber mmmm Coversdperson fame feported Inersst v
O

Dan Pope SFI - Publicly Traded Entif

003826 DAnnual COI Form Kyle Smith

SFI - Publicly Traded Entif

Items shown in the Review Process drop down list vary according the specific system installation and Review

Board Administration settings.

Note that here on the Completed Objects tab, the search form includes a Sort by Date Accessed select box (see
screenshot above). Select this box to sort the result set in order by most recently accessed.

See the Assigned section of this manual for more information about page elements and functionality.

Agendas
The Agendas tab opens to the next scheduled meeting of the COI Office and lists any conflict reviews assigned to

that meeting date.

wiRIS by”@,-},.
edRIS Account: Administrator @ o & myprofile
2 - og out

Integrated Path: Home
Research Information System
My Workspaces = Conflict of Interest Conflict Matched Objects | <]

Agendas

Completed Forms

Completed Matched Objects

Not Assigned Assigned

Submission Prereview

Items to be Reviewed at NIH Peds Oncology 2019 Group Meeting : 4 09/06/2019 P

H a Covered Person's Name Reported Interest Type Reported Interest Third Party Reported Role Reporting Action Date Submitt

B Conflicts assigned to Meeting - 3 Objects

{

05/16/2019

D @ i, Chi C, PhD Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 5 b2 % o)
05/16/2019

D Adams, Charles M, M.D., PhD. Financial Interest Pfizer KDM - Not a Board Member Individual Annual Reporting Form 194, %% 0%k o)
05/16/2019

[ Ananth, Rajesh, M.D. Financial Interest AstraZeneca KDM - Not a Board Member Individual Annual Reporting Form 171500800 o)

E  Expedited and Process Administratively assigned to Meeting - 0 Objects

0 Items for review in this category.

There are two categories on the screen: Conflicts assigned to Meeting for full board conflicts and Expedited and
Process Administratively assigned to Meeting for items processed Expedited or Administratively which have also

been placed on the meeting agenda.
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Click the green previous and next arrows on either side of the meeting date at the upper right of the page to
select a different meeting date.

The Coordinator can use the Order column to set the order for items to appear on the meeting agenda.
Numbering begins with one (1) and continues in descending order (e.g., 2, 3, 4, etc.).

To review a specific match review to be referenced in a meeting, locate the corresponding line item and click the
icon in the Open column to open the match review.

Processing Matches

Conflict Matches opened from the Not Assigned Objects tab (shown below) are opened in the Conflict of
Interest — Match Review processing pages, which contain information and tools to process a conflict match.

TP Bl Conflict Matched Objects [l Back

Close Search o

Form Name: | --none-- -

Match Object Number:

Group Na

Covered Persa 'F'I‘":‘
Reported Intere:

Reported Interast Third Par

Department Neme:

options

ﬁ Find ..

Propasal Number: |
Froject Status; | A -]
Keyword Search: |

Form Prereview ot Assigned Dbjects  Assigned Objects  Pending Objects  Completed Objects  Forms with Pending Objects  Forms Completed  Agendas Crese Grup | [ poaiooup | [ Remave mom Groe

1286 result(s) found t-10 B

Project Status. s N Reported Intarest Tyl

008640  B.5.-10/30/2020-
cor

Matched Objects Processing Tabs
A major redesign introduced in v12.01 of iRIS™ introduces new processing queue tabs and revises preexisting
tabs as shown in the screenshot below.

Chose Search
Forem Hamer | -none-- - Repacind Roder | --nzee- v
Mateh Obpact Number: Actinn | -cnoee-- -
Group Nsma: Daats Submittad: =N - 3
: L = =5 o
Covarad Parson Nume: Rafarancs Number: @ Find
Regsrted Interest Type: | --none— ~ = ey Options
Reparted Interest Third Party: P ﬁ e

wilkam Schroeder

- o

Annual CO1 and
ot Bigates

Wilkam Scheoader
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Tabs in the redesign are:

Forms Prereview: The Matched Objects page initially loads with the Forms Prereview tab open. All the COI
submission forms that are submitted remain within this tab until they are processed. If the submission form is
completed or contains no Matched Objects, it moves to Forms Completed. If the user breaks out Matched
Objects during the review process, they will appear in the Not Assigned Objects and the form will move to Forms
with Pending Objects.

Not Assigned Objects: Any new Matched Objects that are unprocessed will populate within this tab. There can
be multiple Matched Objects within each COI form submitted, each of which is broken out into its own separate
entry. All the entries remain in the Not Assigned Objects tab until they are assigned a review process.

Assigned Objects: After a review process is assigned to a Matched Object, the record will move from the Not
Assigned Objects tab to the Assigned Objects tab and can be accessed from this tab until Conflict Match
processing is completed.

Pending Objects: All the Matched Objects that have been completed with an outcome of Management Plan
Required and that are still pending response will populate within the Pending Objects tab. Once the matched
objects are completed, they will move to the Completed Objects tab.

Completed Objects: Once matched objects are completed, they will move to the Completed Objects tab.

Forms with Pending Objects: All forms associated with matched objects stay within this tab until all matched
objects are completed. Once all the matched objects associated to a form are completed, the form moves to the
Forms Completed queue.

Form Completed: Once the matched objects are completed, the forms move to the Forms Completed tab.

Agendas: The name and function of this tab remain the same. The Agendas tab opens to the next COI office
scheduled meeting and lists any conflict reviews assigned to that meeting date.

Match Summary
The first match processing page is Match Review. Tabs available on the left vary depending on the processing
steps required for the specific item under review.
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MI‘R’SM i As t: Administrate
edRIS ccount: Administrator el PN o — m
Integrated Path: Home > match objects @ P - MY
Research System
- Covered Person:Pham, Xugen, M.D. _
My Workspaces = Match Object Number: 000340 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | <}
Review Round Number: 1

Match Summary List of Match Object(s) for Review &

— @ E— El

Covered Person's Name: Pham, Xugen, M.D. Covered Person's Name: General Hospital
Reported Interest Type: Financial Interest Reported Interest Type: Financial Interest
Reported Interest Third Reported Interest Third
Party: Party:

Review Assignment

3-M Pharmaceuticals 3-M Pharmaceuticals

Business Status: 1In Database, not white- or blacklisted, Subrecipient

Reported Role: KDM - Not a Board Member Reported Role:
Reporting Action: Individual Annual Reporting Form Reporting Action: Study Application
ate Submitted: oozl Date submitted: gwjo/zots
Interest Ref Number: 000636 Interest Ref Number: 000551
Protocol Number: IRB-19-122
Study Status: Pending - Submitted for Initial Review

The page opens to the Match Summary tab by default. This tab lists brief details about the match being viewed.

When processing a Group of matches, each match is listed on this page. Scroll down to see each match in detail.
Summary details on this page consist of the same information and page elements shown when viewing matched
objects from within the Not Assigned, Assigned and Submission Complete tabs.

See the Not Assigned, Assigned or Submission Complete section of this manual for more information about page
elements and functionality.

Internal Documents

The Internal Documents tab allows for upload of documents related to the Covered Person and the Conflict
Match being processed.

ViRIS v BiMedris Account: Administrator @ el
Integrated Path: Home > match objects J

2 myPprofile =
Research Information System

Pharm, Xugen, W0,
My Workspaces = iz | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. o
Revis

Match Summary

l Add 3 New Document I [ Compare Document Versions |

Internal Documents Intemal Documents @

Review Assignment
Select a Category: Al
0 result(s) found.

Na documents have been added.

Any documents previously uploaded populate in this page. Click the Add a New Document button to add a
document to this review.

Add Documents

When the Add a New Document button is clicked in the Internal Documents tab, an add panel opens for entry
of details about the document and for upload of the document file.

Fields presented in the add panel are as follows:

Title—title of the document to be uploaded
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eff by z .
iRIS vy edRIS Account: Administrator @Help & myprofile - [ GLogon
Integrated Path: Home > match objects > match review

Research Information System
Covered Person: Pham, Xugen, M.D.
Match Object Number: 000340 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | <}
Review Round Number: 1
Save Changes

‘ View the document

My Workspaces =l

*Title:

*Version Number: [ |0
Version pate: [ [EH]
category:

Description:

Drag your file here or click in this area.

Load the document into iRIS:

Version Number —enter the number at which to start versioning for the document to be
uploaded; this can be any character or number

*Warsion Number: |1 .0

Version Date—Enter or select the date of the manually-entered version number, typically the
date the document was uploaded to the system.

Category—use this configurable drop down list to group documents into categories (e.g.,
Checklist) if desired

Description—enter a brief description of the document to be uploaded.

Load the document into iRIS—after entering the required information, click inside this box or
drag the applicable document file into the box to start the upload

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.

D Save selected file

o Cancel |

Click the Browse button at top right to navigate to the applicable document file, then click
the Save selected file button.

The popup closes. The document is uploaded and now appears as an icon next to the
document information, as shown in the screenshot below.
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RIS Ddneamis o pawm @ 2 e -
e in yeae
~ [xugen Pham Blind Trust Letter ‘ View the document
*Version Number: [T |0
Version Date:
G
Letter from Dr. Pham indicating he has passed his Pfizer stock
Description: holdings into a blind trust.
Load the document into iRIS: (957.35 KB)
Click the Remove link in the Load the document into iRIS box to remove the document.
Click the document icon in the View the document panel at the upper right to view the
uploaded file.
Click the Save Changes button to add the document to Internal Documents for the matched object.
RIS Oibtedits oo srwr @re & oo -
Research Information System

Match Summary [ Ad a New Document | [ Compare Document versions |
Internal Documents Internal Documents &
Review Assignment

Select a Category: Al <

1 result(s) found...

I O N =T

1.0 Administrator
O o ) | Xugen Pham Blind Trust Letter 08/27/2019 08/27/2019

980.33 KB

Any document record added is appended to the list at the bottom of the Internal Documents page and populates
within Search Conflict Matches -> Documents for the Covered Person.

Select the checkboxes next to two different versions of the same document, then click the Compare Document
Versions button to compare the two documents.

Click the icon in the Delete column to remove the corresponding item.
To open an uploaded document for revision, click the icon in the Edit column.
Click the icon in the File column to view the document.

Note: Access to Internal Documents is set for each COI Review Board Role within Setup Role Access in Review
Board Administration, in the COI Disclosure Document row. The Document Category is set up using the Internal
Document Category configuration under Review Board Administration > List Maintenance Setup.
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Review Assignment

The Review Assignment tab is where an Analyst is assigned to review the matched object.

RIS vy i Account: Administrat
edRIS ccount: Administrator M e <
Integrated Path: Home > match objects > match review @“em a My C»Log out

Research
M.D.
340 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | <]

Save the Review Assignment

My Workspaces =

Match Summary

Analyst Assigment €

Review Assignment

Assign Analyst:
Determine Review Process W

@ Not Assigned
D Full Committee Review

O Expedite

O  Process Administratively

Analyst Assignment
The Assign Analyst drop down list is populated with the names of users whose Conflict of Interest role has been
set to Coordinator in System Administration.

Select a name from the list to assign an Analyst. When the review assignment is saved, the assigned Analyst
received a task on their home page related to this Conflict Match.

Determine Review Process
Use the selections presented here to process the Conflict Match.

Not Assigned — Conflict matches default to this status when first submitted to the Conflict Match queue. This
indicates that a Review Process has not yet been assigned and causes the conflict to populate in the Not
Assigned tab.

Full Committee Review — This option allows for assignment of the match to a committee meeting. After this
option is selected, committee and meeting selection items populate to the right.

The Full Committee Review option can be turned on or off in Review Board Administration settings (see the COI!
Review Board Administration manual for more details).

il 2
:ﬂizy Account =l @Drew & myerorie +  [Elogon

Research Information System

wered Person: jan, M.D,
My Workspaces = |Match object mumber: 000240 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. 4]
Review Round Humber: 1

Analyst Assigment O

Determine Review P

Not Assigned

Committee Name: | -100e.

® Full Commitiee Review Upcoming Meeting Date: |—none— | or B dlick here to select past meetings

Agenda Category; [Conficts Gssaned fo 1eeing

Expedite
Process Administratively

Expedite — If this option is selected and saved by clicking the Save the Review Assignment button the page an
Assign Reviewers section populates (shown below), provided the reviewer option is turned on for this processing
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type in Review Board Administration settings (see the COI Review Board Administration manual for more
information). After making reviewer selections click the Save the Review Assignment button again.

The Expedite processing option can be turned on or off in Review Board Administration settings (see the COI
Review Board Administration manual for more details).

iRIS "Y?i}‘lsdnls Account: Administrator @ e

Integrated Path: Home > match objects

Research Information System
Covered Person:Pham, Xugen, M.D. _
Match Object humber: 000340 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. {4}
Review Round Number: 1
‘Save the Review Assignment

2 My profile - G+ Log out

My Workspaces =

Analyst Assigment &

Assign Analyst: [~nons

Review Checklist &

Comments
Determine Review Frocess O
Review Discussion
Meeting Vote ) Mot Assigned
D Full Committee Review

Process Administrativety

Assign Reviewers O

No Reviewers have been assigned to this submission.

Process Administratively — This option is used for matches that need to be processed through the office but not
reviewed.

Selecting Process Administratively and clicking the Save the Review Assignment button populates an Assign
Reviewers section, as described above for Expedited processing, if the reviewer option is turned on for this
processing type in Review Board Administration settings (see the Review Board Administration manual for more
details).

After making and saving any selection other than Not Assigned, or clicking the link to select a past meeting when
the Full Committee Review option is selected, four new tab options populate at the left: Review Checklist and
Comments, Review Discussion, Meeting Vote and Outcome. These tabs provide easy access to the most
commonly used match processing functions and information.

MiRIS v @ Account: Ad
edRIS ccount: Administrator . .
Integrated Path: Home > match objects @Drep & myproile

Research Information System

[Covered Person: Pham, Xugen, M.D. _
Match Object Number: 000340 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. 0

Review Round Number: 1
Save the Review Assignment

My Workspaces =

Match Summary

Internal Documents Analyst Assigment ©

Assion Analyst: o= ]

Review Assignment

Review Checklist &
Comments

Determine Review Process )
Review Discussion
O Not Assigned

Meeting Vote

Committee Name:

Outcome

@ Full Committee Review Upcoming Meeting Date: or B click here to select past meetings
Agenda Category: | Conflicts assigned to Meeting v]
O  Expedite

(O Process Administratively

Assign Reviewers O

Reviewer Role Reviewer Completed ? Date Notified Date Completed

No Reviewers have been assigned to this submission.

These tabs continue to be accessible when processing this match unless a different review process option is
selected and saved.
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Assign Reviewers

This option is available for Conflict Matches that have been assigned a review process. This area can be turned
completely off in Review Board Administration (see the COl Review Board Administration manual for more
details). This section allows the coordinator or administrator to assign a user within the COI Office to review a
conflict match.

To add a Reviewer, click the Add Reviewer button in the Assign Reviewers section.

Assign Reviewers W

Reviewer Role Reviewer Completed 7 Date Notified Date Completed

No Reviewers have been assigned to this submission.

As shown below, the first row of the reviewers table populates with a Delete icon, a drop down Reviewer Role
list, and a default Completed? status of “No”.

[~ Assign Reviewers W

Reviewer Role i ? Date Notified Date Completed

o [~none— ~ No

After any Reviewer Role other than “Ad Hoc” is selected, the page populates a Reviewer drop down list (shown
below), containing applicable users assigned to the selected Reviewer Role.

[~ Assign Reviewers

Reviewer Role i ? Date Notified Date Completed

© [y v No

If the Ad Hoc Reviewer Role is selected the page refreshes, allowing for manual entry of the Reviewer name or
selection from a Known System identified User list.

Reviewer Role

Known System identified User:
—-none-- v

QR

First Name:

Last Name:
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After selecting and/or entering the correct data, click the Save the Review Assignment button. The page
refreshes with the assigned Reviewer’s information (see below).

Assign Reviewers

Reviewer Role Reviewer Completed ? Date Notified Date Completed

o Ad Hoc Moskowicz, Hannah No

As many Reviewers as are needed may be added. Click the Add Reviewer button to add more Reviewers.

To delete a Reviewer, click the Delete icon next to the applicable Reviewer name. A confirmation dialog opens
with OK and Cancel buttons. Click OK to confirm the deletion or Cancel to exit without deleting.

Assigned Reviewers receive a notification advising them that a Conflict Match is awaiting their review, and the
assignment also appears as a task on the assigned Reviewer’s home page. Notification options are set up under
Review Board Administration (see the COIl Review Board Administration manual for more details).

If the Review Process is assigned to Review Committee Agenda, the Reviewer does not receive a notification
until the Coordinator enables Reviewer notifications for that meeting date.

Reviewer Assignments
When a Reviewer is assigned to a conflict match the Reviewer receives a notification from iRIS™ alerting them

to the task. When the Reviewer logs in to iRIS™ the review task is shown in the All Tasks list on the Reviewer’s
home page.

RIS v

e

All Tasks  outstanding

The Reviewer task is also added to the Incomplete tab of the Assigned Matched Objects for Review page for the
Assigned Reviewers (shown below).
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WiRIS v @5 Account: Ron Dix, M.D.
Integrated oS Path: Home @rer & myerofite -
Research Information System
My Workspaces [ Conflict of Interest Assigned Match Objects for Review | <]
Incomplete | ‘ Complete

Review Process Date Received Assigned Reviewers Assigned Analyst
Frmanr .
Pham, Xugen, M.D. 08/28/2019 nnah Hescowiez
g 341 Process Administratively 8:32:30 AM POT | Primany
Ron Dix, M.D.

The Reviewer clicks the icon in the Click to open column to review the assigned matched object.

IMiRIS vy iMedRIS Account: Ron Dix, M.D. @Help

Integrated Path: Home
Research Information System

= My Profile ~

My Workspaces ® Conflict of Interest Submission Review Form - COI - (Version 34.0)

[ Print Friendly ] I Save Section ] I ‘Save and Continue to Next Section ]

Section view of the Form | | Entire view of the Form |
1o b AT PP

1.1 Submission Compoenents

Financial Disclosure

- s
Show Form: @ ‘ Show Form: @

Cs d P ¥ C d P ¥ -

Nommer PErSOMS  pham, Xugen, M.D. NowmarC Per=ams  General Hospital

Reported Interest ol 1nterest Reported Interest  rinancial Interest

Type: Type:

Reported Interast g : Reported Interest g .

Third Party: 3-M Pharmaceuticals Third Barty: 3-M Pharmaceuticals

Business Status: In Database, not white- or blacklisted, Subrecipient

Reported Role: KDM - Not a Board Member Reported Role:

Reporting Action: Individual Annual Reporting Form Reporting Action: Study Application
e 05/16/2019 e 04/04/2019

I 11:28:40 AM PDT | 10:17:41 AM PDT

Interest Ref Number: 000636 Interest Ref Number: Q00561

The screenshot above shows the Reviewer Checklist, open to the first section of the conflict match that’s under
review.

The Reviewer clicks the Show Form icon in the columns for Interest 1 and Interest 2 (if applicable) to see the
actual form submitted by the Covered Person.

The Reviewer clicks the printer icon in the column for Interest 1 to view a print friendly version of the entire form
in HTML or PDF format. A dialog pops up, prompting the Reviewer to choose the desired format.

Note that the reviewer checklist form is defined in the System Form Designer and can contain any number of
questions for the reviewer to fill out.

After the completing the review of the first section, the Reviewer clicks either the Save Section or Save and
Continue to Next Section button.

The Save Section button is applicable in cases where the Checklist or associated Form has been configured to
include editable fields for the Reviewer in any sections. The Reviewer clicks Save Section after making a change
in a section when the Reviewer does not need to review any other sections.

Otherwise, when review of the active section is complete the Reviewer clicks the Save and Continue to Next
Section button.
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The Entire view of the Form tab dynamically builds a reviewed copy of the form. When clicked this tab shows a
version of the form containing only those sections that have been reviewed and saved, providing an easy way to
check progress on the review at a glance.

M/IR’S W%ikledﬂls Account: Ron Dix, M.D. @Help

Integrated Path: Home
Research Information System

2 MyProfile ~

My Workspaces [ Conflict of Interest Submission Review Form - COI - (Version 34.0)

{ Print Friendly ] [ Save Section } { ‘Save and Continue to Next Section ]

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

1.0 B Financial Disclosure . - -
2.0 Determination and Recommendation
2.0 Determination and
Recommendation 2.1 Review of Financial Disclosure/COI Match

Please consider whether you would deem the disclosure/match to be a Financial Conflict of Interest (FCOI). FCOI is defined as a Significant
Financial Interest (already determined based on information being disclosed) that the Institution reasonably determines could directly and
significantly affect the design, conduct or reporting of externally-sponsored research, OR the performance of duties and responsibilities on behalf of
the COI Board.

{7 Financial Conflict of Interest (Significant Financial Interest that the Institution reasonably determines could directly and significantly affect the
~ design, conduct or reporting of externally-sponsored research, or the performance of duties and responsibilities on behalf of the COI Board.)

Significant Financial Interest - not meeting criteria above for an FCOL

*) Disclasure Only - for example, disclosure of a familial relationship with another employee at this institution.

2.2 Reviewer Determination

Is a management plan appropriate based on the determination of the disclosure being a Financial Conflict of Interest?
Oves Ono
If a significant financial conflict of interest exists, the COI Committee shall determine under what circumstances, if any, a conflicted individual (in the

case of individual financial interest) or organization (in case of institutional financial interest) may be allowed to participate. The COI Committee shall
create, if appropriate, a8 management plan considering the following options:

Public disclosure of the financial interests

Monitoring of research by independent reviewers

Maodification of the research plan

Disqualification from participation in all or a portion of the Human Research.
Divestiture of financial interests

Severance of relationships that create the conflict of interests

Invalvement of external individuals in key portions of the protocol

2.3 Reviewer Recommendations

As the Reviewer progresses through the form, the navigation menu at the left of the form dynamically adds tabs
for each section. The Reviewer can click on any section shown in the menu to return to that section.

2 My Profile ~

@,ER’S by iMiedRIS Account: Ron Dix, M.D. @Help

Integrated Path: Home
Research Information System

My Workspaces & Conflict of Interest Submission Review Form - COI - (Version 34.0)

{ Print Friendly ] [ Save Section ] [ Save and Continue to Next Section }

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

1.0 Bl Financial Disclosure

Reviewer's Indication of Completion

n Determination and
2.0 8 g ecommendation

3.1 poes this complete your review and recommendation?

3.0 B e Indication of
[Completion () ves @ po

At the end of the Reviewer Checklist the Reviewer indicates that they are finished with the review and clicks the
Save and Continue button. A confirmation message displays. Indicating “Yes” in this section flags the review as
complete.
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The incomplete Reviewer task is removed from the home page and the Analyst assigned to this conflict match
receives a notification and home page task indicating the Reviewer is finished with the review.

Correspondence

Depending on their stage of processing, matched objects opened from within the Not Assigned, Assigned or
Completed Matched Objects tab of Match Processing may include a Correspondence link in the menu at the left

side of the screen.

The Correspondence tab provides access to view, add, reply to, or forward correspondence items attached to the

open form or object.

®iRIS v @; Account: Phelps,
edRIS ccount: Phelps, Janice ® My Profil -
Integrated Path: Home > match objects C?)Help - v Frofife =
Research System
Covered Person:  Administrator ) -
My Workspaces = Match Object Number: 000211 Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. n
Review Round Number: 1

Match Summary

Internal Documents: Add a New Correspondence

Review Assignment Review Correspondence &

Correspondence

Review Checklist & 0 result(s) found...
Comments
5 N X View Message Author  |Subject
Review Discussion
- Mo correspondences have been entered.
Meeting Vote
Qutcome

Add a New Correspondence
Click the Add a New Correspondence button at the upper right (shown in screenshot above) to open the
Submission Correspondence form (shown in screenshot below). This form is used to process correspondence

attached to the selected, open form.

WﬁRIS by H Account:  Admini "
edRIS ount: strato . e -
Integrated Path: Home > match objects > submission item @"e'p a Myerol Grlogout
Research Information System
My Workspaces = Conflict of Interest Submission Correspondence |4
Save & Send Comrespondence.
*send Emall | Template: —none— ~ | 1mport template
“*Subject =
* Recipient(s):
S B I U § x x Font Family > 12 - & 1v Qv Ev E- = E E % o = a8

Additional Recipient(s):
Reply To(s):

Additional Reply To(s):
Attachments.

No Attachments have been added to this message

This page includes the following elements:
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Send Email— select this checkbox to send the email when it is saved, de-select this checkbox to
save the correspondence for archive purposes without emailing it; selected by default
Subject—subject line of the email message

Recipient(s) / Reply To(s) — click these links to open a list containing the names of everyone
assigned by the system as eligible to receive Correspondence related to the selected, open
form (see screenshot below)

]jiR,’S b 5 Account: Administrator -
Y edRIS Department: GH - 7543 - General Hospital @ Help 2 MyProfile ~ G+ Log out
Integrated e

Research Information System Path: Home > match objects > submission item > corresp

My Workspaces Conflict of Interest Correspondence contact

Save Changes

Harper, Jill M, M.D., PhD

e

Covered Person

Conflict of Interest Committee BRCA

Board Member Sundeep, Ramesh S

Hernandez, Consuelo P, M.D.
Weeks, Michael J, M.D., PhD
Xuan, Pham D

When adding a recipient or reply-to, select the checkbox(es) next to the name(s) to be
added to distribution for the message, then click the Save Changes button to return to the
Submission Correspondence page.

Additional Recipient(s) / Additional Reply To(s)— to add more email recipients or reply
recipients, click on either of these links to open the Correspondence Additional Contacts
form (shown below)

. ) :

Br‘-RIs b 2 Account: Administrator
1 Y edRIS Department: GH - 7543 - General Hospital @ Help a My Profile ~ & Log out
lmu rch Information System Path: Home > match objects > ission item > p

My Workspaces = Conflict of Interest Correspondence Additional Contacts [ <]
I Add A New Contact I Save And Return

S T

No Additional Recipients have been added.

Click the Add A New Contact button to add a name and email address to the list. The form
populates an editable Name and E-mail Address field, and a Remove Selected Contacts
button is added to the form. Add as many additional recipients as desired.

In the example shown below, Add A New Contact was clicked to populate the Name and
E-Mail Address fields in the first row. After the desired text was entered in each field, the
Add New Contact button was clicked again to add another row, where another Name and
E-Mail Address can be entered.
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y ) o
E/lR’S b P Account: Administrator -

! rmdy edRIS Department: GH - 7543 - General Hospital Drer & wyvrofie ~ [ GoLogoum

Research Information System Path: Home > match objects > ission item >

My Workspaces Conflict of Interest Correspondence Additional Contacts | <]
I Add ANew Contact I I Remove Selected Contacts I I Save And Return I

e e

O |Dr Carroll Gray, M.D. cmgray@gsu.edu
O | I [ |

After all desired names and email addresses are added, click the Save and Return button.
The names saved here are available for selection as Additional Recipient(s) or Reply To(s) as
long as they remain in the list.

If any names are added to the Additional Contacts list in error, click the checkbox(es) next to
the name(s) to be removed (area indicated by a yellow box in the screenshot above) and
click the Remove Selected Contacts button.

RIS Draaris o o @uer 2 oot -
e G e
My Workspaces ©& Conflict of Interest Submission Correspondence | <}

I ‘Save & Send Correspandence I

*Send email ]

s B I U 5 x; x* FontFamiy 12 v 4 v G- ErEr =~ E E % @ o0 &

Attachment—click this button to add attachments to the email message

Template—if the system has pre-configured email correspondence templates set up, select the
desired email template from the Template drop down list; those with the necessary access
rights can also use the Import template button to import new, pre-formatted message
templates

Content—rich text editor used to compose the email message; use the icons on the toolbar at
the top of the Content area to apply formatting, insert images or links, insert special
characters, or print the message

Save & Send Correspondence—click this button to save a copy of the message to the file and
where applicable, send a copy to everyone included in the Recipient(s) and Additional
Recipient(s) lists; names specified as Reply To(s) or Additional Reply To(s) are included in
the list of people who will receive replies to the message
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Managing Correspondence
Correspondence items are managed on the Correspondence tab.

MIRIS by H A t:Ad trat
edRIS ccount: _Administrator . O
Integrated Path: Home > match objects @ (=D & MyPprofile G Logout

Research Information System

My Workspaces = Conflict of Interest Annual COI Form | <}

Miscellaneous

1 Corr v

3 result(s) found

#)  Post a Reply to this Topic / Forward this Topic

@ Administrator IPosted: 08/23/2019 03:31 PM PDT I

3M Stock Purchases

)  Post a Reply to this Topic / Forward this Topic
Administrator Posted: Delivery in Progress
AstraZeneca Disclosure
®) Post a Reply to this Topic / Forward this Topic

IUmgawe, Sufi G, M.D. I | Posted: 08/02/2019 10:08 AM PDT |

Annual COI Form Question

To open a correspondence item to view it, reply to it or forward it, click on any of the items highlighted by orange
boxes in the screenshot above: Forward Email icon (envelope with green arrow), Open icon (notepad with
pencil), Post a Reply to this Topic link, or Forward this Topic link.

If the logged in user is the author of an email listed here, AND that email is either still in draft form or has been
delivered by the mail system, a Delete icon is available for that email (highlighted by green boxes in the
screenshot above).

A Delete icon is provided next to the first email in the list (highlighted with green boxes in the screenshot above)
because “Administrator” is the logged-in user (highlighted with a blue box in the screenshot), AND
“Administrator” is the author the first email (green box), AND that email has been delivered (see Posted details,
second green box).

There is no Delete icon next to the second email authored by “Administrator” (highlighted by a yellow box in the
screenshot), because that email has not yet been delivered to all recipients (see Posted details, second yellow
box).

There is no Delete icon next to the third email because while Posted details show that the email was delivered,
the email author is someone other than “Administrator” (highlighted by red boxes in the prior screenshot).

Note that while deleting an item here removes it from the list, a permanent record of any correspondence that
has been sent from within the system will be retained with the associated form or document (item opened from
the main Conflict Matches page).
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Review Checklist and Comments

The Review Checklist and Comments page contains section for Reviewer Check List, Members Check List and
Members Comments. Add Member Comments, Add Members Checklist, and Save the Review Status buttons
are included at the upper right (see screenshot below).

RIS v’ @ Account: Administrat
edRIS ccount: Administrator ® My Profil -
Integrated Path: Home > match objects ®Help - DLiE3 & Eollape
Research System

Covered Person:Pham, Xugen, M.D.
Match Object Number: 000311
Review Round Number: 1

My Workspaces =

Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | <}

I Add Member Comments I I ‘Add Members Checklist I I Save the Review Stalus ]

Match Summary

Wik Ere nEis Reviewer Check List @

Review Assignment

View/ Edit| Reviewer Role iewer ? Date Notified Date Completad

Correspondence

Review Checklist & Primary Reviewer Moscowicz, Hannah ®) Yes () No 05/16/201% 05/16/2019
Comments —

Reovibeosmon Members Check List &

Meeting Vote
s Members Name
Ron Dix, M.D.
» Members Comments &

Dix, Ron, M.D.

Dr. Pham has indicated he will be forwarding a letter confirming the financial instruments have been
transferred to a blind trust.

The Reviewer Check List section lists assigned Reviewers by name and role, and includes links to reviewed
objects and documents associated with the respective Reviewer.

If the logged in user is the assigned Reviewer, they can click the applicable icon in the View/Edit column to open
the checklist for editing. The Reviewer can status their review as complete by changing the “Yes/No” value in the
Completed? column and clicking the Save the Review Status button.

The Members Check List section lists the names of Board Members who have added their own Members
Checklist to the matched object.

The Members Comments section displays comments added to the file by Board Members.

Board Members and Analysts can create a Members Checklist by clicking on the Add Members Checklist button
at the top right of the page.
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My Workspaces [ Conflict of Interest Submission Review Form - COI - (Version 38.0)

[ Print Friendly ] [ Save Section } { Save and Continue to Next Section } [ Exit Form ]

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

S inarciai Disctocure | inancial Di
inancial Disclosure 1.0 Financial Disclosure

1.1 Submission Components

— N

Show Form: @ -~ Show Form: /A

[EnpsrediEes s Pham, Xugen, M.D. Eaxerea e General Hospital

Name: Name:

Reported Interest Reported Interest

e Financial Interest s Financial Interest

Reported Interest ¥ Reported Interest g

Third Party: 3-M Pharmaceuticals Third Party: 3-M Pharmaceuticals

Business Status: In Database, not white- or blacklisted, Subrecipient

Reported Role: KDM - Not a Board Member Reported Role:

Reporting Action: Individual Annual Reporting Form Reporting Action: Project Application
I 05/16/2019 e 03/27/2018

(LEl RS 11:28:40 AM PDT (T 3:20:03 PM PDT

Interest Ref Number: 000536 Interest Ref Number: 000016
Protocol Number:
Project Status:

This opens a Member checklist, which is the same form the Reviewer filled out. The Board Member or Analyst
can answer the same questions but does not have to indicate completion because this is not a Reviewer task.
Rather, the Board Member or Analyst is adding a checklist as supplemental documentation. When the form is
finished and the Board Member or Analyst returns to the Review Checklist and Comments page, the Members
Check List table populates with an entry as shown below.

Members Check List &

Members Name

(%] Xy | RonDix MD.

The Board Member or Analyst can access their checklist by clicking on the applicable Edit icon, or delete the

checklist by clicking the applicable delete icon [ Q ]. Only the Board Member or Analyst who added the

Members Checklist can delete it.

Board Members can add comments to the conflict match by clicking on the Add Member Comments button. The
Member Comments page opens, enabling the Board Member to add comments in a rich text editor.

© 2020 iMedRIS Data Corporation 48



Conflict of Interest — Match Processing iRIS™ v12.01

My Workspaces [ Conflict of Interest Member Comments 4]

Comments for Ron Dix, M.D.
1 Display my comments on the review

1 Display my name with the comments

Font Famil 12
S B I U § x x i -

Q
% & &~ &

=~y = =

Two checkboxes are provided above the text editor (red arrows in screenshot above) to control comment and

Board Member name visibility. Both are selected by default, meaning that both the comments and the name of
the person who entered them are visible to the full board.

If the Board Member wishes to keep their comments hidden from other Board Members, the
Display my comments on the review checkbox should be deselected

If the Board Member wishes to post their comments for other Board Members to see, but wishes

to keep their comments anonymous, the Display my name with the comments checkbox
should be deselected

Click the Save the comments button to save changes and return to the Reviewer Checklist and Comments page.

Recall that the Board Member comment is shown only if Display my comments on the review was selected at

the time the comment was saved, and the Board Member name is shown only if Display my name with the
comments was selected at the time the comment was saved.

Members Comments &

Do MO, Ran

Dr. Pham has indicated he will be forwarding a letter confirming the financial instruments have been
transferred to a blind trust.

If the comments are flagged as anonymous or hidden by de-selecting those checkboxes at the time the comment

was saved, only the user who added the comments can see their name and/or the comments displayed on this
screen.

Review Discussion

The Review Discussion tab can be used to capture information related to the match review. These can be notes
from the Analyst or any discussion about the conflict that take place during a meeting. Items from the Reviewer

Checklist can also be merged into the Review Discussion. The Review Discussion can then be merged into letters
and meeting minutes.
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E/IRJ‘S by iMedRIS Account: Administrator

Integrated Path: Home > match objects @ 1= - b T
Research Information System

Covered Person: Pham, Xugen. M.D.
My Workspaces [  |Match Object Number: 000311 | Conflict of Interest
Review Round Number: 1

Match Review for Covered Person Xugen Pham, M.D. (4]

I Edit Submission Discussion I

Match Summary
Internal Documents Review Discussion &
Review Assignment
No Specific Discussions entered.
Correspondence

Review Checklist &
Comments

Review Discussion

Meeting Vote

Qutcome

To add information to the Review Discussion, click the Edit Submission Discussion button.

The Conflict of Interest — specific discussion page opens. Type or copy and paste the desired text into the rich
text editor. Click the Save button to save the entered text and close the page.

SiRIS v @ Account: Administrat
edgls ccount: ministrator . My Profile + -
Integrated Path: Home > match objects > match review @Help - ¥ Profile G Log out
Research Information System
My Workspaces Conflict of Interest Conflict of Interest - specific discussion

Match Object 311 specific discussion

o« B I Uu & x x? Font Family > 12 - & I~ 9~ E~

Exr =2y E E % @ Q =

The text is displayed in the Review Discussion table. Click the Edit Submission Discussion button to add to the
discussion, if needed.

Edit Submission Discussion

Match Summary
Internal Documents. Review Discussion &
Review Assignment
At the next board meeting we will have to discuss the Phzer interest.
Correspondence

Review Checklist &
Comments

Review Discussion
Meeting Vote

QOutcome
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Meeting Vote
This tab only populates for the match review the Full Committee Review type is selected.
RIS o Oidrodmis  secuet saniiarte Dnie & vt -
Research System
Coverad Person: Pham, Xugen. M.D. ro
Review Round Number: 1
Add Motion ‘Save the Members Vote

Match Summary

Internal Documents Meeting Vote )

Review Assignment
- Mo Motiens have been added.
Correspondence

Review Checklist &
Comments

Review Discussion

Meeting Vote

QOutcome

This tab is used to capture votes for the match review. The vote can be recorded at the time of the meeting or
any time afterward, but before match review processing is complete. Start by clicking the Add Motion button.

The Submission Motion page opens with a rich text editor for entry of the motion. Motion text can be typed or
copied and pasted into the text editor.

To use a precanned motion, select a template from the Precanned Motion text drop down list and click the Add
Canned Language button. Precanned language for use in these motions is configured under Review Board

Administration > System Setup > Setup Canned Motion.

E/ER,S by,@ihean|s Account: Administrator

Integrated Path: Home > match objects > match review ®HEID a My Prote CLog out
Research Information System

My Workspaces = Conflict of Interest Submission Motion o
"Precanned Motion text" allows you to import text from a pre-
defined template.

! B I U & x; x2 Font Family - 12 - & I~ 9~ =~
= = E = % [ Q 4 =

Click the Save Changes button to save the motion and close the page. The motion text appears at the top of the

Meeting Vote section (shown below). Click the delete icon [ 0 ] to delete the added motion text. Click the edit

icon (pad and pencil) to revise the added motion text.

Meeting Vote &

e : We the COI Board Vote to Approve this Motion.
| | ) ) ) A P |
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Depending on the review board configuration, the motion may or may not be set for anonymous voting. If
anonymous voting (vote summary) is specified, the page appears similar to the screenshot below.

~ Meeting Vote W

o ., We the COI Board Vote to Approve this Motion.

For

Absent

Abstain

Conflict of Interest

1000008

| |
| |
Against [ |
| |
| |
| |

Not present for Vote

Enter the number of members who voted for each Vote Type in the Number text field corresponding to each
Vote Type. After entering the votes, click the Save the Vote Summary button.

The Anonymous Voting option is toggled off or on under Review Board Administration. For more details on this
setting, please refer to the COI Assistant - Properties manual.

If Anonymous Voting is toggled off in the system, attendance must be set before voting can take place. If
attendance has not been set, the Meeting Vote panel shown below displays.

—Meeting Vote &

o b We the COI Board Vote to Approve this Motion.

—
Relationship - Representative
Member Name to the :!:pre_sentallonal of specific
Institution pacity entity

The member voting list depends on the meeting attendance. Please take attendance.

Attendance is taken under Conflict of Interest Assistant > Meeting Management > Meeting Manager. There, the
responsible Coordinator or Board Member selects the current meeting and marks attendance.

After attendance is entered, the list of members present displays as shown in the screenshot below.

Account: Administrator
o N T
e @ner & wy @ Log out

11 |Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | <

I Add Motion I I savelneMemDecst&I

Meeting vote &

x) 3 We the COI Board Vote to Approve this Mation.

. Relat
__m ety ot

Pheios, Janice
Comments: ]
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The vote type is selected in the Vote column next to each Member Name. Columns are provided to display each
member’s Gender, Specialty, Relationship to the Institution, Affiliation, Representational Capacity, and
Representative of Specific Entity information can also be found under the corresponding columns, as provided in
the member’s user profile.

A Comments line is provided to enter any comment the member wishes to have notated with their vote.

After the votes for the motions are set click the Save the Members Vote button. The votes are saved and can be
merged into outcome letters.

Click the Add Motion button to add more motions to the Meeting Vote.

Outcome

The Outcome tab, typically reserved for COl Coordinators, is where an outcome is set for the match review. Here,
the Coordinator can select items from a reviewer checklist and merge them into management strategies or pull
the information into outcome/response letters or meeting minutes.

After reviews are complete for a conflict match the Outcome tab includes a summary page of all Reviewer
Checklists and member checklists.

IMerger i I I Oulmmel

Match Summary

Internal Documents outcome @

Review Assignment I
Review Outcome:
Correspondence
Review Checkist & Reviewer Checklist Summary O
Review Discussion " —
Financial Disclosure
Meeting Vote

=& e

5
] 0 ] Janice Phelps
[m]

Outcome
[0 SofiLumgawe

Determination and Recommendation

losure/COT Match
deem the disclosure/match to be a Financial Conflict of Interest (FCOI). FCO is defined as a Significant Financial Interest (already determined based being disclosed) that
ould di < e per

“and significantly affect the design, conduct or reporting of externally-sponsored resear formance of duties and resi If of the COT Board.

Financial Tnterest that the Institution ressonably determines could directly and significantly affect the dasign, conduct or reporting of extemally-sponsored research, or the performance
the COI Board,
eting criteria above for an FCOI
for example, disclosure of 3 familial relationship with another employee at this institution.
Please explain why the disclosure does not meet the criteria above for a FCOL.

flict of Interest (Significant Financial Interest that the Institution reasonably determines could directly and significantly affect the design, conduct or reporting of externally-sponsored research, or the performance
behalf of the COI Board.)

ot meeting criteria above for an FCOT

- for example, disclosure of a familial relationship with another employee at this institution.

Please explain why the disclosure does not meet the criteria above for a FCOL.

0 []  Janice Phelps
s 2 management plan apprapriate based on the determination of the disclosure being a Finandial Conflict of Interest?
If not, please explain:
1f a significant financial cenflict of interest exists, the COI Committee shall determine under what circumstances, if any, a conflicted individual (in the case of individual financial interest) or organization (in case of institutional

Select the desired outcome from the Review Outcome drop down list at the top of the page. The outcomes in
the list are configured under Review Board Administration > List Maintenance Setup tab > Review
Outcome/Outcome Configuration List. The outcome selected from this drop down list indicates whether the
conflict match is acceptable to the COIl Office as-is, or if a management strategy must be put in place.

If any Review Outcome other than “—none—* or “Approved with Conditions” is selected the page refreshes and
three additional tabs are added to the menu at left: Internal Routing, Outcome Letter and Outcome Sent.
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Review Assignment

Review Outcome: Approved hd

Internal Documents Qutcome &
Correspondence ’7

Review Checklist &
Comments

Review Discussion

Meeting Vote

Outcome

Internal Routing

Outcome Letter

Outcome Sent

If a Review Outcome of Approved with Conditions is selected the page refreshes, and four additional tabs are
added to the menu at left: Management Strategies, Internal Routing, Management Plan & Outcome Letter and
Outcome Sent.

Note: The label shown on the Outcome Letter tab depends on the outcome selected. Where a Management Plan
is required the label reads Management Plan & Outcome Letter. Otherwise it reads Outcome Letter.

Internal Documents Outcome W
Review Assignment
Review Outcome: Approved with Conditions
Correspondence
Review Checklist &
Comments
Review Discussion
Meeting Vote

Outcome

Management Strategies

Internal Routing

Management Plan &
QOutcome Letter

QOutcome Sent

An opportunity to define any management strategies before sending the management plan to the Covered
Person is provided.

Note: The Covered Person receives a task on their home page regarding the management plan; see the COI
Assistant — For Covered Persons manual for additional details on how this process functions from their side.

In the Reviewer Checklist Summary table a list populates, containing the questions from the checklist and the
names of Reviewers and Board Members who completed the checklist. The answers to questions from the
checklist appear beneath the Reviewer/Board Member names.
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Reviewer Checklist Summary &

Financial Disclosure

Janice Phelps

Sofi L Umgawe «
Determination and Recommendation

Conflict of Interest (FCOT). FCOI is defined as a Significant Fi Interest (already dete a: being disclosed) that
esign, conduct or reporting of externally-sponsored researc} performance of dutie: por if of the COT Board.

Janice Phelps <

{3 Financial Conflict of Interest (Significant Financial Interest that the Institution reasonably determines could directly and significantly affect the design, conduct or reporting of exterally-sponsored research, or the performance

ic
of duties and responsibilities on behalf of the COT Boar

@ Significant Financial Interest - not meeting criteria above for an FCOT

) Disclosure Only - for example, disclosure of a familial relationship with anather employee at this institution.
Please explain why the disclosure does not meet the criteria above for a FCOL.

Sofi L Umgawe
{0 Financial Conflict of Interest (Significant Financial Interest that the Institution reasonably determines could directly and significantly affect the design, conduct or reporting of externally-sponsored research, or the performance
of duties and responsibilities on behalf of the COI Board.)
 Significant Financial Interest - not meeting criteria above for an FCOL
for example, disclosure of a familial relationship with ancther employee at this institution.
hy the disclosure does not meet the criteria above for a FCOL.

To the left of the Reviewer/Board Member name are three checkboxes that can be used to merge the
corresponding Reviewer/member’s answer into the desired location, as follows.

+' — a checkmark in the first column merges the item into the Review Discussion tab when the
Merge Comments into Review Discussion button is clicked (shown previously in full
screenshot of the Outcome tab, buttons are at the upper right), minus the reviewer/member

name

Anything that is merged into the discussion can be pulled into the meeting minutes via use
of the Submission Specific Discussion merge code in the meeting minutes template.

= — a checkmark in the second column merges the item into an Outcome Letter when it is
generated, provided the Submission Review Summary merge code is used in the outcome
letter template

& — A checkmark in the third column converts the answer to the question into a Management
Strategy on the Management Strategies tab when the Merge Comments into Management
Strategies button is clicked (shown previously in full screenshot of the Outcome tab, buttons

are at the upper right)

After setting the outcome and merging the desired items in the checklists, click the Save the Submission

Outcome button (shown previously in full screenshot of the Outcome tab, buttons are at the upper right).

COI Matched Objects Returned for Corrections

A Review Outcome of “Return Form for Corrections” is available on the Outcome tab of the Match Review

processing area. With this outcome it is possible to add stipulations on a COl form matched object at the
pre-review stage, up until such time as a review process is assigned to the matched object.
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Covered Person:  Admin Admin admin Mr, 8.5, Brig. Gen.
Match Object Number: 004467 Co1
Review Round Number: 1

Match Review for Covered Person Admin Admin admin Mr,

My Workspaces = B.S. Brig. Gen.

Covered Person Submission History

Merge Comments into Review Discussion ] [ Save the Submission Qutcome

Match Summary
Internal Documents —0Outcome @
Review Assignment )
Correspondence utcome:
—none—
Review Checklist & ™
Comments Assign the
Approved 3
— ission to Pprov or B dlick here to select past meetings
Review Discussion Agenda:
—_— Approved with G signed to Meeting hd
Meeting Vote
Management Plan
Outcome [~ Office of General Counse
Stipulation Pending Response Outcome
_— ™ -
DT L [ Retum Form for Corrections |
Outcome Sent
Restart
Tabled

When the “Return Form for Corrections” outcome is selected and the submission is saved, Stipulation and
Outcome Letter tabs are unlocked in the left hand sidebar. The user can now send stipulations associated with
the submission form from which the matched object was generated to the applicable covered person (see
Stipulations Tab section, below). Note that stipulations can only be applied to an individual matched object, or to
two or more matched objects that are grouped together for processing.

Recall that stipulations can only be applied up until such time as a review process is assigned to at least one
matched object on the form. If one of the matched object(s) has been assigned a review process, a warning
message popup displays to advise the user that one or more matched objects have been assigned a review
process and the “Return Form for Corrections” outcome is not available.

After the warning message closes the user must choose a different Review Outcome to proceed.

Stipulations Tab
The Stipulations tab functions the same as in the Study side (IRB), allowing the user to send the covered person
stipulations linked to the form. Stipulations and responses from any previous submission are also displayed here.
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Covered Person: Admin Admin admin Mr, B.S. Brig. Gen.
My Workspaces [ |Match Object Number: 004467 coI
Review Round Number: 1

Match Review for Covered Person Admin Admin admin Mr,

B.S. Brig. Gen.

Covered Person Submission History

prntFrendy | [ Adamutiple | [ adanew | [ agdpre-cetnes

Match Summary

[~ Stipulations to be sent for Response W
Internal Documents

Review Assignment Sorti o o Link T
N““::gr Stipulation Type Follow-up Due |Stipulation Cm:":m":“l

Correspondence

Review Checklist & No Stipulations entered

Comments

Review Discussion

Meeting Vote [~ Stipulations with the responses from the previous submission &

Outcome No response Stipulations entered

Stipulations

Outcome Letter

Outcome Sent

Just as when adding a stipulation on the study side, a text editor is provided for entry of stipulations and
association to specific sections of the submission form.

Save the Stipulation

Stipulation Information: * Stipulation Content

“Stipulation Type:

Stipulation must be addressed ~

P B I u 5 Xz x2 Verdana - 1 - & I~ - =~ =~ =~

lil
&
5]

Select the components to be modified with
his stipulation:

() Attach Component(s) to the Stipulation

Mo submission components have been associated yet.
Please click on the green add button to associate your
Stipulation(s).

Add Component(s)

Note that the user can also comment directly on a question on the form; in that case the comment automatically
populates in the Stipulations tab.

Management Strategies

If the Covered Person associated with the conflict match needs to adhere to a Management Plan, the
Management Strategies tab populates in the menu. From this page, it is possible to create the strategies to be
merged into the Management Plan. Each strategy is added to the list as a separate line item.
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I Add Multiple Strategies ] I Add a New Strategy } [ Add Pre-defined i ] [ Save

Match Summary

Review Assignment

Correspondence

Review Checklist &
Comments

Review Discussion

Meeting Vote

Internal Documents Management Strategies

Sorting |Management Strategies |Management

Number|Type Strategies Category B L
Strategy must be N/A Significant Financial Interest (no FCOI)
= addressed
A Strategy must be N/A Yes
=) addressed
y Strategy must be N/A Yes

addressed

Outcome

Management Strategies

Internal Routing

Management Plan &
Qutcome Letter

Outcome Sent

=000

+1

There are four ways to populate the page with management strategies.

1. Strategies merg

ed from the Outcome tab. The screenshot above shows strategies that were

merged in from the Outcome tab.

2. Add Multiple St

rategies — Click this button to add multiple strategies at once.

i b : : i
iRIS y edRIS Account: Admmlstram.r _ @Help & wyerofile + G Log out
Integrated Path: Home > match objects > match review
Research Information System
My Workspaces = Conflict of Interest Review Management Strategies n
I Save the Management Strategies I
Management Strategies Type: By Posting from MS Word a number formated list of Management Strategies iRIS will
T convert the list into multiple management strategy records.
Management Strategies Category: | +content
-

Copy strategies that have been formatted as a numbered list in a Word document, then
paste the copied, numbered list into the text editor box. Select a Management Strategies
Type and Management Strategies Category at left, then click the Save the Management
Strategies button to add the pasted list of strategies to the Management Strategies list.

There are three Management Strategy Types:

Strategy must

be addressed— the covered person must follow the strategy and respond to

the COI office with an acknowledgement

Comments that must be addressed— when this item is selected from the drop down list the
page refreshes, adding a field to specify a follow-up due date; the Covered Person must
respond to the item before the specified date, outside of the main management plan
follow-up due date (this is assigned when the management plan is sent to the Covered
Person, see the Outcome Letter section of this manual)

© 2020 iMedRIS Data Corporation 58




Conflict of Interest — Match Processing iRIS™ v12.01

*Strategy Type:

Comments that must be addrezzed

*Follow-Up Due

1000202013 'r

Comments— adds recommendations for the Covered Person; these comments are merged

into the Management Plan and require acknowledgement from the Covered Person

3. Add a New Strategy — click this button to manually enter a strategy line item

When this button is clicked a new page opens, allowing for entry of management strategy

text in a rich text editor. Select a Strategy Type and Strategy Category at left, then click the
Save the Strategy button to add the strategy to the Management Strategies list.

MiRIS " s Account: Administrat
ednls ccount: ministrator . My Profil -
Integrated Path: Home > match objects > match review ®HEID - e
Research Information System
My Workspaces & Conflict of Interest Review Management Strategies 0
Strategy Information: * Strategy Content
*Strategy Type: > B I u s = = Font Family - 12 - 8 [~ 9~ =+ =~ = . = =
Sirategy must be addressed
Q -
*Strategy Category: % Gal s
[=none-- ~] l

4. Add Pre-defined Strategies — if certain strategies are commonly applied, they can be saved to

the Pre-defined Strategies list under Review Board Administration > List Maintenance Setup
> Predefined Strategies.

When the Add Pre-defined Strategies button is clicked, a page listing all the predefined
management strategies opens. Select a strategy or multiple strategies, then click the Save
Selected Strategies button. The strategy is added as a “Strategy must be addressed” type.
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™iRIS " @ Account: Administrat
edgls ccount: ministrator " My Profile - -
Integrated Path: Home > match objects > match review @HEI" - My Fromie
Research Information System
My Workspaces & Conflict of Interest Review Management Strategies | |
Save Selected Strategies

List of approved canned Management Strategies

4 result(s) found...

Category Management Strategies

O This activity must be conducted on your personal time.
Any increases to your outside time commitment or compensation for this activity must be disclosed in iRIS within 30 days of the increase.

O

This approval is conditioned on the Office of General Counsel approving the written agreement you execute with the company for this engagement, if this
O has not already been done
O

You may not share any University proprietary information, only general, published knowledge in the public domain.

All strategies added, regardless of the method used to add them, appear in the Management Strategies table.

I Add Multiple Strategies ] [ Add a New Strategy ] [Mu Pre-defined Strategies ] [ Save Strategies ]

Management Strategies &

Sorting |Management Strategies | Management Follow-up _
Number |Type Strategies Category |Due e e
o Strategy must be N/A Significant Financial Interest (no FCOI)
= addressed
o Strategy must be N/A Yes
[==3) addressed

Strategy must be N/A Yes

o = addressed
ttt

Click the Delete icon next to the appropriate strategy record to delete that strategy item.

Click the icon in the Edit column next to the appropriate strategy record to open the strategy item for
modifications.

Strategies are displayed in the order added. To reorder them, change the numbering in the Sorting Number
column to specify sort order, then click the Save Strategies button.

Note: The Covered Person receives a task on their home page regarding the management plan; see the COI
Assistant — For Covered Persons manual for additional details on how this process functions from their side.

Internal Routing

The Internal Routing tab within a submission is a very useful tool for COI Analysts, who can use this tab to route
the conflict match internally, any number of times, all at once. Internal Routing can be used to show a
Chairperson a specific match review or to have a specialty reviewer view the conflict match.
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Match Summary

—Internal Review Routing )
Internal Documents

FETE, BT TS @Assignment notes:
Correspondence

Have you completed your selection of required Yes
Review Checklist & routings? ®Ne

Comments

Review Discussion

Outcome

Internal Routing

Qutcome Letter

Outcome Sent

Mo Submission Reouting entered

The Internal Routing tab allows for routing notes on the match. Click the Assignment notes link to add these

notes.

x

s B T U & x2 x* Verdana - M -~ & v I = =~
(o}
= - E % [ > B =)

The Pfizer stock will be passed into a blind trust, per Dr. Pham.

We have asked for a confirmation letter from Dr. Pham's financial advisor when the transfer is complete.

The Assignment Notes are added to the Internal Routing page and are included when Submission items are

routed.
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Save Routing List

—Internal Review Routing €0

The Pfizer stock will be passed into 3 blind trust, per Dr. Pham.
Bassignment notes:
We have asked for a confirmation letter from Dr. Pham's financial advisor when the transfer is complete.

Have you completed your JYes
selection of required routings? g,

[ Add Review Board Routing ] [ Add Non-Review Board Routing ]

Assignment Comments

Date Completed

No Submission Routing entered

This page is used to create the list of users whose reviews are needed to complete an internal signoff on the
Conflict Match.

Click the Add Review Board Routing button to add Review Board members. This creates a row allowing for
selection of a Board Member from a drop down list (red arrow in screenshot below), and to optionally set a Role
for the Board Member (blue arrow in screenshot below). Click the Save Routing List button to save changes.

l ‘Save Routing List l

—Internal Review Routing {3

The Pfizer stock will be passed into a blind trust, per Dr. Pham.

@Assignment notes:
We have asked for a confirmation letter from Dr. Pham's financial advisor when the transfer is complete.

Have you completed your selection of - Yes
required routings? ® no

[ Acd Review Board Routing | [ Add Non-Review Board Routing |

Assignment Comments

User Comments

Assignment Comments:
-

User Comments:

To enter reviewer-specific assignment notes (optional), click the Assignment Comments button above the user’s

name.

A text editor opens. Enter desired comments and click the Apply button to save changes and return to the
Internal Routing tab. Click the Cancel button to close the text editor and return to the Internal Routing tab
without adding comments.
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Enter the routing notes.

& B I u S x £ Verdana - 11 -

= - E % = 2 > B o

If you have questions about the COI form, Bob has made himself available to offer help)

The entered comments populate to the right of the Assignment Comments link. These comments are specific to

the user and populate in the assighnment when the user opens their task.

— Internal Review Routing ()

. The Pfizer stock will be passed into a blind trust, per Dr. Pham.
Assignment notes:

Have you completed your selection of -/ Yes
required routings? ® No

We have asked for a confirmation letter from Dr. Pham's financial advisor when the transfer is complete.

Assignment Comments

User Comments

Assignment Comments:

User Comments:

Add Review Board Routing I Add Non-Review Board Routing I

If you have questions about the COI form, Bob has made himself available to offer help.

--none-- hd

Click the Add Non-Review Board Routing button to add someone who is not a Review Board member to Internal

Routing. The Search User Directory page opens, allowing for look up by Last Name, First Name, Department, or

any combination of all three.

My Workspaces & Conflict of Interest ea er Directo
Last Name: (You may enter a partial name to search)
&5 oirectory Browse/Find: FirstName: [ |

4

Save Selected User(s)

by Department: [All Departments

~

o jJv] 38

Harper, Jill M, M.D., PhD

IJHarp@msc.edu
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Click either the Save Selected User(s) button or the Select User icon (green checkmark in the Select User
column) to add an individual person to Internal Routing.

If the search has returned multiple users to be added to Internal Routing, select the checkbox in the Check for
Multiple column next to each name to be included, then click the Save Selected User(s) button to add the
names and return to the Internal Routing tab.

‘Bave Routing List

Internal Review Routing {3

5 The Pfizer stock will be passed into a blind trust, per Dr. Pham.
nssignment notes:
We have asked for a confirmation letter from Dr. Pham's financial advisor when the transfer is complete.

Have you completed your selection of "' Yes
required routings? ® no

[ Add Review Board Routing | - || Add Non-Review Board Reuting |

Assignment Comments

User Comments
0 El If you have questions about the COI form, Bob has made himself available to offer help.
Il.lser Comments:
0 El Assignment Comments: I
Harper, Jill M, M.D., PhD —none-- e

User Comments:

Each name added populates in a separate row and has the same Assignment Comments button available to add
comments specific to each person.

Routing occurs in the order indicated by the numbers entered in the Order Number column, with the lowest
number (zero) being first in the routing order. One (1) is next, followed by two (2), and so on.

When the user with the lowest order number completes the assigned routing, the next user in the order on the
list is notified for signoff. This process continues until the list is completed. Users with the same order number
receive the notification at the same time.

The list can be re-ordered by changing the numbers in the Order Number column. If a user who has already been
notified is subsequently deleted, the user with the next highest order number is notified. This keeps the
submission moving in the event a user does not sign off in a timely manner.

Beneath the assignment notes display there is a Yes/No question (red arrow in screenshot below): Have you
completed your selection of required routings? The default answer selection is “No”.

I Save Routing List I

Internal Review Routing )

The Pfizer stock will be passed into a blind trust, per Dr. Pham.
@Assignment notes:
‘We have asked for a confirmation |etter from Dr. Pham’s financial advisor when the transfer is complete.

Have you completed your selection of JYes
required routings? ® No
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When changes to the routing list are complete, click to select the “Yes” radio button and click the Save Routing
List button.

Internal Routing Task
When a user has been notified of an Internal Submission Routing Signoff assignment, upon logging into iRIS™
they will find an Internal Submission Routing Signoff task on their COl Workspace home screen.

All Tasks Outstanding Completed n
Task List:
4 result(s) found... 1-4
pesehe
5 i o 08/29/2019 Janice Phelps has been assigned to Administratively
| (>4 Internal Submission Routing Signoff 04:05 PM PDT review the submission

To complete their review, the user clicks the icon in the Click to Open column to open a Review validation page.

The page includes sections for Match Object(s) under review, Assigned Reviewers, Management Plan Document
details (if applicable), Response Letter details (if applicable), and Outcome. Only the first section is shown in the
screenshot below.

My Workspaces = Conflict of Interest

List of Match Object(s) for Review &

_— e
Show Form: @ -~ Show Form: /A
Covered Person's Name: Pham, Xugen, M.D. Covered Person’s Name: General Hospital
Reported Interest Type: Financial Interest Reported Interest Type: Financial Interest
Reported Interest Third Party: 3-M Pharmaceuticals Reported Interest Third Party: 3-M Pharmaceuticals
Business Status: In Database, not white- or blacklisted, Subrecipient
Reported Role: KDM - Not a Board Member Reported Role:
Reporting Action: Individual Annual Reporting Form Reporting Action: Project Application
e 05/16/2019 e 05/14/2018
D 11:28:40 AM PDT e 12:13:11 PM PDT
Interest Ref Number: 000636 Interest Ref Number: 000181

Protocol Number:
Project Status:

Assigned Reviewers &

After completing their review of each applicable section and object, the user scrolls down to the Internal
Submission Routing block at the bottom of the form.
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[~ Internal Review Routing &

Add Routing H Remove Routing H Save Routing

Submission RoUting: | pgigned Analyst : Umgawe, Sofi L

The Pfizer stock will be passed into a blind trust, per Dr. Pham.

Assignment notes

We have asked for a confirmation letter from Dr. Pham's financial advisor when the transfer is complete.

Assignment comments

Assiamede Assianed From _m Complcted

Assignment Comments: 1f you have questions about the COI form, Bob has made himself available to offer help.

Phelps, Janice ini --none-- . C
Ip: Administrator none- 08/29/2019 Complete: () yes ® no

User ID:

D —

This Requires your electronic
Signature. If Completed, Please
enter your User ID & Password

1 [ Assignment Comments:

Harper, Jill M, M.D., PhD Administrator --none--

User Comments:

From this area, the user can indicate whether they are finished with the review.
The user can add more routing tasks, if needed, by clicking the Add Routing button.

The user can remove a routing task by selecting the checkbox to the left of the routing item and clicking the
Remove Routing button.

If the user needs to comment back to the Analyst, they can click on the User Comments button to open the text

editor.
Enter the user comments. ﬂ
<L B I Uu & x x Verdana ~ 11 -~ 4 1~ v =~ =~
— (o]
= - =E % [ -4 = D

Direct any Interest 2 questions on this to me, please.
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Any user comments added are reflected in the User Comments area of Submission Routing, as shown below
(red arrow).

[~ Internal Review Routing &/

Add Routing || Remove Routing || Save Routing

Submission Routing: nccigned Analyst : Umgawe, Sofi L

The Pfizer stock will be passed into a blind trust, per Dr. Pham.
Assignment notes :
We have asked for a confirmation letter from Dr. Pham's financial advisor when the transfer is complete.

Assignment comments

Aesigned To Acsigred From moe et et J——

User comments

Assignment Comments: If you have questions about the COI form, Bob has made himself available to offer help.

Phelps, Janice Administrator —-none-— 08/29/2019 Complete: ®ves O no

S —

This Requires your electronic
Signature. If Completed, Please
enter your User ID & Password

Direct any Interest 2 questions on this to me, please. «
O Assignment Comments:

Harper, Jill M, M.D., PhD Administrator --none--

User Comments:

Before the task can be removed from the user’s home screen, the user must indicate “Yes” in the Complete box,
enter their login credentials (if required) and click on the Save Routing button.

When all users assigned to the Internal Routing have completed their routing assignments, the Analyst for the
match review receives a notification from the system as well as a home page task. When the task is opened, the
Analyst is returned to the Internal Routing tab.

[~ Internal Review Routing )

The Pfizer stock will be passed into a blind trust, per Dr. Pham,
Blassignment notes:
We have asked for a confirmation letter from Dr: Pham's financial advisor when the transfer is complete.

Have you completed your selection of required routings?

[ Add Review Board Routing ] [ Add Non-Review Board Routing ]

Date Completed

Assignment Comments: If you have questions about the COI form, Bob has made himself available to offer help.
08/29/2019 08/29/2019
User Comments: Direct any Interest 2 questions on this to me. please.
1 Harper. Jill M. M.D., PhD 08/29/201% 08/29/2019
User Comments:

From here the Analyst can see when the users completed their assignments and if they have included any
comments. The Analyst can also use the Add Review Board Routing or Add Non-Review Board Routing buttons
to add more routing tasks.

Outcome Letter

This tab allows the Analyst to create a Management Plan and/or an Outcome Letter to send to the Covered
Person or other individuals as needed. Depending on the outcome assigned, the tab may read Management Plan
& Outcome Letter or just Outcome Letter.
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Match Summary

Internal Dy

Plan Document &

Review Assignment

Select a Plan Template: |-none-- e

Correspondence

omeo chebicen Create Management Plan

Review Checklist &
Comments
Review Discussion i

Delete | Send | Edit/View Signature

Required

Qutcome
T [ e No Plan have been created for this review.
Outcome Letter
Qutcome Sent

Response Letter

Select a Letter Template:

Creale Response Letter

Delete | Send | Edit/View | Title Signature

Required

No Letters have been created for this review.

This page is broken up into two parts, Management Plan Document and Response Letter.
The Management Plan Document can be created to pull in the Management Strategies added earlier.

To create the Management Plan, begin by selecting a template from the Select a Plan Template drop down list in
the Management Plan Document area. After the template is selected, click the Create Management Plan
button.

Management plan templates are created under Review Board Administration > System Setup > Setup
Management Plan. There is no limit to the number of templates that can be defined.

After the Create Management Plan button is clicked, a text editor page is displayed. The text editor contains an
editable version of the management plan.

My Workspaces & Conflict of Interest Management Plan | <]
Save Management Plan Changes
Reference Number: HTML Content | Check In/Out |
317
Assign Analyst: s B I U & x x* TimesNewRoman~ 14 - & [+ q+v S~ 5~ =~ E % @ o =
Sofi L Umgawe
Does this plan require signature signoffs? 5 =0
Cves ®no

August 30, 2019

Xugen Pham, MD.

RE: Ref# 000636 Conflict of Interest Matched Object

When changes in the text editor are complete, click the Save Management Plan Changes button. When the plan
is saved, the Check In/Out tab populates with Download Document and Upload Document buttons the Analyst
can use to complete editing of the plan offline, then upload a revised version to the system later.
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HTML Content Check In/0Out

Use "Download Document” to download the file to your workstation to edit the contents.

Use "Upload Document..." to find the edited file on your workstation and replace the previous version.

I Download Document |

‘ Upload Document... ‘

To the left of the text editor page is the match information (Reference Number and Assigned Analyst). To require
signature signoffs for this letter, select “Yes” under Does this plan require signature signoffs? When this is done,
another field populates as shown below:

Does this plan require signature signoffs?
®ves I No
Is batch signoff applicable?

_¥es ® No

Batch signoff allows a user to sign more than one letter at a time. If this is applicable, select “Yes.”

If the signature signoff was set to “Yes,” the user is redirected to the Submission Plan Signoff Routing List page
when the Save Management Plan Changes button is clicked.

My Workspaces = Conflict of Interest Submission Plan Signoff Routing List

I Add Review Board Signoft I I ‘Add Non-Review Board Signoft I I Delste Selected Signofi(s) ] [ Save Signoff List ]

Reference Number: 317
Submission Type: Imputed
Letter Name: COI/C Notification
O Yes

Have you completed your selection of required signatures? -
® No

ed |Include

Signoff | Approv Date Received Date Completed

Signature|Change |
Mo Personnel have been designed to signoff

There are two ways to add a user to approve and signoff on the letter: via the Add Review Board Signoff button
or the Add Non-Review Board Signoff button.

When clicked, the Add Review Board Signoff button adds a row to the signoff block enabling the user to choose
any COIl Board member.

Date Received Date Completed

Varda, Margo
Thompson, Eric

When clicked, the Add Non-Review Board Signoff button opens the Search User Directory form, enabling the
Analyst to choose any user in the iRIS™ database and add their name for signoff, regardless of Board member
status.
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My Workspaces ® Conflict of Interest Search User Directory 4]

Save Selected Usen(s)
Last Name: (You may enter a partial name to search)
& oirectory Browse/Find: Frsthame:| |

by Department: [All Departments -

O ¢ 3 Harper, Jill M, M.D., PhD IHarp@msc.edu

Selecting a user from the list in the search form and clicking the Save Selected User button adds a row to the
signoff block with the selected user’s name.

After selecting the users required to sign off, their records appear as shown in the screenshot below.

My Workspaces = Conflict of Interest Submission Plan Signoff Routing List

[ Asa Review Boara Signont | [ Ada Non-Review Boara signo | I Delete Selected Signofis) I Save Signoff List

Reference Number: 317
Submission Type: Imputed
Letter Name: COL/C Notification

Have you completed your selection of required signatures?

ame
EROE ) —
5

Order Number — specifies who receives the signoff task first; users with the same order number
receive the task at the same time

Name — name of the user (selected from the drop down menu) who must sign the outcome
letter

Signoff — if the logged in user is assigned this signoff task, the writing hand icon next to the

user’s name darkens ( E‘ﬁ )Jand the user can sign off on the letter by clicking this icon
Approved — status of the letter after the user has approved or denied it

Include Signature — if this field is set to “Yes,” the user’s electronic signature is required when
they approve the letter

Allow Change — if this field is set to “Yes,” the user designated for signoff is allowed to edit the
letter

Date Received — date that the user receives the letter for signature
Date Completed — date that the user applies their electronic signature
Comments —comments the user may have entered upon sign off

To delete a user previously added to the signoff block, click to select the checkbox next to the applicable name,
then click the Delete Selected Signoff(s) button.
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Once all selections are made, click “Yes” in the Have you completed your selection of required signatures? field
and click the Save Signoff List button. A notification is sent to the first user selected for signoff.

Navigating back to the Outcome Letter tab, the newly-created Management Plan is added to the list.

Internal Dx a Plan Documen it &

Select a Plan Template: [-none— ~

e Create Management Plan
Review Checklist &

Comments

Review Discussion

Outcome
N =1 - COL/C Notification Routing Complete B
|mnternal Routing E Send L= |Version 1 Yes Waiting to be sent “3) ‘

Outcome Letter

Outcome Sent

Other Outcome Letters can be added in a similar fashion. The Send button is dimmed until routing signoff is
complete. In the example shown above signoff is complete so the Send button is lit and accessible.

A letter can be deleted by clicking the icon in the Delete column for that letter. Additionally, the letter can be
routed for further signoff by clicking the Route Signoff icon.

A letter can also be copied. When a letter is copied it defaults to require no signatures for signoff, so any desired
routing must be manually added. In addition, the Send button is lit and accessible for the copy and its status is
set to Waiting to be Sent.

Management Plan Document &

Selecta Plan T —none— ~

Create Management Plan
Delete | Send | Edit/View | Title
Ell y COL/C Notification
o Send {3 Version 2 No Waiting to be sent
3 COL/C Motification Routing Complete
Yes 2
Send’ = Wersion 1 Waiting to be sent -e

It is possible to generate an Outcome Letter using the drop down menu in the Response Letter area of the
Outcome Letter tab. The templates available in the Select a Letter Template drop down list are configured within
Review Board Administration > System Setup > Setup Outcome Letter Templates.

Response Letter &

Select a Letter Template:

Create Response Letter

Delate | Send | Edit/View | Title

No Letters have been created for this review.

Outcome Letters are generated the same way that the Management Plan Document is created and can also be
routed for signatures.
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Internal Documents
Review Assignment
Correspondence

Review Checklist &
Comments

Review Discussion
Outcome

Internal Routing
Outcome Letter

Qutcome Sent

~Management Plan Document &

Select 2 Plan Template: [-none— o

Create Management Plan

Signature

red | Status

Requit

= | COV/C Notification -
0 s.'“,l B emianz No Waiting ta be sent
o == - COL/C Netification Yes Routing Complete S%
Send =) |version 1 Waiting to be sent b
[ Response Letter U
Select 3 Letter Template:
Creale Response Leiter

Routing Complete Waiting to be sent ‘;3

o = Conflict Approved Yes
Send [Sd ) Version 1

Management Plans and letters are sent from the Outcome Letter tab (shown above), or they can be bundled

with Management Strategies (where applicable) to be sent to the Covered Person.

Note: If the Management Plan Document and Outcome Letter are sent from the Outcome Letter tab it will not be

possible to include them in the bundle, this is an either-or selection.

Outcome Sent

Once the review process for a conflict match is complete, navigate to the Outcome Sent tab to send the

Management Plan and any other letters to the Covered Person along with any Management Strategies.

Match Summary
Internal Documents

Review

[ Outcome &

Review Outcome: Approved

Correspondence

Review Checldist &
Commes

Review Discussion
Qutcome

Internal Routing
Qutcome Letter

Outcome Sent

[~ Review process summary W

Date Completed

Round Number Meeting Date Date Received

No Review history for this review.

| to Receive Notification &

Add Personnel

™~ Management Plan Document &

Attach to Response E-mail |Management Plan

O COL/C Notification

[~ Response Letter U

Attach to Response E-Mail |Response Letter

| Conflict Approved

[~ Email Notification &

|| Generate Response Message

Email notificati —none—

The Outcome selected on the Outcome Letter tab displays in the Outcome section at the top of the page.

If the Outcome does not require a management plan no Follow-up Due date field appears in the Outcome

section, as shown in the previous screenshot.
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If the Outcome requires a management plan a Follow-up Due date field is added to the Outcome section, as
shown below.

Outcome W

Review Dutcome: Management Flan Required

Follow-up Due: (077242015 | [=l+|

The Review process summary table section is next, beneath the Outcome section. If this is the first round of
review for the conflict match, this table is blank. Later, if a match needs to be reviewed again after a response to
management strategies is received, this table populates with information from the previous round of review.

Review process summary W

Round Number Review Process Meeting Date Date Received Date Completed

Mo Review history for this review.

The Personnel to Receive Notification section is next, beneath the Review process summary section. Here, it is
possible to specify a user or users to receive the management plan or outcome letter. The system auto-populates
the Covered Person and flags them as “Response Required” if the outcome is to send a Management Plan. If the
outcome is approved, the Covered Person defaults as the primary recipient.

Personnel to Receive Notification &

Add Personnel

Click the Add Personnel button to add more recipients for the Management Plan Letter and/or Outcome Letter.
The Search User Directory page opens, enabling user lookup and selection. Search and find the user, then click
the Select User icon (green checkmark in the Select User column).

My Workspaces & Conflict of Interest

Search User Directory 0
Save Selected User(s)
Last Name: (You may enter a partial name to search)
8 oirectory Browse/Find: FirstName:| |

by Department: [All Departments

Check for

Select
Multiple ar

o Training |User Name Department Email

] 4, fj Harper, Jill M, M.D., PhD IHarp@msc.edu

Back on the Outcome Sent tab, the user is added to the table of Personnel to Receive Notification section.
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Personnel to Receive Notification &

Add Personnel

Response Required

0 (®) Ron Dix, M.D.
[x] o

Jill M Harper, M.D., PhD

More than one user can be selected to receive the letter when saving the Outcome Sent tab, but a response is
only required from one user. This means that the system creates a task on that user’s home page allowing them
to respond to the management plan. Any other user listed here receives a notification from the system, but not a
task. It is typical to indicate that the response is required of the Covered Person.

Remove a user from the table by clicking the corresponding Delete icon for the user in the far left column.

Any Management Plan documents created in the Outcome Letter tab populate in the Management Plan
Document area. Click the Attach to Response E-Mail checkbox next to the document to include it in the
response.

Management Plan Document &

Attach to Response E-mail |Management Plan

O COI/C Notification

Any Response Letters created in the Outcome Letter tab populate in the Response Letter area. Click the Attach
to Response E-Mail checkbox next to the document to include it in the response.

Response Letter W

Attach to Response E-Mail |Response Letter

O Conflict Approved

If the Management Plan or Outcome Letter has been sent from the Management Plan / Outcome Letter tab it is
no longer possible to attach the item to the response being sent back to the Covered Person.

The last section on the Outcome Sent tab is Email Notification. Select a template from the Email notification
template drop down list.

The templates in this drop down list are configurable and are set up under Review Board Administration >
Review Board Notification Setup > Response Notifications. There is no limit to the number of templates that can
be added, but only one can be selected to generate a response message for each match.

Email Notification &

Email notification : | COWC v\[ Generate Response Message ]

After selecting a template from the list, click the Generate Response Message button. The rich text editor opens,
containing the contents of the selected template. This template can contain merge codes to pull in information
related to the specific match being processed.
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The text pulled in with the template can be modified as desired in the text editor.

Save the Response Message

T CUTC NGTEaTon

Response Letter &

Response Letter
| IH Conflict Approved

Email Notification &

Email notification template: [—none-- ~ |[ Generate Response Message }

el

« B I U & =x x Font Family > 12 ~ & I~ 9~ =~

Ey Er E =E % o = =]
The Conflict of Interest and Commitment Committee (COICC) has issued its approval and management plan decision regardin

g your recent Disclosure of Financial Interest(s) or Request for Approval of a New Qutside Commitment.

When changes (if any) to the notification are complete, click the Save the Response Message button at the

upper right of the page. The response can now be completed back in the Outcome section at the top of the
Outcome Sent tab.

Save the Response Message

Qutcome W

Review Outcoma: Approved Conflict processing complete: E

A confirmation prompt message dialog appears, as shown below.

This site says...

Confirm sending the Motification?

By selecting 'OK' signifies that the COI office has completed the
review.

This review will be locked until the designated recipients have
responded.

OK Cancel

Click OK to send the response. Click Cancel to return to the Outcome Sent tab without sending the response.

The system attaches any Management Strategies and the Outcome Letter to the email template generated by
the system. The email is sent to anyone selected in the Personnel to Receive Notification table. The conflict
match is then locked against further edits.

If a Management Plan is listed as required in the applicable Outcome tab, a new Management Plan Response
tab populates beneath the Outcome Sent tab (see the Management Plan Response section of this manual).
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If the conflict match is approved, the pages are set to read-only and the review is complete in the system.

Note: In some cases, it is possible to undo the completion of the conflict match: if the match is assigned to a full
board review and the meeting minutes for that meeting date have not been finalized, or if the conflict match has
been processed as Expedited or as Administratively Processed, it is possible to deselect the Conflict Processing
complete checkbox. Setting the match back to an editable state should only be used when absolutely necessary,
because the applicable letters and response message is again bundled and sent to selected recipients when the
checkbox is again marked as complete.

Management Plan Response
When the Covered Person has replied to the Management Plan Response, the assigned Analyst receives a
Conflict Response Complete task on their home screen.

Opening this task opens the Management Plan Response tab for the conflict match.

I Process Response from COT Response

D S Management Response U

Internal Documents 1. You will need to sell all of your stacks.
Review Assignment * Do you accept the Management Strategy? (provide explanation)
R —— Response: Yes Response Detail: The stocks will be sold prior o study launch

Review Checklist &
Comments

Review Discussion N
Conflict Resolution &
Outcome
Management Strategies Status Conflict: @® Yes it can be closed O No still in progress () No must be reviewed again

Internal Routing

Management Plan &
Outcome Letter

Qutcome Sent

Management Plan
Response

This page summarizes the response from the Covered Person in the Management Response table. Any
Management Strategies are listed, along with the Covered Person’s response to each strategy and any details
provided.

After reviewing the Covered Person’s response, it is possible to specify how to further process the match review
in the Conflict Resolution section (shown in screenshot above). If the response from the Covered Person is
satisfactory, select the first radio button, “Yes it can be closed.” If more time is needed to review the response,
leave the selection for “No still in progress” in place. If further processing is needed for the conflict match, select
the “No must be reviewed again” option. After a selection is made, click the Process Response from COI
Response button to complete processing.

If a status of “Yes it can be closed” is selected for the match, the system closes out processing for this match
review. No further action is necessary.

If a status of “No still in progress” is selected for the match, processing remains in the Management Plan
Response tab until status for the match item is updated.

If a status of “No must be reviewed again” is selected for the match, the system reopens the match for a new
round of reviews in the Match Summary tab of a new review round (shown in screenshot below).
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My Workspaces =

[Covered Person: Pham, Xugen, M.D. )

Match Object Number: 000340 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | <]

Review Round Number: 2

Match Summary List of Match Object(s) for Review

Regelz Az Show Form: @ - Show Form: @

Covered Person's Name: Pham, Xugen, M.D. Covered Person's Name: General Hospital
Reported Interest Type: Financial Interest Reported Interest Type: Financial Interest

Reported Interest Third g Reported Interest Third
Party: 3-M Pharmaceuticals e

3-M Pharmaceuticals
Business Status: In Database, not white- or blacklisted, Subrecipient

Reported Role: KDM - Not a Board Member Reported Role:

Reporting Action: Individual Annual Reporting Form Reporting Action: Study Application

05/16/2019 ced: 04/03/2019
11:28:40 AM PDT e 3:34:05 PM PDT

Interest Ref Number: 000636 Interest Ref Number: 000551
Protocol Number: IRB-19-122

Date Submitted:

Alternatively, the match review can be looked up by Reference Number in the Assigned tab of the Document
Management dashboard.

When a match review is opened, it loads in the Match Summary tab.

At the top of the page in the example above, the Review Round Number reads “2”, meaning this is the second
round of review for this Conflict Match.

The match review processing can continue as needed via the Review Assignment tab by assigning a review
process and reviewers if needed.

In that case, processing continues from here as with the first round of review.

Upload Evidence to Management Plan Response Task / View from Board Side

Covered persons can now view a Form Name associated with the COI task the user has been sent by the COI
Analyst at the top of the page under Matched Object Number/Group Name, and a Show Form button has been
added to provide the Covered Person with access to the original form screen associated with the task.

Also, a new upload document table has been added to the Management Plan Response page to enable the
Covered Person to upload evidence of a conflict response when applicable.

Documents uploaded by the covered person display as a read only table when viewed by the COI Analyst,
enabling the Analyst to view evidence documents while processing responses.
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Response to Conflict of Interest Management Plan: Admin Admin admin, B.S. Brig. Gen.
Matched Object Number/Group Name: 004458
Form Name: Annual COI Form
Management Plan Document
Click to open the Management Plan Management Plan Title

Management Plan

Management Strategies
Plan Document

1. Protocol 3G

* Do you accept the Managemergtrategy™iorpvide explanation

Management Plan Respanse
: Fictiame | D | e
Upload Evidence [If .

Applicable}: o ¢ 02j03/2020 Fespenseto GOl
Plan Doc

Plzn Doc

By providing your electronic signature, you indicate you will follow the L= D l:l

RLEES S

My Workspaces = Conflict of Interest Forms Management Plan Response n Back

[ Return Management Plan Response I

If the COI Office/analyst sends a response to a user’s COl submission, the user receives a task on their home page

under the Respond to Conflict Management Plan group as shown in the screenshot below.

All Tasks Outstanding Completed

11266 result(s) found...

Task List s [T |

1-100p

m e oo et

07/20/2020
04:10 AM PDT

Animal Schedule - Overdue Task

07/18/2020
04106 AM PDT

Animal Schedule - Overdue Task

p 07/17/2020
Respond to Conflict Management Plan - View Details t1rae apn ot
07/17/2020

Respond to Conflict Management Plan - View Details 00136 AM POT

O O OO O

07/16/2020

Waiting Submission 12:29 PM PDT

Clicking on the task opens the Management Plan Response page, which lists Management Plan Document(s)

(including any Outcome Letter generated) and Management Strategies.

Animal Schedule - Service: Computer maint

Animal Schedule - Service: Computer maint

COI Committee Committee 1 returned the submission with the outcome of Management|

COI returned the submission with the outcome of Management Plan

Initial Review Submission Form Real is waiting to be submitted

When the Covered Person has replied to the Management Plan Response, the assigned Analyst receives a
Conflict Response Complete task on their home screen. Opening this task opens the Management Plan

Response tab for the conflict match (shown in screenshot below).
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Coverad Person:  Admin = M5 Brig. Gan.
My Workspaces = Match Object Number: 004458 Match Review for Covered Person Admin s Mr, Brig. Gen.
Review Round Number: 1

Covered Person Submission History

Process Response from COI Response ]

Match Summary Management Response O

Internal Documents

Review Assignment
accept the Management Strategy? (provide explanation)

Correspondence Response: Response Detail:

Review Checklist &
Comments

5 " View the
Review Discussion Py
Er ... . L ]
CuiErms €Ol Management Plan Document Response to COl management plan doc = 02/03/2020
Management Strategies Ol Management Plan Document Revision Edited version of the management plan  05/03/2020

Internal Routing

Management Plan &
Outcome Letter

Conflict Resalution &
Outcome Sent
Management Plan Status Conflict: (U ves it can be closed ® o still in progress () No must be reviewed again
Response

The screen above summarizes the response from the Covered Person in the Management Response table. Any
Management Strategies are listed, along with how the Covered Person responded to each strategy and any
details provided.

After reviewing the Covered Person's response, the Analyst can specify how to further process the match review
in the Conflict Resolution table depending on the response of the Covered person.

After the right selection has been made, the Analyst clicks the Process Response from COIl Response button.

If the status of the conflict is closed, the system closes processing for the match review.

COI Management Plan Follow Up

Management Plan Follow Up

Beginning with iRIS™ version 12.01 it is possible to configure the system to automatically send a Management
Plan Follow-up Task/Form to a Covered Person a specified number of days after a Matched Object is closed
under the Management Plan Response link.

A “Management Plan Follow-up” form type has been created to be generated by the system the specified
number of days after the Matched Object is closed. The Management Plan Follow-up Form includes access to the
original management plan(s), response(s), and any applicable outcome letter(s).

When the user selects the "Yes it can be closed” radio button under the Conflict Resolution box within the
Management Plan Response link, a new show/hide logic field appears under the Status Conflict field called
“Send Management Plan Follow-up Task/Form” (shown in screenshot below).
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[Covered Parsom:  Admin Admin sdmin W; 6.5, 8rg. Gen
My Workspaces =) [ Match Object Number: 004455 Match Review for Covered Person Admin Admin admin Mr, B.S. Brig. Gen.
[Review Round Number: 1

Covered Person Submission History

Review Checklst &
Comments.

Internal Routing

Management Plan &
Outcome Letter Confict Resolution ©

Outcome Sent
Status Conflict: @ Yes it can be closed () No still in progress ()No must be reviewed aga:

Management Plan
Response Send Management Plan Follow-up Task/Form:  ® Yex

When “Yes” is selected for Send Management Plan Follow-up Task/Form, a new field populates beneath it
(shown in screenshot below) to indicate the number of days after the matched object is closed to send the
Management Plan Follow-up Form. The field pre-populates from the number of days configured in the COI
Follow-up Report notification type (under RBA > Notifications > Conflict of Interest Follow-up Report
Notifications Setup link), but allows the user to override the number of days if desired. See the COI —
Notifications manual for more information about the new COI Follow-up Report notification.

Match Review for Covered Person Admin Admin admin Mr, B.S. Brig. Gen.

e Send Management Plan Follow-up.

‘send Management Plan Follow-up Task Form in: 5§ Daysater Matched Objectis cosed

When the nightly thread runs it identifies Matched Objects closed the specified number of days from the current
date. If “Yes” was selected for Send Management Plan Follow-up Task/Form on a given item, either a Task/Form
is sent to the Covered Person (shown in screenshot below) OR a Follow-up Form/Task date populates in the
database the specified number of days from date closed when the status of the Matched Object is closed and
saved.
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All Tasks Outstanding Completed n
Task List: (21
Al Tasks Protocol Tasks Project Tasks
11323 result(s) found... q1-20p
Chick to apen Task Type Date Recerved Description
— o —— Acimin Admin admin, B.5. Brig. Gen. has been assigned as the Primary for an
O iewer Assignme il i e
— . e - Overue ok 08/11/2020
O Animal Schedule - Overdue Tas! oo
_ _ 08/10/2020 IR8 Board retumed the submission with the outcome of Approved Pending, assigned by
o [Pl Rspom Admin A admin, B.S. Brig. Gen.
O A chedule - Overdue Task pasa/2020 Animal Schedule - Procedure: Bandage Replacement
O Animal Schedule - Overdue Tas! oot Animal Schedule - Procedure: Bandage Replacement
_ 2020
= s
— 08/08/2020 Admin Admin admin, Brig. Gen. has been assigned a Management Plan Follow-up
O Conflict of Interest - Management Plan Fallow-up Task/Form 0122 A POT Task/Form
P oo adoic B < Boo con boc becn aeconcd oo the coab oo st Coce o

= 11:26 AM DT Tnterest Match.
-  denision Routing Souaf 08/07/2020 Admin Admin adm Gen. 2 Principal Investigator review and apply signoff,
o Submission Routing Signo 11:13 AM PDT assigned by A Brig. Gen
_ 08/07/2020 Admin Admin admin, B.S. Brig. Gen. has been assigned t submit IACUC polling vote
O TACUC DMR/FCR Polling Task Assignment oot aroT =
— - cuc R/ e A 08/07/2020 Admin Admin admin, B.S. Brig. Gen. has been assigned t submit IACUC polling vote
O TACUC DMR/FCR Polling Task Assignment o asroT -

11323 result(s) found... 411-20p

When “Yes” is selected for “Send Management Plan Follow-up Task/Form” and the Process Response from COI
Response option is also selected, the system automatically sends the Covered Person a Conflict of Interest
Follow-up Report Notification and subsequent reminders (where applicable) in the number of days specified in
the COI Follow-up Report notification / reminder.

After a Management Plan Follow-up Task/Form is submitted, it can be attached to the original Matched Object
that triggered it. When the user responds to a Management Plan by selecting the “Yes it can be closed” option
and also selects “Yes” for the Send Management Plan Follow-up Task/Form” option, a new Management Plan
Follow-up Task/Form link populates under the Management Plan Response link. A Response Letter can be added
and sent to the Covered Person, as well as additional recipients, under the Management Plan Follow-up
Task/Form link.
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