ZIRIS

Powered by iMedRIS

CONFLICT OF INTEREST ASSISTANT

Conflict Match Processing

Version 11. 02



COlI Assistant — Conflict Match Processing iRIS 11.02

Contents
114 4o o [V o1 4o ] o FE TR T T T T O O T TP ST U OV PTOUPPRTOPPPTOUPPOINt 3
(6e] 01 [To1 A1V - (o o 1= PP P TSP POPR PP 3
SUDMIISSION PrEIEVIEW....cuuiiiutiiiieiie ettt ettt ettt et st ettt e bt st e b e e sat e e bt e s a et e b e e sae e s b e e sbee s beesbeesabeenbeesabeebeenaneenbeesmeeennees 3
(@] =T 18 1] o o o 1T PP PPPPPPPPPN 3
=T =] P PPPP 4
LT =] PP PPPPRP 4
NV AL A = LR I = 1o T Y= 1Y/ - T J PRSP 5
0] o g 1T oY T @] g g oYY T=T ol 3PP 7
0] o 1T o Yo T [y ¥ 78RR SR 8
L T AV LAY Yol == o 1 = S P PP PUPPPPPPPNt 9
Y 101U =4 o T PUEEPRR 10
Fi¥e o I N oA Y T o TU - 4T o PSP 10
F XY o To T 1 =N 0o aa] oY o T=T o1 i (3 RS 11
P Lo I Y T Lo (oY a1 o TV = 14 o] o - U SUR PP 13
WiV Lol o oo 1] T a1 Te B ] o 1] = 4 o o TSP 13
0] oY 0 Ty oY T @oT 1 4 o] 1= TSR 14
NV Fo ) X3 =4 =T o SRR 16
L =T 1= 1] ot PP O POPPPPTPT 17
L L= =Ty PP 18
LCT Lo U1 o1 a1V = o [PPSR 19
(@10 T} L3 1 (o 11 ] o F PP PTSPPPPPPPN 19
PN [o I o G o 11T o TSR 20
(20T g Yo )Y/ i o] o T CT oYU o T SRR 21
(00T =T o To T o [T ol TSP PPPPPRRPNS 22
Fi¥e o B T N N T ] ST o] o T =T o T TSRS 22
Y YaF: Tod] o T 0T g =T oY) g Lo =T o o] O 25
N 1= 1T S UPSPUPRN 26
(00T 0 g] o] =1 =Yo Y/ - 1ol a =T I @ o] [Tt &SRR 26
Y=Y o Vo - [PPSR 27
o 1ol o =41 Y/ 1ol o 1= PRSPPI 27
Y Yol o YU T o F= Y V2SRRI 28
INTEINAI DOCUMEBNTS. ...ttt ettt ettt et ettt et e b e st e bt e s bt e et e e bt e e bt e bt e sabe e bt e saeeeabeesheesateesbeesateenbeesaeeenbeenneeenseennes 28

© iMedRIS Data Corporation 1



COlI Assistant — Conflict Match Processing iRIS 11.02

AT DOCUMEBNTS. ...ttt ettt ettt ettt et sb et et e bt e e a bt e b e e sat e e b e e sab e e b e e s ae e s b e e sse e s b e e ebeesabeesbeesabe e bt e sateebeesmeeenneen 29
A LA Y Ny T oY 0 =T o | S TPPPPPPP 31
ANAIYSE ASSIBNIMENT ... .. eiiiiiiiieie e e e e e e e e e e e e e e e e e eeeeesesa s teeteeaaeaeaeeaasanstateeaaaeaaeesessasssssanansaeasesessannsnssannnnaaeeans 31
DEterMINE REVIEW PrOCESS. .....ciiiiiiiiiee ittt ettt e e e e et e e e st e e e s e b et e e s e s ne e e e s e anreee e e anreeeeeanreeeeennreneesannneeees 31
AASSIEN REVIBWETS...ceiiiiiiiiiiiiiiiitette e et e e e ettt et e e e e e s sasa bt bt e eeeeeeessaasasbbebaaeaeeeesssasasssbesbaeaeeeesessasssssssseaeaeeeesssnnsansrnneaaeees 33
ROV I EW T ASSIENMIMEBNTS. c.eiiitiiiiiiiiieeeeieees s e e e e e e e et et ettt et etetete ittt et e et rereeestsbasabaaaasas s aassaasessssssseseeeeeseeseessesesssssesessssssnsnsnnnnnn 34
(@0 g 7Ty o oY oo [T ol TS RSP 37
Ve o B I\ LAYV oY =T o Yo o [=T o Vot TSR 37
YT oY edT o =g @e T XY o T o Yo F=T o Yol TR SR 40
Review Checklist @and COMMENTES. .......coiiiiiiiie ettt ettt e st e e s bt e e s bee e sabee e s beeesabeeesnbeessnbeeesnseesneeesnnes 41
REVIEW DiISCUSSION. ....etiiiiiiiiiie ettt e e ettt e e sttt e e sttt e s ettt e e s sab et e e s e abb e e e e e asbe e e e s anbeee e e anbeeeeeaansaeeesensbeeeseannbeeeeeannrenesesnnrenas 43
V=TT a] o T o | £ T U OO PP PTPPPPPN 44
L@ 101 oleT o o = TSP PP PP OPPPTTOT 46
Y Lo T =T L= g AL = | (= = [PPSR 48
TaT Y0 F= 1IN (o T T =P USUUPRNE 51
[aL =Y e |l (oYU L a1 oY= - 1 PR 55
(O 101 olo] g o TN 1= ] PPN 58
L@ 1B L olo] 0 0 [T =T o | PP PP PP PPPRTON 62
MaNAZEMENT Plan RESPONSE. ...ccuiiiieiicciiiieeeccttee e e ettt e e e eette e e e eetteeeeeeabteeeeeabesaeeeabeaaeeaastaseeaanstaeeeesssaaeeesastaneseannseneesannsens 66

© iMedRIS Data Corporation 2



COlI Assistant — Conflict Match Processing iRIS 11.02

Conflict Match Processing

Introduction

The Conflict of Interest Assistant allows for processing of iRIS™ user conflict matches that have been generated by
answers on COIl forms. From the Conflict Matches area of the system you can complete many tasks, 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 COI submission, it will be routed to the Conflict Matched Objects processing
area of the Conflict of Interest Assistant.

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

o
RIS vy’ Ph R
:“E:EMV edRIS 2;:;::u:t Administrator @Help 3 Y T
. lome
Research Information System

My Workspaces = Conflict of Interest Conflict Matched Objects | 4 |

Completed Matched Objects

Submission Prereview

Not Assigned Assigned Completed Forms Agendas

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

Ref Number Covered Person
| oooess Annual COT Form O ot Adams, Charles M, M.D., PhD 6
-, 000883 COI Study Disclosure Form gS{é&)ééﬂAla POT Adams, Charles M, M.D., PhD 1
S| 000682 COI Study Disclosure Form gsge)égo;a PDT Iverson, Monique J, M.D. 4
., 000676 Gifts to Report Form g?i;?iéoja °OT Adams, Charles M, M.D., PhD 1
...... . G 08/19/2019 - [ - - ~

Submission Prereview
The screen initially loads with the Submission Prereview tab open. Here, you can get a summary view of conflict matches
in the processing queue.

Clicking on the icon in the Open column for a match shown here will open the corresponding submission.

Open Form
When a form is opened from the Open column in the Conflict Matched Objects screen, Submission Prereview tab and a
read-only version of the form loads in a new screen as shown below.

© iMedRIS Data Corporation 3
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i b ; .
iRIS by ledRIS Account: Administrator @Help & myprofile ~ G Log out
Integrated Path: Home > match objects

Research Information System

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

Miscellaneous

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

Submission History e — @ -~ Show Form:

Pre-review Screening

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

Reported Interest Type: Financial Interest Reported Interest Type: Financial Interest
Reported Interest Third 3-M Pharmaceuticals Reported Interest Third 5 y pharmaceuticals
Party: Party:
Business Status: In Database, not white- or blacklisted, Subrecipient
Reported Role: Not KDM ? Other Institutional Role Reported Role: Principal Investigator
Reporting Action: Individual Annual Reporting Form Reporting Action: Study Application
o 08/21/2019 S 06/15/2018
Date Submitted: Hir9:14 PM POT Date Submitted: 4-58-19 PM POT
Interest Ref Number: 000686 Interest Ref Number: 000203
Protocol Number: IRB-18-24
Study Status: pending - Submitted for Initial Review
Interest 1
Show Form: @ -~ Show Form:
Covered Person’s Name:  Adams, Charles M, M.D., PhD Covered Person's Name:  Adams, Charles M, M.D., PhD
Reported Interest Type: Financial Interest Reported Interest Type: Financial Interest

3-M Pharmaceuticals

Reported Interest Third g
Party: 3-M Pharmaceuticals

Reported Interest Third
rty:

Business Status: In Database, not white- or blacklisted, Subrecipient
Reported Role: Not KDM ? Other Institutional Role Reported Role: Principal Investigator
Reporting Action: Individual Annual Reporting Form Reporting Action: Study Application
" " 08/21/2019 i -
Date Submitted: 4:22:14 PM PDT Date Submitted:
Interest Ref Number: 000686 Interest Ref Number:

Protocol Number: IRB-19-120 v

The different sections of the form are accessed via the menu tabs at left. By default, this screen loads with the General
Information tab open.

Interest 1

Show Form—Where available, click on this icon to view the form where the conflict match has been identified. This will
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.

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 or not 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 COl)
Date Submitted—Date the conflict form was submitted into the workflow

Interest Ref Number—Reference number of the COI form

Interest 2

This area will only populate with information if the specific conflict match has a matching study to display. If the Covered
Person has a conflict with a certain sponsor, and has a role on a study with that same sponsor, information related to the
study will populate in the Interest 2 area.

© iMedRIS Data Corporation 4
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Show Form—Where available, click on this icon to view the form where the conflict match has been identified. This will
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.

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 COl)
Date Submitted—Date the conflict form was submitted into the workflow

Interest Ref Number—Reference number of the COI form

Protocol Number—Protocol Number of the corresponding research study

Study Status—This field is visible and displays the current status of the corresponding research study, where applicable;
where inapplicable, the field does not display

View Status Tracking Map
You can view a status tracking map for the submission, including previous rounds, via the Miscellaneous > Submission
History dropdown item at the upper left.

RIS v" @y edRIS Account: Administrator
Integrated Path: Home > match objects @Heln a My profile G Log out
Research Information System
My Workspaces = Conflict of Interest Annual COI Form | <}
isc ous
List of Match Object(s) for Review -
e .
B - E— El
Administrator Covered Person's Name:  Administrator

Financial Interest Reported Interest Type: Financial Interest
Reported Interest Third

3-M pharmaceuticals 08

3-M Pharmaceus ticals

When the Miscellaneous > Submission History link is clicked, the Submission History screen displays. The screen 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 this screen are Track Location, a link to view the form (Request Type column),
and Details.

© iMedRIS Data Corporation 5
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MIRIS h’%-ihedﬂls Account: Administrator

Helj 2 My Profile v =L w
Integrated Path: Home > match objects > submission item @ elp 2 My -l: og o
Research Information System

My Workspaces & Conflict of Interest Submission History 0

Submissions in Process Completed Submissions.

Reference
— |

000683 m COI Study Disclosure Form
@ I [3 €01 Study Disclosure Form I Y] Process Administratively 08/19/2019 09:16:36 AM PDT

Details Review Process ‘ Date Received

Click the icon in the Track Location column to open the Workflow — Submission Tracking screen, where you can view the
location tracking map and summary information for the selected form.

™iRIS hyf@#ﬂedﬂls Account: Administrator

N Department: GH - 7543 - General Hospital @ Help 2 wyprofile v s Log out
e fortution Systom Path: Home > match objects > submission item > submission history
My Workspaces = Conflict of Interest Workflow - Submission Tracking | <]

Print Friendly

Conflict of Interest
P

X

RreE Tt 08/21/2019 04:22 PMPDT | 08/21/2019 04:22 PMPDT | 0 Day(s) O Hour(s) 0 Minute(s)

Pre-Review Post-Review

-

Changes-Requested

Modification-Requested

Task Action/Details

Date Created Date Completed Total Time

2]

Conflict of Interest 08/21/2019 04:22 PM PDT 1 Day(s) 17 Hour(s) 4 Minute(s)

Specific information and screen elements shown will vary according to the type of COIl 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, you can 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.

oiRIS "’/éi}ﬁedms Account: Administrator

L Department: GH - 7543 - General Hospital @ Help 2 myprofile ~ G Logout
Intograted roration System Path: Home > match objects > submission item > submission history
My Workspaces = Conflict of Interest Workflow - Submission Tracking | <]

Print Friendly

Conflict of Interest

P

—> C
Changes-Requested Modification-Requested

Task Action/Details

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 View Signoff Administrator as Submitter review and apply signoff 08/21/2019 04:22 PM PDT | 08/21/2019 04:22 PM PDT Dgy HD‘B’ M'”“Ote

=]

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 screen, where you can view and
print signoff details. Click the Include in PDF Packet checkbox to select items, then click the Printable Version button.

© iMedRIS Data Corporation 6



COlI Assistant — Conflict Match Processing iRIS 11.02

. i .
E‘I/,R’s by 2 Account: Administrator
2 ednls 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

Submission Form(s):

in Submission Component Name - Version

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 to print. If multiple items are selected, you will be given the
opportunity to re-order them in the PDF packet before printing.

Where a Retract Submission button is present, you can click it to retract the submission. A confirmation popup will
display, giving you the option to either CONFIRM or CANCEL.

Submission Components
Back on the screen 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, you can view details of forms and related documentation that comprise the
submission.

iRIS v @y  Admini
edRIS Account: Administrator R
Path: Home > match objects @ 2 Myprofiie Gelogout
Research Information System
My Workspaces = Conflict of Interest Annual COI Form | <}
Miscellaneous

General Information Display Submissicn Components

Submission Components

Submission History

Pre-review Screening

Indude in PDF Packet
Submissian Complete Current Submission Components
=1 (ANl Rounds)

Submission Form(s)

O Annual 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 you wish to include, then click
the Create PDF Packet button at the right. If you’ve made multiple selections, you will be given an opportunity to
re-order them before printing the PDF Packet.

You can 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.

© iMedRIS Data Corporation 7
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MiRIS v’ @ Account: Ad
edRIS ccount: Administrator ©  myprofile « -

Integrated Path: Home > match objects @rep & myprofile

Research Information System

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

Print Friendly

General Information [ Display B e

Submission Components

‘Submission History

Pre-review Screening

Include in PDF Packet

Submission Form(s)

Submission Complete

More Details
Current Submission Components
(All Rounds)

O Annual COI Form - (Version 1.0) =]

. . 08/19/2019
‘ B suomitea toworknow: S o ‘

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

Submission History
Back on the Open Form screen, 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.

iRIS " @y
Y edRIS Account: Administrator i
Integrated Path: Home > mach objects @ S s Yoo Fexy
Research Information System Profi -
My Workspaces =l Conflict of Interest Annual COI Form =
Miscellaneous

General Information

Submission History &
Submission Companents

View |Date Received /

Correspondence Status Details Event Description

[::]

Submission History Committee BRCA received the submission

Pre-review Screening

®
A ES

Committee BRCA assigned  Pre-review action of Returned for Corrections
Stipulation
i '/ Committee BRCA assigned a Pre-review action of Proceed with matched objects review
Submission Complete
omng 3AM POT / Anton Pannette as Submitter review and apply signoff
B W ¥ Suisamiscozsmiror vy

The View Details column will display 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 will be 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.

© iMedRIS Data Corporation 8
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WiRIS ' @; :
edRIS Account: Administrator .
Integrated Path: Home > match objects @l & myprofiie
Research Information System
My Workspaces = Conflict of Interest Annual COI Form o
Miscellaneous
000674 Committee BRCA

General Information

submission Histary O
Submission Components v

Date Received /.

Correspondence Date Completed
i s OEASI201 08 Z3 A POT | Commitieo BRCA received the submission |
Submission History e : o e ! DL fom
Pre-reviaw Screaring Reference Number: 000674
08237201 57 AM DT J Committee BRCA assigned a Pre-review action of Returned for Corrections
Stipulation < 0822013 057 A POT 19 v ] :

Submission Comolate m 4 0823201 POT J Commirtes RRCA assianed a Pre-review action of Proceed with matched oblects review

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

.
™iRIS hy{éih Account: Administrat ®
edeS ccount: ministrator Hel ® My Profile
Integrated Path: Home > match objects e < i Eloson

Research Information System

My Workspaces = Conflict of Interest Annual COI Form | 4|

Miscellaneous

Save the Pre-Review Screening

General Information

AL G el Determine Review Process &
Correspondence
Submission History O Not Determined

Pre-review Screening O proceed with matched objects review

Stipulation () Review Complete Close all matches

Submission Complete (O Pre-Review changes requested

® Process Administratively

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

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 screen,
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.

Process Administratively—Opens a special version of the Submission Complete screen with a Pre-Review Outcome
dropdown box. See Submission Complete section later in this document for more information.

© iMedRIS Data Corporation 9
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Stipulation

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

Print Friendly ] [ Add Multiple ] Add New Add Pre-defined

General Information

Stipulations to be sent for Response W/
‘Submission Companents

Submission History

- |Sorting | .. - . . Follow-up - .
Number| Stipulation Type Stipulation Categary |1 f Stipulation

Pre-review Screening

Stipulation No Stipulations entered

Submission Complete

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

The Review Management Strategies screen opens, allowing you to type or paste in text for the stipulation in a rich text
editor.

My Workspaces © Conflict of Interest Review Management Strategies 0
Strategy Information: * Strategy Content
*Strategy Type: s B I U & x x Font Family > 12 ~ & 1~ Qv Ey E~ Ev E E % MM
Strategy must be addressed

*Strategy Category:

[~none— ~]

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 COI office with
an acknowledgement.

Comments that must be addressed— When you select this type from the dropdown list the screen will refresh,
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 you are sending the
management plan to the Covered Person, which is covered later in this document).

© iMedRIS Data Corporation 10
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*Strategy Type:

| Comments that must be addressed

*Follow-Up Due

fomazvs ] g

Comments— Adds recommendations for the Covered Person. The comments are merged into the Management
Plan and require acknowledgement from the Covered Person.

Strategy Category is a configurable list set up in Review Board Administration, and its contents will vary according to the
entries added here for your system.

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

Component(s) link will be 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, so they can more quickly complete their review.

My Workspaces = Conflict of Interest Review Management Strategies [ 4]

Strategy Information: * Strategy Content
*Strategy Type: -~ B T U 5 Xz x2 Verdana * 11 ~ & I~ I~ =~ =~ =~ = Gy [a]

Strategy must be addressed g

*Strategy Category:

[ Reconciliation - Stocks & Bonds |

All FCC disclosures must be included with the submission.

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

Add Component(s)

Click the Add Component(s) link to associate the applicable component with the stipulation. This will open the Associate
Submission Component(s) to your Stipulation screen.

Associate Submission Component(s) to your Stipulation ﬂ

e Associate Component Removal - This option will instruct Researchers that selected component(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 required.

[ Associate Existing Compenent ]

Detach |Mod. Request Component Type

Mo Component Modification(s) have been linked

© iMedRIS Data Corporation 1
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Buttons shown on this screen will 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 screen 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 ]

--_ Compansnt Hame _

Submission Form COI Study Disclosure Form Version 1.0

[Optional) Section: |Dulside Financial or Associational Interesis V|
(Opticnzl) Question: |Du- you or a Related Person have a Financial (e.g., v|

Click the select icon for the item you wish to associate with your stipulation (red arrow in screenshot above).

Depending on the type of item, one or more dropdown lists may appear for you to specify a location in the associated
submission component (blue arrow in screenshot above). Populating these dropdowns, where available, will open 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.

Associate Submission Component(s) to your Stipulation ﬂ

e Associate Component Removal - This option will instruct Researchers that selected component(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 required.

Associate Existing Component
Detach |Mod. Request Component Type Component Name
=
0 Madify 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

your stipulation is still in draft form.
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My Workspaces [ Conflict of Interest Review Management Strategies {4}
Strategy Information: * Strategy Content

*Strategy Type:
Strategy must be addressed
*Strategy Category:

© Request to Modify Existing Attachment

£ B I U & x x Verdana 1M1 v & I G Ex = = v = % @

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 screen updates at the left side 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

- |Sorting |, - - - Follow-up . -
Nomber StiPulation Type Stipulation Category | * © Stipulation

Pre-review Screening

b 1 Strategy must be Reconciliation - N/A Administrator
Stipulation o =4

addressed Stocks & Bonds All FCC disclosures must be included with the {08/30/2019) §
- submission. Administrator
Submission Complete (08/30/2013)

Add Multiple Stipulations
Click the Add Multiple button in the Stipulation tab to add multiple stipulations at once.

E(IR’S b”@-iklallﬂls Account: Administrater 3

Hel My Profile ~ out
Integrated Path: Home > match objects > match review @ S & B Glog
Research Information System

My Workspaces & Conflict of Interest Review Management Strategies 4]
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:

--nang-- ~

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.

*Content
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Add Pre-defined Stipulations
If certain stipulations are commonly applied, you can save them 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.

When you click the Add Pre-defined button in the Stipulation tab, a screen listing all the predefined strategies will open.
You can select a strategy or multiple strategies, then click the Save Selected Strategies button.

™iRIS " @5 Account: Administrat
adnls ccount: ministrator Hel . My Profil - m
Integrated Path: Home > match objects > match review @ P - WLl

Research Information System

Save Selected Sirategies

My Workspaces & Conflict of Interest

Review Management Strategies

List of approved canned Management Strategies

4 result(s) found...

Category Management Strategies
O This activity must be conducted on your persenal time.
O 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
I has not already been done
0 You may not share any University proprietary information, only general, published knowledge in the public domain.

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

All stipulations added, regardless of the method used to add them, will appear in the Stipulations to be sent for
Response table in the Stipulation tab.

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

General Information
Stipulations to be sent for Response W

‘Submission Components

Submission History Follow-up

Sorting |, - - - . -
Number StiPulation Type Stipulation Category | * © Stipulation

Pre-review Screening

o Strategy must be Reconciliation - N/A Administrator
=

addressed Stocks & Bonds All FCC disclosures must be included with the {08/30/2019) §

- submission. Administrator
Submission Complete (08/30/2019)

Stipulation

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

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

Submission Complete
Back on the Open Form screen, click the Submission Complete link to set status to complete for the item currently under
review.
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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—Check this box to set processing status to ‘complete’ for the form, document or other
object identified by the Ref Number.

RIS by } Account: Administrat
edRIS ccount: Administrator « P
Integrated Path: Home > match objects @"dp - MyProfile C»Log out

Research Information System

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

Miscellaneous

Save the Submission Complete

General Information
Returned for Correction &

Submission Componants

Returned for

Review Process:
Correspondence Corrections

Submission History Additional information required: No

Submission processing O

Pre-review Screening complete:

Stipulation

Submission Complete Display Submission components status &

2

Create PDF

Include in PDF Packet

Submission Form(s)

More Details
Current Submission Components
{All Rounds)

] Annual COI Form - (Version 1.0) &3]

When the Submission processing complete box is checked a message will display, 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 you’d like to include, then click the Create PDF Packet button to generate a PDF Packet
of the selected items. Note that if you’ve selected multiple items, you will be given the opportunity to re-order them in
the PDF Packet.

Click on the name of an item in the list, shown in the Current Submission Components (All Rounds) column, to open it
for review in a read-only version. Depending on the item, you may be able to add comments to it. After an item is viewed
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the Submission Complete screen updates with the addition of visual and text cues demonstrating the item has been
viewed, as well as a Clear Viewed Item(s) button:

.
iRIS v @4 Account: Administrat
edRIS ccount: ministrator - o .
Integrated Path: Home > match objects @ elp = MY h G Log ou

Research Information System

My Workspaces =l 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 0

Pre-review Screening I

Stipulation

Submission Complete Display Submission components status &

= )
=— W
Items in Clear Viewed Create PDF

List View Item(s) Packet

Include in PDF Packet More Details
Current Submission Components

(All Rounds)

Submission Form(s)

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

In cases where there are numerous items listed here, these changes make 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.

Not Assigned

Any new match that is unprocessed will populate within this tab. There can be multiple conflict matches within each
Annual COI 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.

© iMedRIS Data Corporation 16



COlI Assistant — Conflict Match Processing iRIS 11.02

RIS v B
ledRIS Account: Administratar - .
Integrated Path: Home @”e'” 4 BiCree
Research Information System
My Workspaces Cenflict of Interest Conflict Matched Objects 0
Close Search =1
Match Object Humber; | Reported Role: [--none ~

Group Name; Reporting Action: [--nane—

] B w— 5B
|

options.

Reported Interest Type: [--none e:
Reported Interest Third Party: |

Department Name: |

]
]
Covered Person Name: ] Date Submitted:
ce
J
]

Keyword search: |

Create Group ] [mmﬁmp | [ Remave from Group

ot Assigned Assigned Completed Matched Objects

- . Date

05/16/201

KDM - Not a Board Member Individual Annual Reparting Form 11:26+40 A

05/16/201¢

KDM - Not a Board Member Individual Annual Reporting Form 11:28.40 A

05/16/201¢
11:28:40 &

0 000328 @ S T, Financiol Interest Bristol-Myers Squibb KDM  Not  Board Member Individual Annual Reporting Form

By default, the Not Assigned tab loads with a search form at the top. You can use the fields in this form to filter the list of
records by 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 how, in the previous screenshot image of the Not Assigned tab, 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
screen. 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 listed in the Not Assigned tab are as follows.
HE —Use the checkbox to select matches and add them to a group. Conflict Match Groups will be discussed in more
detail later in this document.

Open—Click this icon to open a match for processing.

Matched Object Number—Each conflict match in iRIS™ is assigned its own unique reference number, which is used to
identify the individual match or match Group (see Creating Groups section that follows). Note that this is not the same
reference number used with submission forms in iRIS™,

Group Name—After adding matches to a group, the name of the group will display in this column.

Interest 1

Show Form—Where available, click on this icon to view the form where the conflict match has been identified. This will
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.

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

Ref Number—Reference number of the COIl form

Interest 2

This area will only populate with information if the specific conflict match has a matching study to display. If the Covered
Person has a conflict with a certain sponsor, and also has a role on a study with that same sponsor, information related to
the study will populate in the Interest 2 area.

Show Form—Where available, click on this icon to view the form where the conflict match has been identified. This will
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.

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

Ref Number—Reference number of the COIl 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—The Principal Investigator of the corresponding research study

All SSF Comp?—Flag to indicate when all Study Specific Forms have been completed
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All PSF Comp?—Flag to indicate when all Project Specific Forms have been completed

My Workspaces & col Conflict Matched Objects o

Close Search

Match Object Number: | | Reportad Role: [--none— v]

Group Name: | | Reporting Action: [ —none— v|
Covared Person Name: | | T = [ | EH - | | Reset
Reporied Interest Type: [--none-- ~]  Reference Number: | | » Find
Reported Interest Third Party: | |  Assigned Revi [ | et
Department Name: | | Assigned Analyst: | ] ﬁ Find ...

Proposal Number: | | RB Number: | ]

j [an v Study Status: Al v]

Keyword Search: | |

— . . S . Create Group | [ Addto Group | [ Remove fiom Group |
[ T —— [Py — —— Completed Matched Objects Completed Forms Agendas

830 result(s) found 4 201-4200 P

If the quantity of matches shown is large a small gear icon will appear at the upper right hand of the screen, as shown in

the previous screenshot. Click the icon to set the number of records you wish 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 instead of individually on the Not Assigned tab. 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.

WiRIS » § :
.’.ﬁ,’s v%.}mmms /;ac;?‘u:i.m:dmlmslmwr @uep & myproile + [ GLogout

Research Information System

My Workspaces & Conflict of Interest Conflict Matched Objects | <]
Close Search *
Match Object Number: [ ] Reported Role:
croup Name: | | Reportng actin: —
Covered Person Name: [ | Date Submitted: l:| : s Find
Reporte Iteres Typ: Reterence number: | e
Reported Interest Third Party: | | Assigned Reviewer: | \ ﬁ Find o
Department Name: | | Assigned Analyst: | |
Keyword Search: | |

Create Grouy Add to Grou Remove from Groug
Submission Prereview Not Assigned Assigned Completed Matched Objects Completed Forms Agendas ° L °

88 result(s) found...

totches
Group Name Covered Person's Name. Reported Interest Type Reported Interest Third Party Reported Role Reporting Action ote’
CoEcy Submitte

000326 @ Ng, Kevin S Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 2/ ;geg‘p
. - 05/16/201¢
a 000327 Yung, Cho P, M.D. Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 11428:40 A
[m] 000328 Bristol-M Squibb - 05/16/201¢
Ky Yung, Cho P, M.D. Financial Interest ristol-Myers Squil KDM - Not a Board Member Individual Annual Reporting Form 3872050
[m] 000331 05/16/201¢
s Simpson, Caroline M, PhD Financial Interest AstraZeneca KDM - Not a Board Member Individual Annual Reporting Form  {7138/201

—

The Create Matched Object Group dialog displays, prompting you to enter a Group name and click the OK button to save
the Group.
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Create Matched Object Group ﬂ

Group Name:

=

To create a Group and simultaneously add records to it, click the checkboxes next to the records you wish to add to the
Group and click the Create Group button. The Create Matched Object Group dialog will open.

After you've entered a Group Name and clicked the OK button, the selected items will be added to the newly created
Group and the Not Assigned tab display will update 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

TiRIS v @ :
edRIS Account: Administrator . .
ongres Path: ome @ 2 |ty prome
Research Information System
My Workspaces [LLUETI IR Conflict Matched Objacts o
Close Search *
o [ taponeaa
e — —
Covered Person Name: Date Submitted: = - =5 » Find
e [ B — i

T e— e e B Py
i R

Create Group | | AddloGroup | | Remove from Group.

Hot Assigned Assigned Completed Matched Objects Completed Forms Agendas

94 result(s) found...

Reported Interest Type Reported Interest Third Party

PRE-19-0089
Awarded

0% oscas @ ommraer inancal Intrest M Prarmaceutas KM - ot a Bosrd Hember sl Al Reperting Form 05/28/201¢

) 000335 @ Administrator Financial Interest 3M Pharmaceuticals KDM - Not a Board Member Individual Annual Reportiog Form. S 30/ 205

05/16/201¢
00337 Administrator Financial Interest 3-M Pharmaceuticals KDM - Not & Board Member Individual Annual Reporting Form o
o @ porting 11:28:40 A

The Matched Object Number for the first item added to the Group is now the Matched Object Number for the entire
Group. You can view the matches within a Group by clicking on the yellow folder icon. 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 has been created, you can add other matches to it.
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&iRIS "V{&i‘}ﬁedﬂls Account: Administrator @He“, & myprofile ~

Reported Interest Third Party:

Integrated Path: Home
Research Information System
My Workspaces = Conflict of Interest Conflict Matched Objects | <]
Close Search <3
Match Object Number: | | Reported Role: [-—none— M
Group Name: | | Reporting Action: [--none-- <] B
es
Covered Person Name: | | Date submitted: [ | - s’ Find
s
Reported Interest Type: [--none-- ~]  Reference Number: [ ] e
: [

| Assigned Reviewer: [ | p Find ... |
] ]

Assigned Analyst: |

Department Name:

Keyword Search: |

Create Group | | 151 cie i ) | Remove from Group
Agendas

Submission Prereview Not Assigned Assigned Completed Matched Objects Completed Forms

94 result(s) found..

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

PRE-19-0089
000455 Awarded
05/16/201
000334 ‘Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 11:28:40 A
- ) . . 05/16/201¢
000335 Administrator Financial Interest 3-M Pharmaceuticals KDM — Not a Board Member Individual Annual Reporting Form 02/ 3/201%
05/16/201¢
O X ooz Administrator Financial Interest 3-M Pharmaceuticals KDM — Not a Board Member Individual Annual Reporting Form 0225/ 20"

Select the checkboxes for records you wish to add to a Group and click the Add to Group button.

The Add Object(s) to Group dialog displays. Select a Group from the dropdown list and click the OK button to add the
selected matched objects to that Group.

Add Object(s) to Group

Select Group:
1Q2021 Funded
38-92A Pending

PRE-19-0089 Awarded

Back on the Not Assigned tab the selected items will no longer display as individual line items but will be included in the

assigned Group.

Note that match items can only be part of one Group at a time. If you wish to change the Group assignment for a given
item, you must remove it from the current Group and then add it 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, you can 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.
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RIS bvf@-i}neums Account: Administrator Drew & myerofile - [Glogont

Integrated Path: Home

Research Information System
My Workspaces & Conflict of Interest Conflict Matched Objects o

=

Close Search

e — T

B —— | W— [ — =

P e
e —— T e B P

Assigned Analyst:

Department Name:

Keyword Search:

Create Group | | Add to Group I Remove from Group. I

Agendas

Submission Prereview Not Assigned Assigned Completed Matched Objects  Completed Forms

92 result(s) found.

Matched
m m feperdimersst i farty Mm Soversd pemons Hane
Number orm.
] [aS)

PRE-19-0089
000455 o0
1161
[} @ Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reparting Form ~ 95/16/2018 000635 WA General Hospital
m} Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form ~ 25/18/2018 400636 WA General Hospital
11:28:20 AM PDT
f16/:
@ Administrator Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 037382018 000635 @ University of Toledo
@ Administrator Financial Interest 3-M Pharmaceuticals. KDM - Not a Board Member Individual Annual Reporting Form  O5/16/2018 000636 @ University of Toledo
=] ==Y

Select the record(s) to remove and click the Remove from Group button.

A confirmation dialog will display. Click Confirm to continue 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 you removed from the Group now display as individual line items on the Not Assigned tab. To
confirm your 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
Within the Not Assigned, Assigned and Completed Matched Objects tabs, depending on the form or object under review,
when the form or object is open a Correspondence menu tab may be added to the navigation menu at left.

The Correspondence tab is where you can view, add, reply to, or forward Correspondence items attached to the open

form or object.
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wiRIS bv’ée}aeums

Research Information System

My Workspaces =

Miscellaneous

Account: Administrator
Integrated Path: Home > match objects

Conflict of Interest

iRIS 11.02

@ Help 2 wmyProfile v G»Log out

Annual COI Form

I Add a New Correspondence I

General Information
Corr

Submission Components

Correspondence 0 result(s) found

Submission History
Delete

Pre-review Screening

View
Message

— No cor
Stipulation

Subject

have been entered.

Submission Complete

Add a New Correspondence

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

iMedRIS Account:

Administrator
Integrated Path: Home > match objects > submission item ®"e“’ - M Grlogout

Rescarch Information System
My Workspaces =

Conflict of Interest Submission Correspondence |4}

Save & Send Correspondence

=send Email 7|
“Subject

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

Additional Reply To(s):
Attachments

No Attachiments have been added 1o this message

Template: —none— | import template:

*Content

S B I U & x x Font Family > 12 -~ & 1v Q- Ev E- = B E % o = a8

This screen includes the following elements:

Send Email—Selected by default. Leave the box checked if the email will be sent to at least one recipient when you are
finished composing it. Uncheck the box if you wish to create and save a draft correspondence but will not yet be sending

it.

Subject—The subject line for your email message.

Recipient(s) / Reply To(s) —Click on 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).
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MIRIS b’,é‘ihednls Account: Administrator

Department: GH - 7543 - General Hospital @Hel ® My Profile ~
I P P p - My G Log

Research Information System Path: Home > match objects > submission item > cor d

P

My Workspaces = Conflict of Interest Correspondence contact

Save Changes

Harper, Jill M, M.D., PhD

7
I!

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, click to select the checkbox(es) next to the name(s) you wish to add to distribution
for the message, then click the Save Changes button to return to the Submission Correspondence screen.

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

EGRIS "‘f@ibledms Account: Administrator

Department: GH - 7543 - General Hospital @Hel ® My Profile ~
Integrated = i i P a My CeLog

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

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

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 will load an editable Name

and E-mail Address field, and a Remove Selected Contacts button will be added to the form. You can add as many
additional recipients as you like on this form.

In the example shown below, Add A New Contact was clicked to load 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.

Err’ Account: Administrator
b é .i A
:ﬂfmy edRIS Department: GH - 7543.7 General Ho.spftal - @ Help g My Profile ~ G Log out
Research Information System Path: Home > match objects > item > p
My Workspaces Conflict of Interest Correspondence Additional Contacts | <]

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

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 will be
available for selection as Additional Recipient(s) or Reply To(s) for as long as they remain in the list.
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If you wish to delete any names from the Additional Contacts list after they’ve been saved, 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.

WiRIS vy @4
edRIS Account: Administrator - -
Integrated Path: Home > match objects > submission item @ Help & My Profile CrLogout
Research Information System
My Workspaces = Conflict of Interest Submission Correspondence n
I Save & Send Comespandence I

*send email 1] [ mport tempiate | I
ssubject

]

* Recipient(s):
Additional Recipient(s):
O, Carrall Gray, M.D.; Czerwaszka, Agniew

B I u s Xz x* Font Family - 12 -~ I~ I~~~ E~E~2 E % @ aQ 4 a8

Add Attachment

Ho Attachments have been added to this message

Attachments—Click this button to add attachments to the email message.

Template—If your system has pre-configured email correspondence templates set up, you can select the desired email
template for your message from the Template dropdown list. Those with the necessary access rights can also use the
Import template button to import new, pre-formatted message templates.

Content—The Content area is where you will compose your email message, and it works the same as any standard email
program. You can 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—When you're finished composing your message, click this button to save a copy of the
message to the file and 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) will be included in the list of people who will receive replies to your
message.

Managing Correspondence
After one or more correspondence items have been created, you can return to the Correspondence tab to manage those
items.
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BrI’RIS by i Account: Administrator i
Integrated edflig Path: Home > match objects @ E=p 2 typrofile - Blegel

Research Information System

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

Miscellaneous

I Add a New Correspondence: I

1 Corre o

3 result(s) found

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

in:
stipulation
S GaE e @ ) 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 in order to view it, reply to it or forward it, you can 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 you are the author of an email listed here, AND that email is either still in draft form or has been delivered by the mail
system, you will see a Delete icon available for that email (highlighted by green boxes in the screenshot above).

There is a Delete icon 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 email was delivered, the email
author was 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 screen).

Assigned
After a process is assigned to a Conflict Match, the record will move from the Not Assigned tab to the Assigned tab and
can be accessed from this tab until Conflict Match processing is completed.
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[1iRIS & B

Integrated
Resaarch Information Systm

Account:
Path: Home

My Workspaces ¥

Close Search

@D & myprofie ~

[STUETFUNEN  Conflict Matched Objects <]

-3

Covered Porson Home:
Reported Interest Type: [_nene
Reported Tnterest Third Party:

Keyword Search:

Match Object Number:
S —

Department Nome:

nssigned Reviewer: [ ]
pRTp—

=
¥ options
Brea..

view  Not Assigned

Assigned

14 result(s) found

Motched
B fore) - (2 m forn
Pumber Form

000298 BRCA Working

000267

Peds-GL

o 000311

Bl xovemo

u} o003ta

Coverad Person's Name

Reported Interest Type

Financil [nterest

s M, M., PhD Financial Interest Phizer

Reportad Interest Third Party

3-M Pharmaceuticals

a—

D5/16/2014
11:28:40 A

KDM - Not a Board Member Individual Annual Reporting Form

05/16/2014

KDM - Nt a Board Member oaaed

Tndividual Annual Reporting Form

This screen contains the same columns, information, and interactive screen elements as the Not Assigned tab, with the

exception of the Grouping buttons.

On this screen the Grouping buttons have been removed and a Print Friendly button appears in the same screen

location. Click it to view a print friendly version of the matched objects list.

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 screen elements as the Assigned tab, with one exception.

My Workspaces &

Close Search

‘Conflict of Interest Conflict Matched Objects [« )

k3

Match Object Number: | ]

Group Name: | ]
Covered Person Name: | |
Reported Interest Type: [ none
Reported Interest Third Party:

— T

Reporting Action: |--nons— 7

et [ [ ]
—  ———

Reference Humber:

Reset
Find
¥ o

| ]

B |

Name: | | Assigned Analyst: | |
Submissions Completed: (06002013 | [Fix] - [o0z2015 | [le| [ Review procoss: | a = |
Keyword Search: |

Submission Prereview

Not Assigned

Assigned

6 result(s) found..

Matched
5] |open|  Object Show
Number ]
0O

Completed Matched Objects

Completed Forms Agendas

Reported Interest Type

SerernetintersH Ry Seporisafole WM

000312 @ Carter, Megan J, M.D. Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form | 37/357205,
0 )| oooas @ Cartar, Magan J, M.D Financial Interest 3-M Pharmaceutcals KDM - Not 3 Board Member Individual Annual Reporting Form /1573015

The search panel now includes a Review Process (e.g., Expedited, Processed Administratively, etc.) search option. Items

shown in the Review Process dropdown list will vary according your specific installation and Review Board

Administration settings.

Agendas

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

meeting date.
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WiRIS ’a;,)v. :
edRIS Account: Administrator @uep & myprofile ~

Integrated Path: Home
Research Information System

My Workspaces & Conflict of Interest Conflict Matched Objects o
Submission Prereview  NotAssigned  Assigned  Completed Matched Objects  Completed Forms  Agendas

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

ﬂ N S .

or
B conflicts assigned to Meeting - 3 Objects

05/16/2019

[ @ Xi, Chi C, PhD Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form 21> 19 ") o)
=) 11:28:40 AM PI

05/16/2019
|| Ananth, Rajesh, M.0. Financial Interest AstraZeneca KDM - Not a Board Member Individual Annual Reporting Form 22522000 o

Bl 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.

You can select a different meeting date by clicking the green previous and next arrows on either side of the meeting date,

at the upper right of the screen.

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.).

If you are looking for a specific match review to be referenced in a meeting, locate the corresponding line item and then

open the match review by clicking the icon in the Open column.

Processing Matches
When you open a Conflict Match from the Not Assigned tab, you will open the Conflict of Interest — Match Review
processing screens, which contain information and tools to process a conflict match.

[ create Group | [ Add to Group | [ Remave from Group

Submission Prereview  Nol Assigned  Assigned  Compleled Malched Objects  Completed Forms Agendas
88 result(s) found
matched
Objoct " Groap Name S| ared Burson's Nome Reported Intorest Type Roported Intorost Third Party Reported Role [Reporting Action /
P B orowns Financd it 5.4 Pharmaceticas KOM - ot Board Mermber indicun At Reporting form 0572672014
O 000327 @ Yung, Cho P, M.D. Financial Interest 3-M Pharmaceuticals KDM - Not a Board Member Individual Annual Reporting Form | 79/16/201%
5/16/201¢
O 000328 @ Vung, Cho P, WD, Financil Interest Bristol-Myers Squibb KDM - Not a Board Member Indivdual Annual Reporting rorm  5/16/201
O 000331 @ Simpson, Caroline M, ho Financial Interest AstraZeneca KOM - Not 3 Board Member Indrvidual Annual Reporming Farm Tf;s :g‘;
L

Match Summary
The first match processing screen is the Match Review screen. Tabs available on the left will vary depending on the

processing steps required for the specific item under review.
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lzrI‘R’Shy i A t: Administrat
edRIS «ccount: Iministrator . . -
Integrated Path: Home > match objects @ Help 2 My profile G Log out
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. n
Review Round Number: 1

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

i — @ o E—— El
Covered Person's Name: Pham, Xugen, M.D. Covered Person's Name: General Hospital
Reported Interast Type: Financial Interest Reported Interest Type: Financial Interest

3-M Pharmaceuticals

Reported Interest Third -
Party: 3-M Pharmaceuticals

Reported Interest Third
Party:

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

If you are processing a Group of matches, each match will be listed on this screen and you can scroll down to see each
match in detail. The summary details on this screen consist of the same information and screen elements shown when
viewing matched objects from within the Not Assigned, Assigned and Completed tabs.

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

iRIS v @Medris Account: Administrator @rew & wyeronie - [Blaed
Integrated Path: Home > match objects -

Research

‘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

i Sty I Add a New Document I | Compare Document Versions |

Internal Documents

Internal Documents &

Review Assignment
Select a Category: Al ~

0 result(s) found...

No documnents have been added.

Any documents previously uploaded will populate in this screen. 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, a new screen will open to allow for
entry of details about the document and upload of the document file.

Fields presented on this screen are as follows:

Title—Enter the title of the document to be uploaded.
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] by 5 .
iRIS vy edRIS Account: Administrator @Help & myprofile ~ G Logout
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 you wish to start versioning for the document to be uploaded. This can be
any character or number.

*Wersion Number: |1 i)

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 dropdown list to group documents into categories (e.g., Checklist).
Description—Enter a brief description of the document to be uploaded.

Load the document into iRIS—After entering the required information, drag the document file from your computer into
this box to start the upload. To browse for the file to be uploaded, click inside the box to open the upload dialog.

Document Location: Browse...

Instruction: Uploading a document into iRIS™ reguires locating the document on the computer.
0Once 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.

o Cancel |

a Save selected file

Click the Browse button at top right to locate the document file on your computer. After a file has been selected and its
location is shown in the Document Location field of the upload dialog, click the Save selected file button.

The system will return you to the previous screen. The document has been uploaded and will appear as an icon next to
the document information, as shown in the screenshot below.
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WiRIS " @ :
edRIS Account: Administrator ® ° .
Integrated Path: Home > match objects > match review Help a My profile G oojout
Research System
- Covered Person:Pham, Xugen, M.D.
My Workspaces = Match Object Number:  ooo0340 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. n
Review Round Number: 1

Save Changes

Xugen Pham Blind Trust Letter View the document
*Title:

*Version Number: [1__ |0
Version Date: [08/27/2019
category:

Letter from Dr. Pham indicating he has passed his Pfizer stock
holdings into a blind trust.

Load the document into iRIS: (957.35 KB)

Description:

Remove

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 add the document to Internal Documents for the matched object.

ErlRlS by iViedRIS Account: Administrator @He|p 2 myprofile ~

Integrated Path: Home > match objects > match review
Research System
- |Covered Person: Pham, Xugen, M.D.
My Workspaces = Match Object Number:  0ooz40 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. n
Review Round Number: 1

| Add a New Document | | Compare Document Versions |

Match Summary

Internal Documents Internal Documents &

Review Assignment

Select a Category: Al ~
1 result(s) found...
E 1.0 Administrator
O o | Xugen Pham Blind Trust Letter . 08/27/2015 08/27/2018

980.33 KB

Any document record you add will be appended to the list at the bottom of the Internal Documents screen and will
populate within Search Conflict Matches -> Documents for the Covered Person.

Documents can be compared to other uploaded documents. Click the checkboxes next to two different versions of the

same document and click the Compare Document Versions button.

Any uploaded document can be removed by clicking the icon in the Delete column.
To edit an uploaded document, click the icon in the Edit column.

You can view the document by clicking on the icon in the File column.

Note: Access to Internal Documents can be set for each COI Review Board Role within Setup Role Access in Review Board
Administration, in the COIl Disclosure Document row. The Document Category can be 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 edRIS Account: Administrator _ @nen & wyerotiic -
Integrated Path: Home > match objects > match review
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

Save the Review Assignment

Match Summary

Internal Documents Analyst Assigment &

Review Assignment

Assign Analyst:

Determine Review Process
@® Not Assigned

D Full Committee Review

O Expedite

) Process Administratively

Analyst Assignment
The Assign Analyst dropdown 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 will receive a
task on their home screen 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 you to assign the match to a committee meeting. After this option is
selected, committee and meeting selection items will be displayed to the right.

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

MIRIS by i A t: Ad trate
edRIS ccount: Administrator o myprofile -
Integrated Path: Home > match objects @HElv - My C»Logout
Research
- 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

Save the Review Assignment

Match Summary

Internal Documents Analyst Assigment ©

Aosign Analysts

Review Assignment

Determine Review Process &

O Not Assigned

Committee Name; [—none— ~

@® Full Committee Review Upcoming Meeting Date: or B click here to select past meetings

Agenda Category: [Conflicts assigned to Meeting M

O Expedite
O Process Administratively

Expedite — If this option is selected and saved by clicking the Save the Review Assignment button the screen will
populate an Assign Reviewers section, as shown in the following screenshot, provided 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 reviewer selections click the Save the Review Assignment button again.
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The Expedite processing option can be turned on or off in Review Board Administration settings (see the Review Board
Administration manual for more details).

iRIS v @ Account: Administrat (@ ogou |
edRIS ccount: ministrator ™ -
Integrated Path: Home > match objects @ Help 2 My Profile s Log out
Research

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
I Save the Review Assignment I

Match Summary
Internal Documents Analyst Assigment &
Assign Analyst:

Review Assignment

Review Checklist &
Comments

Determine Review Process &
Review Discussion

Meeting Vote () Not Assigned

Outcome () _Full Committee Review
@ Expedite

O Process Administratively

Assign Reviewers &

Reviewer Role Reviewer Completed ? Date Notified Date Completed

No Reviewers have been assigned to this submission.

Process Administratively — This process is a useful action for matches that need to be processed through the office but
not reviewed.

Selecting Process Administratively and clicking the Save the Review Assignment button will also populate 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 will be displayed 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.

WiRIS vy By Account: Administrat
edRIS ccount: ministrator * -
Integrated Path: Home > match objects @ Help - My Profile C» Log out
Research

[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

Save the Review Assignment

Match Summary

Internal Documents Analyst Assigment €

Assign Analyst:

Review Assignment

Review Checklist &
Comments

Determine Review Process
Review Discussion

O Not Assigned
Meeting Vote

Committee Name:

SuiiEgme @ Full Committee Review Upcoming Meeting Date: or B click here to select past meetings
Agenda Category: | Confiicis assigned to Meeting ~]
O Expedite
O Process Administratively
Assign Reviewers W&
Reviewer Role Reviewer Completed ? Date Notified Date Completed

No Reviewers have been assigned to this submission.

These tabs will 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 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 ? Date Notified Date Completed

No Reviewers have been assigned to this submission.

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

Assign Reviewers

Reviewer Role i ? Date Notified Date Completed

o [~none-- ~ No

After any Reviewer Role other than Ad Hoc is selected, the screen will refresh to allow you to select from a dropdown list
of Reviewers who occupy your selected role.

Assign Reviewers &

Reviewer Role i ? Date Notified Date Completed

QO [Fie < No

If the Ad Hoc Reviewer Role is selected the screen will refresh, allowing you to either manually enter the Reviewer’s
name or select it from a Known System identified User list.

Reviewer Role

Known System identified User:
—-none-- v

aR

First Name:

Last Mame:

After selecting and/or entering the correct data, select the Save the Review Assignment button. The screen will refresh
with the assigned Reviewer’s information (see below).
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Assign Reviewers

Reviewer Role ? Date Notified Date Completed

o Ad Hoc Moskowicz, Hannah No

You may add as many Reviewers as needed. Click the Add Reviewer button to add more Reviewers.

A Reviewer can be deleted from the list by clicking the Delete icon next to the applicable Reviewer name. A confirmation
dialog will open with OK and Cancel buttons. Click OK to confirm the deletion or Cancel to exit without deleting.

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

If the Review Process is assigned to Review Committee Agenda, the reviewer will not receive a notification until the
coordinator enables the reviewer notifications for that meeting date.

Reviewer Assignments

When you assign a Reviewer to a conflict match, the Reviewer will get a notification from iRIS™ to alert them to the task.

When the Reviewer logs in to iRIS™ the review task will be shown in the All Tasks list on the Reviewer’s home page.
Brini;vf@i}naums e Dreb & wyprofile -

Resenrch Tnformmstion System 08/27/2019 04:31 PM PDT

My Workspaces = Conflict of Interest

|

Confliet Matches. Saarch Conflict
Matches

i
&l
m
&l
&p

Grant Usar Access & Raports
Define Roles

Meating Agends i i Letter Signoft

All Tasks ‘Outstanding Completed H

m ‘ - ‘

17 result(s) found 1-17

Click to open

08/27/2019 Ron Dix, M.D. has been assigned 55 the Primary for an Administrative Review on the

Conflict of Interest Reviewer Assignment rter AT Conflict of Interest Match

\Submission Reviewers Complete Szfé;fﬁfm lAll reviewers completed the review of the submission.
08/23/2019 (Conflict of Interst returned the submission with the sutcome of Approved with

Respond to Conflict Management Plan B Conditions

O ofjo

—_ - 08/23/2019 Conflict of Interest returned the submission with the outcome of Aporoved with

The Reviewer task will also be added to the Incomplete tab of the Assigned Matched Objects for Review screen for the

assigned Reviewer.
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E/IR’S by iiMledRIS Account: Ron Dix, M.D. @Help

Integrated Path: Home
Research Information System

My Workspaces & Conflict of Interest Assigned Match Objects for Review 0

2 myProfile v

Incomplete | ‘ Complete

Covered Person Review Process Date Received Assigned Reviewers Assigned Analyst
ﬁnmarﬁlM R
Pham, Xugen, M.D. 08/28/2019% annah Moscowicz
g 341 Process Administratively 8:32:39 AM PDT Frimary
Ron Dix, M.D.

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

9iRIS by i A t: Ron Dix, M.D.
ednls ccount: ’ ° . .
Integrated Path: Home @Help = My Profile
Research Information System

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

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

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

10D
Financial Disclosure 1.0

1.1 Submission Components

- e
s B st [

Covered Person's Covered Person's
Name: Pham, Xugen, M.D. Name:

Reported Interest . Reported Interest
e Financial Interest T
Reported Interest Reported Interest

Financial Disclosure

General Hospital
Financial Interest

3-M Pharmaceuticals 3-M Pharmaceuticals

Third Party: Third Party:

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

Reported Role: KDM - Mot a Board Member Reported Role:

Reporting Action: Individual Annual Reporting Form Reporting Action: Study Application
STy ?i;gﬁglﬁﬂ POT e ST ngg‘;{EEIABM POT
Interest Ref Number: 000535 Interest Ref Number: 000561

P L ino 40 40

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

The Reviewer can click on 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 can click on 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 will pop 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 can click either the Save Section or Save and Continue
to Next Section button.

The Save Section button would be applicable in cases where the Checklist or associated Form has been configured to
include editable fields for the Reviewer in any sections. The Reviewer would click Save Section after making a change in a
section when the Reviewer does not need to view any other sections.
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Otherwise, when review of the active section is complete the Reviewer clicks the Save and Continue to Next Section
button.

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.

EriR)'s by’éiheﬂn|s Account: Ron Dix, M.D.

[] ile +
Integrated Path: Home @Help = My Profile
Research Information System
My Workspaces = Conflict of Interest Submission Review Form - COI - (Version 34.0)
[ PontFriendly | [ save section | | save and Gontinue to Net Section |
| Section view of the Form | | Entire view of the Form ‘

1.0 B Financial Disclosure

2.0 Determination and Recommendation
Determination and
20 @ _
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 an

significantly affect the design, conduct or reporting of externally-sponsored research, OR the performance of duties and responsibilities on behalf of
the COI Board.

(™) 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

O Disclosure Only - for example, disclosure of a familial relationship with ansther employee at this institution.
2.2 Reviewer Determination

Is 3 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, a management plan considering the following options:

 Public disclosure of the financial interests

* Monitering of research by independent reviewers

Modification 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

Involvement 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 will dynamically add tabs for
each section. The Reviewer can click on any section shown in the menu to return to that section.

ErIR’S by iiViedRIS Account: Ron Dix, M.D.

2 MyProfile -
Integrated Path: Home @ Rcliy a My Frois
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 B Financial Disclosure

Reviewer's Indication of Completion

2.0 Determination and
EECoSm TN 3.1 Does this complete your review and recommendation?

3.0 Reviewer's Indication of - .
|Completion (L Yes ® No

At the end of the reviewer checklist the reviewer will indicate that they are finished with the review and click the Save
and Continue button. A confirmation message will display. Indicating “Yes” in this section flags the review as complete.
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The incomplete Reviewer task will be removed from the home screen and the Analyst assigned to this conflict match will
receive a notification and home screen 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.

E‘rtRIS by iiviedRIS Account: Phelps, Janice @
: Hel & myProfile ~
Integrated Path: Home > match objects <= - v Glog
Research System
Covered Person:  Administrator ) .
My Workspaces = [Match Object Number: 000211 Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. [ <]
Review Round Number: 1
Match Summary
Internal Documents Add a New Correspondence
Review Assignment Review Correspondence W&
Correspondence
Review Checklist & 0 result(s) found...
Commel
- - - View Message Author  [Subject
Review Discussion
" Mo correspandences have been entered.
Meeting Vote
Qutcome

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

RIS v’ @y nt: Administrator
ledRIS Account: Administratos Py . -
Integrated Path: Home > match objects > submission item ®"E"’ Ly Lol
Research Information System
My Workspaces = Conflict of Interest Submission Correspondence [}
Save & Send Correspondence
=Send Email | Template: [znone— 7| Import template
 Reciplent(=): o o - - - - - = v = v
Additional Recipient(s): o B I U & x x Fant Family 12 4 1 q~ E~ = = =E E % @ o = a
Reply To(s):
Additional Reply To(s):
Attachments

No Attachmerits have been added to this message

This screen includes the following elements:

Send Email—Selected by default. Leave the box checked if the email will be sent to at least one recipient when you are
finished composing it. Uncheck the box if you wish to create and save a draft correspondence but will not yet be sending
it.

Subject—The subject line for your email message.

Recipient(s) / Reply To(s) —Click on 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).

© iMedRIS Data Corporation 38



COlI Assistant — Conflict Match Processing

When adding a Recipient, click to select the checkbox(es) next to the name(s) you wish to add to distribution for the
message, then click the Save Changes button to return to the Submission Correspondence screen. Adding a Reply To

name works the same way.

iRIS 11.02

E/"R’s b u Account: Administrator )
. ¥ edRIS Department: GH - 7543 - General Hospital @ Help g My Profile ~ (» Log out
R':::ilﬂ\ Information System Path: Home > match objects > submission item > correspondence
My Workspaces Conflict of Interest Correspondence contact < |
Save Changes
contocts e |

Covered Person

Conflict of Interest Committee BRCA

Board Member

Harper, Jill M, M.D., PhD

Sundeep, Ramesh S

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

Oo|o oo f& ol

Additional Recipient(s) / Additional Reply To(s)—If you wish to add more email recipients or reply recipients, click on
this link to open the Correspondence Additional Contacts form, shown below.

Account: Administrator
Department: GH - 7543 - General Hospital
Path: Home > match objects >

E’rlRIS by

réﬁhedﬂls
Integrated

Research Information System

=

@ Help My Profile ~
item > d
Conflict of Interest Correspondence Additional Contacts 0
I Add A New Contact I Save And Return
I T

No Additional Recipients have been added.

My Workspaces

Click the Add A New Contact button to add a name and email address to the list. The form will load an editable Name
and E-mail Address field, and a Remove Selected Contacts button will be added to the form. You can add as many
additional recipients as you like on this form.

In the example shown below, Add A New Contact was clicked to load 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.

BrlRlS by

{@‘ihednls
Integrated

Research Information System

=

Account: Administrator
Department: GH - 7543 - General Hospital
Path: Home > match objects >

@ Help

Correspondence Additional Contacts

My Profile C» Log out
I Add A New Contact I I Remove Selected Contacts I I Save And Retun I
HE=""Te==""""""""7]
O

[Dr. carroll Gray, M.D! | cmgray@gsu.edu |
Ofll ] [ ]

item > d

My Workspaces Conflict of Interest

After all desired names and email addresses are added, click the Save and Return button. The names saved here will be
available for selection as Additional Recipient(s) or Reply To(s) for as long as they remain in the list.
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If you wish to delete any names from the Additional Contacts list after they’ve been saved, 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.

WiRIS vy @4
edRIS Account: Administrator i
Integrated Path: Home > match objects > submission item @rep 2wy profie S
Research Information System -
My Workspaces Conflict of Interest Submission Correspondence =
I Save & Send Correspandence I

*send email 1] [ mport tempiate | I
ssubject

]

* Reciplent(s):
Additional Recipient(s):
Or. Carrall Gray, M.D.; Czerwaszka, Agniew

B I u s Xz x* Font Family - 12 -~ I~ I~~~ E~E~2 E % @ aQ 4 a8

Add Attachment

Ho Attachments have been added to this message

Attachments—Click this button to add attachments to the email message.

Template—If your system has pre-configured email correspondence templates set up, you can select the desired email
template for your message from the Template dropdown list. Those with the necessary access rights can also use the
Import template button to import new, pre-formatted message templates.

Content—The Content area is where you will compose your email message, and it works the same as any standard email
program. You can 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—When you're finished composing your message, click this button to save a copy of the
message to the file and 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) will be included in the list of people who will receive replies to your
message.

Managing Correspondence
After one or more correspondence items have been created, you can return to the Correspondence screen to manage
those items.
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RIS’ By
:ﬂfﬁﬁy{@,}ﬁedms Account: _Administrator @Duep & myproile ~

Path: Home > match objects -
Resaarch Information Systam

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

Miscellaneous

I Add a New Correspondence I

ion Corr o

Correspondence 3 result(s) found.

Review Checklist &
Comments

Review Discussion

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

Meeting Vote [Administrator IPosted: 08/23/2019 03:31 PM PDT I

Outcome

3M Stock Purchases
#) post a Reply to this Topic/ Forward this Topic
Administrator Posted: Delivery in Progress
AstraZeneca Disclosu
#) Post a Reply to this Topic/ Forward this Topic

re
Umgawe, Sufi G, M.D. Posted: 08/02/2019 10:08 AM PDT

Annual COI Form Question

To open a correspondence item in order to view it, reply to it or forward it, you can 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 you are the author of an email listed here, AND that email is either still in draft form or has been delivered by the mail
system, you will see a Delete icon available for that email (highlighted by green boxes in the prior screenshot). There is a
Delete icon next to the first email in the list (highlighted with green boxes in the prior screenshot) 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 email was delivered, the email
author was 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 screen).

Review Checklist and Comments
The Review Checklist and Comments screen contains three sections: Reviewer Check List, Members Check List and
Members Comments.

At the upper right, there are also three buttons: Add Member Comments, Add Members Checklist, and Save the Review
Status.
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MiRIS vy @; [ S,
edRIS ccount: ministrater el o T o
Integrated Path: Home > match objects (Drelp & My Profile -
Research System

My Workspaces =

Covered Person:Pham, Xugen, M.D. . -
Match Object Number: 000211 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | <]
Review Round Number: 1

‘Add Member Comments Add Members Checklist Save the Review Status

Match Summary

e ETSIIE * Reviewer Check List &

Review Assignment

View/ Edit| Reviewer Role ? Date Notified Date Completed

Correspondence

Review Checklist & Primary Reviewer Moscowicz, Hannah @® ves O'No  05/16/2019 05/16/2019
Comments =

Review Discussion Members Check List &

Meeting Vote

Outcome
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. To open an object or document, click its icon in the View/Edit
column.

If you are logged in as the Reviewer, you will be able to edit the checklist by clicking on the icon in the View/Edit column.
You can also status your 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 screen.

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 ‘
108 1.0

1.1 Submission Components

Financial Disclosure

" R

Show Form: @ t Show Form: N/A

R Pham, Xugen, M.D. Err s General Hospital
Name: Name:

Reported Interest Reported Interest

Financial Interest Financial Interest

Type: Type:
Reported Interest g Reported Interest |
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

_ b 05/16/201% - . 03/27/2018
it 11:28:40 AM PDT Dete Suboutteds 3:20:03 PM PDT
Interest Ref Number: 000536 Interest Ref Number: 000015

Protocol Number:
Project Status:
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This will open a Member checklist, which is the same form the Reviewer filled out. The Board Member or Analyst can
answer the same questions but will 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.

Members Check List &

Members Name

(%] )| RonDix MD.

When the form is finished and the Board Member or Analyst returns to the Review Checklist and Comments screen, the
Members Check List table populates with an entry. The Board Member or Analyst can access their checklist by clicking on

the Edit icon, or Delete the checklist by clicking the o icon corresponding to the record. 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. A new
screen will open, allowing the Board Member to add comments in a rich text editor.

My Workspaces [ Conflict of Interest Member Comments [ <]

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

Display my name with the comments

-~ B I u < . @ Font Family - 12 - s 1- €- =-

Ev =Er E E % @ -4 =

Above the text editor are two checkboxes, both selected by default.

If the Member wishes to keep the 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, but wants to keep the comments
anonymous, the Display my name with the comments checkbox should be deselected.

Once comments are entered, click the Save the comments button to save the comments and return to the Reviewer
Checklist and Comments screen. The Board Member comment will be shown if Display my comments on the review was
selected at the time the comment was saved. The Board Member name will also be shown if Display my name with the
comments was selected at the time the comment was saved.
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Members Comments &

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

If the comments had been flagged as anonymous or hidden by de-selecting those checkboxes at the time the comment
was saved, only the user who added the comments would 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 in turn be merged into letters and meeting
minutes.

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

SiRIS " @ Account: Administrat
ednls ccount: iministrator . My Profile ~
Integrated Path: Home > match objects @ =3 - lmiL=
Research Information System
Covered Person: Pham, Xugen. M.D. . -
My Workspaces =  |Match Object Number: 000311 | Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. | 4]
Review Round Number: 1

I Edit Submission Discussion I

Match Summary

Internal Documents Review Discussion &

Review Assignment

Correspondence No Specific Discussions entered.

Review Checklist &
Comments

Review Discussion

Meeting Vote

Qutcome

A new screen will open, containing a rich text editor where you can type in or copy and paste your information. When
you are finished, click the Save button.

ErIR’S by H Account: Administrator
Integrated adme Path: Home > match objects > match review ®Help a e < St
Research Information System
My Workspaces & Conflict of Interest Conflict of Interest - specific discussion

Match Object 311 specific discussion

o B I u & x x? Font Family > 12 -~ & I~ I~ =E~

Ex Eyvy E E % W Q =
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Your text will be displayed in the Review Discussion table. You can 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 Pfizer interest.
Correspondence

Review Checklist &
Comments

Review Discussion
Meeting Vote

QOutcome

Meeting Vote
This tab will only populate for your match review if you selected a full board meeting review type.

Use this tab to capture votes for the match review. You can capture the vote at the time of the meeting, or any time
afterward, but before match review processing is complete. Start by clicking the Add Motion button.

WiRIS v" @ Account: Administrat
edRIS ccount: Administrator ® My Profile -
Integrated Path: Home > match objects @ I3 - it G Log out
Research System

Coverad Person: Pham, Xugen, M.D. —
My Workspaces = Match Object Number: 000315 | Conflict of Interest Match Review for Covered Person Xugen Pham, M D. {4
Review Round Number: 1

| Adamotion | l Save the Members Vote l

Match Summary
Internal Documents Meeting Vote &
Review Assignment
No Motions have been added.
Correspondence

Review Checklist &
Commel

Review Discussion

Meeting Vote

Outcome

A new screen will open with a text editor where you can type in or copy and paste a motion.

You can also use precanned motions by selecting a template from the Precanned Motion text dropdown list. With your
selection highlighted in the dropdown list, click the Add Canned Language button. Precanned language for use in these
motions is set up in Review Board Administration > System Setup > Setup Canned Motion.
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RIS v @ Account: Administrat
edRIS ccount: ministrator Hel ® WMy Profil m

Integrated Path: Home > match objects > match review @ = - v Frotile =
Research Information System
My Workspaces © Conflict of Interest Submission Motion 0
"Precanned Motion text" allows you to import text from a pre-
defined template.

Precanned Motion text:
& B I u § x » Font Family >~ 12 - 4 1~ 9 =~

i
a4
1]
L]

=

% @ 0o *£ &

Once your motion is defined in the text editor, click on the Save Changes button. the added motion text will appear at
the top of the Meeting Vote section as shown below. Click the Delete icon to delete the added motion text. Click the Edit
icon (pad and pencil) to revise the added motion text.

Meeting Vote &

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

Depending on your review board configuration, the motion you added may or may not be set for anonymous voting. If it
is anonymous voting (vote summary), then the screen will appear similar to the screenshot below.

Meeting Vote &

o .| We the COI Board Vote to Approve this Mation.

For

Absent

Against

Conflict of Interest

1000008

Not present for Vote

| |
| |
| |
Abstain | |
| |
| |

Enter the number of members that 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 in Review Board Administration. For more details on this setting, please
refer to the COI Assistant - Properties manual.

If Anonymous Voting is toggled off in your system, attendance will need to be set before voting can take place. If
attendance has not been set, the below screen shot will be displayed.
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Meeting Wote

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

=1
Relationship - Representative
Member Name to the ck: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 can look up and select the current meeting and mark attendance.

If attendance has been set and taken, the list of members present will be displayed as shown in the screenshot below.
RIS Bebieanis e Owo 2w -

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

I Add Motion I I savemeuemnecsvmnl

The vote type can be selected in the Vote column next to each Member Name. 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 have been set click the Save the Members Vote button. The votes will be saved and can
be used to merge into outcome letters (see the COIl Assistant — Administration Manual for more information).

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

Outcome

The Outcome tab is where an outcome is set for the match review and is typically reserved for COIl Coordinators. Here,
the Coordinator can select certain 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 will include a summary screen of all reviewer checklists
and member checklists as well.
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IMErger‘ i I I Oulmmel

Match Summary

Correspondence

Review Checklist & .
Comments|

summary ©

Review Discussion

Financial Disclosure

Mecting Vote

Outcome

Determination and Recommendation

COI Match
. the disclosure/match to be a Financial Conflict of Interest (FCOT). FCOT is defined as a Significant Financial Interest (already determined based on information being disclosed) that
termines could directly and significantly affect the design, conduct or reporting of externally-sponzored research, OR the performa: luties and responsibilities on behalf of the COT Board..

5] O [] Janice Phelps
© Financial Conflict of Interest (Significant Financial Interest that the Institution reasonably determines could directly and significantly affect the design, conduct or reparting of extemally-sponsored research, or the performance
oF duties and responsibilties on behalf of the COI Board.)
& Significant Financial Interest - not meeting criteria above for an FCOI
© bisclosure Only - for example, disclosure of a familial relationship with ancther employee at this institution.
Please explain why the disclosure does not meet the criteria above for a FCOL.
[§] &) []  SofiLumgawe
© Financial Confict of Interest (Significant Financial Interest that the Institution reasonably determines could directly and significantly affect the design, conduct or reporting of extemally-sponsored research, or the performance
of duties and responsibiltes on behalf of the COI Board.)
¢ Significant Financial Interest - not meeting criteria above for an FCOT
@ Disclosure Only - for example, disclosure of a familial relationship with another employee at this institution.
Ple: hy the disclosure does not meet the criteria above for a FCOT.

] [ Jenice Phelps
Is a management plan appropriate based on the determination of the disclosure being a Financial Conflict of Interest?
If not,

onflict 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 dropdown list at the top of the screen. The outcomes in the list
are configurable and can be set up under Review Board Administration > List Maintenance Setup tab > Review
Outcome/Outcome Configuration List. The outcome selected from this dropdown list determines whether the conflict
match is acceptable to the COI Office as-is, or a management strategy must be put in place.

If any Review Outcome other than —none-- or Approved with Conditions is selected the screen will refresh, and three
additional tabs are added to the menu at left: Internal Routing, Outcome Letter and Outcome Sent.

Internal Documents Outcome W
Review Assignment

Review Outcome: Approved hd
Correspondence

Review Checklist &
Comments

Review Discussion

Meeting Vote

Outcome

Internal Routing

Outcome Letter

Outcome Sent

If you select a Review Outcome of Approved with Conditions the screen will refresh, 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 8
Comments

Review Discussion

Meeting Vote

Outcome

Management Strategies

Internal Routing

Management Plan &
QOutcome Letter

QOutcome Sent
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You will be able to define any management strategies before sending the management plan to the Covered Person.

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

In the Reviewer Checklist Summary table, a list will populate 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
underneath the Reviewer/Board Member names.

Reviewer Checklist Summary &

Financial Disclosure
Submission Components

Janice Phelps

Sofi L Umgawe «

Determination and Recommendation

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.
O 0 O Janice Phelps «
) Financial Canflict 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 FCOI

€ Disclosure Only - 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.

O 0 0 fsofi Lumgawe

¢ 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 FCOI

& 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

Reviewer Determination

To the left of the Reviewer/Board Member name are three checkboxes that can be used to merge that
reviewer/member’s answer into a certain place in the system.

' - A checkmark in the first column will merge 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, provided the Submission Specific
Discussion merge code is used in the meeting minutes template (this is discussed in further detail later in this document).
= _ A checkmark in the second column will merge 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 will take the answer to the question and create 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).

Management Strategies

If the Covered Person associated with the conflict match needs to adhere to a management plan, the Management
Strategies tab will populate in the menu. From this screen, you can create the strategies that you want to merge into
your management plan. Each strategy will be 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 i ]

Match Summary

Internal Documents Management Strategies

Review Assignment

Sorting |Management Strategies |Management

Correspondence Number [Type Strategies Category |D Management Strategies
Review Checklist & o . Strategy must be N/A Significant Financial Interest (no FCOI)
Comments L addressed

3 5 : 2 Strategy must be N/A Yes
Review Discussion o =l addressed
Meeting Vote o : [ |Strateay mustbe N/A Yes

] - addressed

Outcome
Management Strategies ‘ ‘ '

Internal Routing

Management Plan &
Qutcome Letter

Outcome Sent

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

1. Strategies merged from the Outcome tab. The screenshot above shows strategies that were merged in from the
Outcome tab.

2. Add Multiple Strategies — Click this button to add multiple strategies at once.

[ iRIS o @ - admin
iRIS y edRIS Account: Admmlstraln.r _ @Help & wyerofile + & 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
—none— ~

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 you select this type from the dropdown list the screen will refresh, 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 you are sending the management plan to the
Covered Person, which is covered later in this document).
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*Strategy Type:
Comments that must be addressed

*Follow-Up Due

102013 'r

Comments— Adds recommendations for the Covered Person. The 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 you click this button a new screen opens, allowing you to type or paste in text for the management strategy in a
rich text editor. Select a Strategy Type and Strategy Category at left, then click Save the Management Strategies to add
the strategy to the Management Strategies list.

iRISs" @ Account: Administrat
ednls ccount: ministrator . My Profile ~ -
Integrated Path: Home > match objects > match review ®HEID - Wb
Research Information System
My Workspaces [® Conflict of Interest Review Management Strategies | 4]
Save the Strategy
Strategy Information: * Strategy Content
"Strategy Type: S B I U & x, x* FontFamiy e L e O =2 = = e EOE

Sirategy must be addressed

*Strategy Category:

t

4. Add Pre-defined Strategies — If certain strategies are commonly applied, you can save them to the Pre-defined
Strategies list under Review Board Administration > List Maintenance Setup > Predefined Strategies.

When you click the Add Pre-defined Strategies button, a screen listing all the predefined management strategies will
open. You can select a strategy or multiple strategies, and then click the Save Selected Strategies button.
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Research Information System

My Workspaces & Conflict of Interest Review Management Strategies

List of approved canned Management Strategies

4 result(s) found...

Management Strategies

O This activity must be conducted on your personal time.
0 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
O has not already been done
O You may not share any University proprietary information, only general, published knowledge in the public domain.

®iRIS oy" @ Account: Administrat ®
edRIS ccount: ministrator Hel ® My Profil
Integrated Path: Home > match objects > match review <P - vreme Elosou

Save Selected Stralegies

The strategy will be added as a “Strategy must be addressed” type.

All strategies added, regardless of the method used to add them, will 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

Strategies Category

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 you added them. If you would like to reorder them, you can change the numbering

in the Sorting Number column. Change the numbers, and then click the Save Strategies button.

Note: The Covered Person will receive a task on their home screen 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 Submission 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

Review Assignment Bassignment notes:

Correspondence

Have you completed your selection of required ‘Yes
Review Checklist & routings? ® o
Comments

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

Qutcome

Assignment Comments

Internal Routing
Date Completed

QOutcome Letter

QOutcome Sent

Mo Submission Routing entered

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

x|

« B I U 5§ x x2 Verdana - 11 -~ & 1~ 9~ =~ = ~

= - E % [ 2 & a8 2]

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 screen and will be included when Submission items are routed.

© iMedRIS Data Corporation 53



COlI Assistant — Conflict Match Processing iRIS 11.02

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

Review Board Members can be added by clicking the Add Review Board Routing button. This will create a row that
allows you to choose a Board Member from a dropdown list (red arrow in screenshot below) and optionally et a Role for
the Board Member (blue arrow in screenshot below). Use the Save Routing List button to save your additions.

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 will open. Enter your comments and click the Apply button to save changes and return to the Internal
Routing screen. Click the Cancel button to close the text editor and return to the Internal Routing screen without adding
comments.
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iRIS 11.02

Enter the routing notes. ﬂ
& B I u 5  x x2 Verdana * 11 -~ & I~ 9~ =~ = ~
o
= - E % @ -4 =} 2

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

Your comments will populate to the right of the Assignment Comments link. These comments are specific to the user

and will populat

e in the assignment when the user opens their task.

— Internal Review Routing ()

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.

O ves

Have you completed your selection of
required routings? ® No

Add Review Board Routing I Add Non-Review Board Routing I
Assignment Comments

User Comments

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

User Comments:

Click the Add Non-Review Board Routing button to add someone who is not a Review Board Member to Internal
Routing. A new screen will open, allowing you to use the Search User Directory screen to look up the desired person by

Last Name, First Name, Department, or any combination of all three.

My Workspaces &

D. vy

Conflict of Interest Search User Directory

Last Name: (You may enter a partial name to search)

ﬁ Directory Browse/Find: FirstName:[ |
=

by Department: |AH Departments

-3 Harper, Jill M, M.D., PhD JHarp@msc.edu

[ 4|
Save Selected User(s)

ad

© iMedRIS Data Corporation

55




COlI Assistant — Conflict Match Processing iRIS 11.02

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

If your search has returned multiple users you wish to add to Internal Routing, next to each name to be included, click
the box in the Check for Multiple column and then click the Save Selected User(s) button to add the names and return
to the Internal Routing screen.

‘Save 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 -nong— ~

User Comments:

Each name added will be in a separate row and will have the same Assignment Comments button available for you to
add comments specific to each person.

Routing will occur 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) will be 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 will
be notified for signoff. This process will continue until the list is completed. Users with the same order number will
receive the notification at the same time.

You can re-order the list by changing the numbers in the Order Number column. If a user that has already been notified
is subsequently deleted, the user with the next highest order number will be 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

When your changes to the routing list are complete, click the Yes selection and click the Save Routing List button.
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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 ﬂ
Task List:
4 result(s) found... 1-4
pesehe
5 i o 08/29/2019 Janice Phelps has been assigned to Administratively
Int: | Subi Routi Si ff ~
U 4 nternsl Submission Routing Signel 04:05 PM POT review the submission

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

The screen 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 &

s e

Show Form: @ -~ Show Form: N/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
05/16/2019 05/14/2018

Date Submittad: Date Submitted:

11:28:40 AM PDT 12:13:11 PM PDT
Interest Ref Number: 000636 Interest Ref Number: 000181
Protocol Number:
Project Status:

”Ms\gnad 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.

r~ Internal Review Routing &

Add Routing || Remove Routing H Save Routing

Submission ROUING: | pocigned Analyst : Umgawe, Sofi L
The Pizer 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

_

User comments

Assignment Comments: If you have questions about the COI form, Bob has made himself available to offer help.
Phelps. Janice ini: — -- ~ =

s Administrator none 08/29/2019 Complete: Oves @ No
User ID:

|
P —

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

User Comments:

| Assignment Comments:

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

User Comments:
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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
s B I U 5 x x2 Verdana - 11 ~ & 1~ I~ =~ = ~
(o}
= - =E % [ 4 = D

Direct any Interest 2 questions on this to me, please.

Any user comments added will be reflected in the User Comments area of Submission Routing, as shown below (red
arrow).

[~ Internal Review Routing &

Add Routing || Remove Routing || Save Routing

Submission ROUtng: s ioned Analyst : Umgawe, Sofi L

The Pfizer stack 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

_ Date Notfied Sompleted ®

User comments
Assignment Comments: If you have questions about the COI form, Bob has made himself available to offer help.
Phelps. Janice Administrator --none-- 08/29/2012

Complete: ®ves O No
Fassword:

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

User Comments: Direct any Interest 2 questions on this to me, please. «
O Assignment Comments:
Harper, Jill M, M.D., PhD Administrator --none--

User Comments:
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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 will receive a notification from the system as well as a home screen task. When the task is opened, the Analyst
will be 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.
~ ~ _ @ ves
Have you completed your selection of required routings?
_No

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

Assignment Comments

[ 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 08/29/2019 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.

Match Summary

Internal Documents [~ Management Plan Document &

Review Assignment

Select a Plan Template: | —none— =

Correspondence

. - Create Management Plan
Review Checklist &

Comments

Review Discussion Signature

Required

Delete | Send | Edit/View | Ti

Qutcome

e By Neo Plan have been created for this review.

OQutcome Letter

Qutcome Sent

[~ Response Letter W

Selact a Letter Template:

Create Response Letter

Signature

Delete | Send | Edit/View Required | S2tus

No Letters have been created for this review.

This screen 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.
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To create the Management Plan, begin by selecting a template from the Select a Plan Template dropdown 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 there.

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

My Workspaces & Conflict of Interest Management Plan 0o
Save Management Plan Changes
Reference Number: HTML Content | Check In/Out
317
Esiqunaher s B I U & x, x* TmesNewRoman~ 14 ~ & 1~ fq~ =~ = ~ = ~ E % @ o =
Sofi L Umgawe
Does this plan require signature signoffs? a [2)

Oves ®No

August 30, 2019

Xugen Pham M D.

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 has
been saved, the Check In/Out tab will populate 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 iRIS™ system later.

[ HTML Content | Check In/Out

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.

[ Download Document |

[ Upload Document... |

To the left of the text editor screen 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 will populate as shown below:

Does this plan require signature signoffs?
®vyes ) No
Is batch signoff applicable?

_¥es ® No

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

If the signature signoff was set to “Yes,” you will be redirected to the Submission Plan Signoff Routing List screen when
the Save Management Plan Changes button is clicked.
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My Workspaces = Conflict of Interest Submission Plan Signoff Routing List

I ‘Add Review Board Signoff I I ‘Add Non-Review Board Signoff I [ Delete selected signofiis) | [ save signofrList |

Reference Number: 317
Submission Type: Imputed
Letter Name: COI/C Notification
_ o O Yes
Have you completed your selection of required signatures? -
® No

Date Received Date Completed

Approved

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 COI
Board Member.

Date Received Date Completed Comments
Dix, Ron, M.D.
Harris, Thom
Pham, Jiu
Varda, Margo
Thompson, Enc

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.

My Workspaces = Conflict of Interest Search User Directory n

‘Save Selected User(s)

Last Name: (You may enter a partial name to search)
& oirectory Browse/Find: Firsthame: |
by Department: [All Departments =

(€ zaiiiy | iz "ﬁaining User Name Department

Multiple User

O J 3 Harper, Jill M, M.D., PhD JHarp@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 will appear as shown in the screen shot below.

My Workspaces & Conflict of Interest Submission Plan Signoff Routing List

Add Review Board Signoff ] { Add Non-Review Board Signoff ] I Delete Selected Signofiis) I Save Signoff List

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

Have you completed your selection of required signatures?

Date Received Date Completed Comments
O |
O

Order Number—Specifies who will receive the signoff task first. Users with the same order number will both receive the
task at the same time.
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Name—This is the name of the user (selected from the dropdown menu) who must sign the outcome letter.

Signoff—This column is only useful for the currently logged-in user. If you have been selected for signoff and you are the

logged in user, the writing hand icon next to your name will darken ( eﬁ )Jand you will be able to sign off on the letter by
clicking this icon.

Approved—This area will display the 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 will be required when they approve the
letter.

Allow Change—If this is set to “Yes,” the user designated for signoff will be allowed to edit the letter.
Date Received—This is the date that the user receives the letter for signature.

Date Completed—This is the date that the user applies their electronic signature.

Comments—Any comments the user may have entered upon sig off.

To delete a user previously added to the signoff block click to select the checkbox next to the name, then click the Delete
Selected Signoff(s).

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. This will send a notification to the first user selected for signoff.

Navigating back to the Outcome Letter tab, you will see the Management Plan that you just created in the list.

Internal Documents Management Plan Document &
Review Assignment
Select a Plan Template: | —none— v
Correspondence
5 5 Create Management Plan
Review Checklist &
Comme
Review Discussion i
Delete Send  Edit/View | Title Signature | oo, Lrriz
Required Signoff

Outcome

- =] ) COL/C Notification Routing Complete B
Internal Routing 0 Send L | wersion 1 Yes Waiting to be sent c’,
Qutcome Letter
Qutcome 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. It 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.
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~ Management Plan Document &

Select a Plan T I |—none— e

Create Management FPlan ]

Signature

Required
A= - COL/C Notification .
o ] &S Version 2 Mo Waiting to be sent
o #=] b COL/C Notification Yes Routing Complete ¢
Send = Version 1 Waiting to be sent - ‘%

You can also generate an Outcome Letter using the dropdown menu in the Response Letter area of the Outcome Letter
tab. The templates available in the Select a Letter Template dropdown list are configured within Review Board
Administration > System Setup > Setup Outcome Letter Templates.

[~ Response Letter WO

Select a Letter T I --none-—- h

Create Response Letter

Signature
Required

Delete | Send | Edit/View

Mo 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.

Internal Documents ~Management Plan Document

Review Assignment

Select a Plan T [~none— -
Correspondence
N 5 Create Management Plan
Review Checldist &
Comments
Review Discussion Signature
Required

Qutcome

- :5E|| % COI/C Notification
Internal Routing o Send =3 D Mo Waiting to be sent o
OQutcome Letter

=l COL/C Motification Yes Routing Complete <.

Qutcome Sent o Send =] Version 1 Waiting to be sent - $

[ Response Letter W

Select a Letter Template:

Edit/View | Title

:EE|| h Conflict Approved iti ¢
o Send i3] Yes Routing Complete Waiting to be sent F 5

Version 1

You can send the Management Plans and letters from this screen, or you can bundle these items when you send the
Management Strategies to the Covered Person in the next tab.

Note: If you send the Management Plan Document and Outcome Letter from this screen you will not be able to include
them in the bundle, this is an either-or selection.
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Outcome Sent

Once you have completed the review process for the conflict match, you will need to use the Outcome Sent tab to send
the Management Plan and any other letters to the Covered Person along with any Management Strategies.

Match Summary [~ OQutcome &

Internal Documents Review Outcome: Approved

Review Assignment

Correspondence [~ Review process summary &

Review Checklist &
Comments Round Number Review Process Meeting Date Date Received Date Completed

(HEstEn) BIEe=e Mo Review history for this review.

Outcome

Internal Routing —Personnel to Receive Notification &/

Outcome Letter

——— Add Personnel
Outcome Sent

Response Required

o ® Ron Dix. M.D.

[~ Management Plan Document &

Attach to Response E-mail [Management Plan

O COI/C Notification

[ Response Letter W

Attach to Response E-Mail |[Response Letter

[l Conflict Approved

[~ Email Notification &

Email notificati —none— v|{ Generate Response Message ]

The Outcome you 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 will appear in the Outcome section, as
shown in the previous screenshot.

If the Outcome requires a management plan a Follow-up Due date field will be added to the Outcome section, as shown
below.

Outcome W

Review Outcome: Management Plan Required

Follow-up Due: 072472015

The Review process summary table section is next, beneath the Outcome section. If this is the first round for the conflict
match, this table will not populate with any information. Later, if you determine it needs to be reviewed again after a
response to management strategies is received. this table will populate with information from the previous round.
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[~ Review process summary &

Round Number Review Process Meeting Date Date Received

Mo Review history for this review.

The Personnel to Receive Notification section is next, beneath the Review process summary section. Here, you can
specify a user or users who will receive the management plan or outcome letter. The system will auto-populate the
Covered Person and flag them as “Response Required” if the outcome is to send a Management Plan. If the outcome is
approved, the Covered Person will default as the primary recipient.

Personnel to Receive Notification &

Add Personnel

Response Required

o ® Ron Dix, M.D.

Click the Add Personnel button to add more recipients for the Management Plan Letter and/or Outcome Letter. The
Search User Directory screen will open, allowing you to search the iRIS database for a user to add. Search and find the
user, and then click the Select User icon (green checkmark in the Select User column).

My Workspaces = Conflict of Interest Search User Directory n

Save Selected User(s)
Last Name: (You may enter a partial name to search)
B Directory Browse/Find: First Name: I:|
by Department: |A|| Departments —

Check for | Select
Multiple User

Training |User Name Department

m ¢ f: Harper, Jill M, M.D., PhD JHarp@msc.edu

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

[~ Personnel to Receive Notification &

Add Personnel

Response Required

® Ren Dix, M.D.

00

Jill M Harper, M.D., PhD

You can select more than one user to receive the letter when you save the Outcome Sent tab, but you only indicate that
a response is required from one user. This means that the system will create a task on the user’s home screen allowing
them to respond to the management plan.

Any other user listed here will receive a notification from the system, but not a task. You would typically indicate that the
response is required of the Covered Person.

You can remove a user from the table by clicking the Delete icon in the far left column.
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Any Management Plan Documents created in the Outcome Letter tab will 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 Respo

O COI/C Notification

Any Response Letters created in the Outcome Letter tab will 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 &

Attach to Response E-Mail | Response Letter

O Conflict Approved

If you have already sent the Management Plan or Outcome Letter from the Management Plan and Outcome Letter tab
you will not be able to attach it to the response back to the Covered Person.

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

The templates in this dropdown 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 | CONC Motification v |[ G ite Resp M ]

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 that will pull in information
related to the specific match you are processing.

The text pulled in with the template can be modified as desired in the text editor.
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Save the Response Message

|} LU NOUTTCaton

Response Letter &

Response Letter
| O Conflict Approved

Email Motification &

Email notification template: |--none-- w || Generate Response Message ]

s B I U & x, x* FontFamiy > 12 -~ & 1+ v =~

>y EyEE % R Q = =
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 MNew Outside Commitment.

When any changes to the notification are complete, click the Save the Response Message button at the upper right of
the screen. The response can now be completed back in the Outcome section at the top of the Outcome Sent tab.

l Save the Response Message ]

Qutcome W

Review Outcome: Approved Conflict processing complete: E

A confirmation prompt message dialog will appear.

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.

[9].4 Cancel

Click OK to send the response. Click Cancel to return to the Outcome Sent tab without sending the response.

The system will attach any Management Strategies and the Outcome Letter to the email template you generated. The
email will be sent to anyone you selected in the Personnel to Receive Notification table.

The conflict match will become locked and you will no longer be able to edit it.

If you indicated that a management plan is required in the Outcome tab, a new Management Plan Response tab will
populate beneath the Outcome Sent tab (see next section).

If the conflict match is approved, the screens will be read-only and the review is complete in iRIS™,
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Note: In some cases, you will be able 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 Expedited or Administratively Processed, you will be able to uncheck the Conflict Processing complete
checkbox. Setting the match back to an editable state should only be used for certain cases, as when you complete the
process, the letters and response message will bundle to the selected recipients again.

Management Plan Response
When the Covered Person has replied to the Management Plan Response, the assigned Analyst will receive 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 COI Response

Match Summary Management Response 'O

iz DTETETS 1. You will need to sell all of your stocks.

Review Assignment * Do you accept the Management Strategy? (provide explanation)

Correspondence Response: Yes Response Detail: The stocks will be sold prior to study launch

Review Checklist &
Comments

Review Discussion .
Conflict Resolution &

QOutcome

Management Strategies Status Conflict: ®) Yes it can be closed () No still in progress * JINo must be reviewed again

Internal Routing

Management Plan &
QOutcome Letter

Qutcome Sent

Management Plan
Response

This screen will summarize the response from the Covered Person in the Management Response table. Any Management
Strategies will be listed out, along with how the Covered Person responded to each strategy and any details provided.

After reviewing the Covered Person’s response, you can specify how to further process the match review. Specify this
process in the Conflict Resolution table. If the response from the Covered Person is satisfactory, select the first radio
button, “Yes it can be closed.” If you need more time to review the response, leave the selection for “No still in progress”.
If you need to further process the conflict match, select the “No must be reviewed again” selection. After you make your
selection, you must click the Process Response from COl Response button.

If your status the conflict to be closed, the system will close out the processing for this match review. No further action is
necessary.

If you leave the status to still in progress, the processing will stay with the Management Plan Response tab until you
status the conflict differently.

If you indicate that the status must be reviewed again the system will reopen a new round of reviews for the conflict
match. The system will direct you to the Match Summary tab of a new review round, or you will be able to find the match
review on the Assigned Tab by looking up the Reference Number.
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Conflict of Interest Match Review for Covered Person Xugen Pham, M.D. 0

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

Covered Person: Pham, Xugen, M.D.
Match Object Number: 000340
Review Round Number: 2

My Workspaces =

1t

Covered Person's Name: Pham, Xugen, M.D. Covered Person’s Name: General Hospital
Reported Interest Type: Financial Interest Reported Interest Type: Financial Interest
3:.’,’&?&‘1 Interest Third 3-M Pharmaceuticals ::m';‘ed Interest Third 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
Dot Skt [RESPr T A Sl i vor
Interest Ref Number: 000636 Interest Ref Number: 000551

Protocol Number: IRB-19-122

Study Status:

When you open the match review, it will open to the Match Summary tab.

At the top of the screen, the Review Round Number reads 2, meaning this is the second round of review for this Conflict
Match.

You can further process the match review as needed by going to the Review Assignment tab and assigning a review
process and reviewers if needed.

In that case, processing continues from here as with the first round of review.
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