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Conflict Of Interest Assistant Manual

Conflict of Interest Assistant Overview

The Conflict of Interest (COIl) Assistant is available to streamline and assist in an institution’s COl management. The COI
Assistant works similarly to other review boards, but the main feature of this module is that it works in conjunction with
the rest of the software to avoid financial and other types of conflicts of interest that may occur throughout the entire
process of submission reviews, signoffs, member reviews, and so on.

Whenever a submitted Annual COI or Study COI form has a conflict match, that match will populate in the Conflict
Matches queue. Within the COI Assistant, you can manage these matches, search previously reviewed COl matches, and
review management plans.

Conflict of Interast Assistant » Conflict of Interest Assistant Workspace
Select the Committee 4
Find a Study
Conflict Matches
Search Conflict Matches

Reviewer Assignment

Meeting Management 4
Correspondence & Notifications 4
User Management 4

Letter Signoff
Reports
Submission Forms

Review Board Administration

Note: Depending on a user’s access, they may not have all the items shown above available to them. See the Review
Board Administration manual for additional details regarding adding or removing access for roles on review boards.

Find A Study

Use the Find a Study screen to look up studies. Click on this item in the main menu or click on the Find A Study icon in
the COI Assistant Workspace to load the Find A Study search screen.

RIS vy iMedRIS Account: Janice M. Weller, MD, PhD @Help o wyprofile ~
Integrated Path: Home -
Research Information System
My Workspaces & col Find a Study Kl Back I
Advanced Find
v
Find a Study Filters +) o
isiayprojcts b: 8 iamber ] p— \
Alias: | | Study Status: [Al ] @ “""'(')c:t‘i'::s”"d
sponsor: | | Study Classification: [All V]
Principal Investigator : | ] Reference Number: | ] y Fint:‘::)s;t}ons
Department: | | IRB ExpirationDate [ | -
= = P i
0 result(s) found. .. 0-0

IRB Number IRB Expiration Date ‘:‘ Principal Investigator |

No Studies found that match the filter criteria
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Using the dropdown lists and text fields, you can narrow your search using any known information. Depending on your
system settings, studies can be displayed by the IRB Number, Project Number, IACUC Number, IBC number, or Study
Number. Changing the Display Projects by field will update the table accordingly.

Some of the search fields are auto-populating fields. Begin by typing the name, and the system will return any resulting
matches for you to select. Sponsor, Principal Investigator, Department, and IRB Number are all auto-populating fields.

Find a Study Filters

Display Projects by: ‘ IRE Number e

Sponsor: | ba

principal Inflestigator : [9721] Ciba-Giegy

[9827] Council for Tobacco Research
[9887] Smokeless Tobacco Research Council

[ partment:

The Principal Investigator field allows you to toggle between Active and Inactive Pls. Inactive Pls are any user accounts in
the system that have been flagged as Inactive that also are listed as Principal Investigators on studies. Active Pls are any
user accounts that are flagged as Active and also are listed as Principal Investigators on studies.

Active Principal Investigator : | |

There are also dropdown lists of available Study Status and Study Classification you can choose from. Note: Items shown
in the lists will vary according to your specific configuration and custom Review Board Administration settings.

IRB Number: | |

Open

Returned for Corrections

Reference Number: |PENINg Feasibility Review
Feasibility Approved

IRB Expiration Date |Feasibility Denied

Approved

Pending - Acceptance to Participate
Draft

Pending

Pending - Submitted for Initial Review
Closed to Accrual with follow-up
Closed

Suspended

Inactive - Administratively Closed
Pending - Acceptance from Site Investigator
Pending - Completion Site Application
Declined - Acceptance

Study Classification:

- —

The Reference Number field allows you to search for studies by Submission Reference Number. Enter a reference
number for a specific submission form. When you filter the results, the study matching the reference number will
populate in the results.

Note: You must enter the entire Reference Number in this field, except for the leading zeros. Example, for a submission
with Reference Number “000288,” you would need to enter “000288"” or “288" to filter the results correctly.

You can search by an expiration date range by entering in the appropriate information in the Expiration Date fields.

IRB Expiration Date: |:| - |:|
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Reset Find Options — Click this button to reset the study filters and begin a new search.
When you click the Find button the system will return any matching studies, depending on the filters you selected.

Notice that once the Find button is clicked or search criteria have been applied, whether via the Find a Study Filters
panel at the top of the Find A Study screen, the Advanced Find Options button/screen or Application Find Options
button/screen, a Download Result(s) button will appear. Click this button to download the results list in .csv format.

il b : .
RIS f@whedms ccour: Admimststr @rew & worone - [Glgan

Research Information System

My Workspaces = Conflict of Interest Find a Study Kl Back

Advanced Find |

v
Find a Study Filters &
tspay Projecs by: [ amper 7] 8 | \ & Avvication Find
Study Number: | | Study Status: [All v]
Sponsor: | | Study ification: [All V] > ﬁndkgs':‘éo“s
Principal Investigator: | Reference Number: [ |
oeparmert: I T - N — H . |
4
. Download Result(s)
5 result(s) found... 1-5

Study Number
IRB Number IRB Expiration Date —————————| Pprincipal Investigator

Study Title
Adult Trauma Investigator, John
— Adult Trauma
Does dietary methionine
restriction activate the Investigator, John
Open sympathetic nervous
e system?
Does dietary methionine resriction activate the sympathetic nervous system?
819-1 Investigator, John
-4 Bioteen Study testing the results of Lab 89
800-1 Investigator, Sean
Approved
- Studying Plant Prototypes and the effects of internal combustion
BAR-1023 Investigator, John
o The Barrow 7-ILT Intraoperative Concussion Evaluation trial

For more search options, click on the Advanced Find Options button to open the Advanced Search Options form.

Find A Study: Advanced Search Options ﬂ

[ Key Study Personnel &

Select User Name: |
T e RO [] principal Investigator -

["] Additional Principal Investigator

[] Co-Investigator
[] Faculty Advisor
] nurse

[] study kKsP1

[ (P YRR T S

[~ Drugs associated to Study %

Trade Name: | |

Generic Name: | |

Investigational Name: | |

[ Devices associated to Study W&

Device Name:

[ Issues Reported to the Board &

Issue Type: | —none-— hd |

P — - T —

[ Study Key Words &

Key Words: | |

O Cancel I E)Apply I

This form allows for filtering by study personnel, study drugs, devices, issue reports, and key words in the Study Title.
You can choose to use one or all options in the Advanced Search Options form by selecting an item from a dropdown list
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and/or typing in the keywords. When you are finished, click the Apply button at the bottom right corner to apply the
selected filters and view the result set in the Find A Study screen. Click the Cancel button to close the window without
applying the filters.

If you added Advanced Find Options, that button will update on the Find A Study screen with a yellow border to indicate
extra filters are in use.

Advanced

wr Fi I'Id ¢
Options

To remove Advanced Find Options, click on the button to open the associated form, clear its contents and click the Apply
button.

For application-specific filters that can be saved and re-applied as needed, click on the Application Find Options button.
This will open the Application Search Filters form. From here you can create and save new filters, or edit and apply
previously created and saved filters.

Find A Project: Application Search Filters ﬂ

;) Add a New Application Filter |

Manage Filters:
Select | Edit | Delete |Filter Name

No Filters have been created

Criteria to Apply: No filter selected.

g:! Cancel
Click the Add a New Application Filter button to open the Add Application Search Filter form.
Find A Project: Add Application Search Filter ﬂ
*Filter Name: ]
*Share this Filter: () yas ®) ng
Comments:
Add a new Filter Criteria |
No validation clauses defined for this branch. =
S: 2 Return to List | E Save |

Enter a Filter Name and select Yes or No for Share this Filter. Selecting Yes will make the filter available for others to use,
selecting No will keep the filter private to the person who created it. Optionally, you may also add comments.

Click on the Add a new Filter Criteria button to add filter criteria. Available text entry fields and dropdown lists will be
activated.

© iMedRIS Data Corporation 5
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Find A Project: Add Application Search Filter ﬂ

*Filter Name: |B\uleen IRB App Initial Screen Questions I

*Share this Filter: @ ves () No

Filter to apply for initial trial grouping.

Comments:

s Endd a new Filter Criteria |

olzl --none-- ~ || --none-- :‘ --none-- ~|[--none-- ~

Crone-

g! Return to List | Save

Select from the What Application? column to populate the What Section? and What Question? dropdown lists.

Find A Project: Add Application Search Filter ﬂ

*Filter Name: |B|uteen IRB App Initial Screen Questions |

*Share this Filter: ® vz O no

Filter to apply for initial trial grouping.

Comments:
S zndd a new Filter Criteria |
Orde at Co omparato alue
at Questio
) T e ‘

(50) - Initial Screening Questions

100) - Drugs and Devices

(200) - Funding

(375) - Exempt Research (Categories 1, 2 and 3)
(500) - Sample Size and Eligibility Criteria

(600) - Recruitment and Consent

(630) - Waiver of Consent/Authorization

(640) - Science

(650) - Radiation

(800) - Risks and Benefits

(900) - Confidentiality, Privacy, and Data Security
(1100) - Qualifications of Key Study Personnel
(1200) - Multi-Site Invitation

(4000) - End of Study Application

g ! Return to List | Save

Make your selections in the What Section? and What Question? dropdown lists to populate the What Column?
dropdown list and activate the Comparator dropdown list.

Find A Project: Add Application Search Filter ﬂ

*Filter Name: |Bioteen IRB App Initial Screen Questions |

*Share this Filter: (®)ves () No

Filter to apply for initial trial grouping.

Comments:

s aﬂdd a new Filter Criteria |

What Section?

What Application? - |What Column?
What Question?

|° 1| [1RB Application | [(50) - Initial Screening Questions ~ —none-- -

[(90) - * CLINICAL TRIAL: (REQUIRED) Is this a clini | [PES_CLINTRIAL
|DES_cLINTRIAL REG I

g!neturntoljstl Esavel

Select the desired Comparator and enter the desired Value. Click the Save button to save the filter and return to the
Application Search Filters screen.

© iMedRIS Data Corporation 6
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Alternatively, click the Return to List button to cancel and return to the Add Application Search Filter screen without
saving any changes.

Find A Project: Application Search Filters ﬂ

|, ) Add a New Application Filter |

Manage Filters:

Filter Name

O o Bioteen IRB App Initial Screen Questions

Criteria to Apply: No filter selected.

g:! Cam:ell &\ Apply |

Repeat the Add a New Application Filter process to create additional filters and add them to the Application Search
Filters list.

Click in the Select column of a filter in the list to view its Criteria to Apply details. You may change the default Value for a
selected filter, and doing so will not change the default value in the underlying filter.

Find A Project: Application Search Filters ﬂ

|, . Add a New Application Filter |

Manage Filters:

Filter Name

® Q Bioteen IRB App Initial Screen Questions

Criteria to Apply: What Section?

Application _— Comparator|Value
What Question?

IRB Application Section: (50) - Initial Screening Questions DES_CLINTRIAL EQUAL ®ves O no O Not Set
(90) - * CLINICAL TRIAL: (REQUIRED) Is this a

QUESHION: cjinical ¢

S:Z Cancel | &7\' Apply |

Click the icon in the Edit column to make and save changes to the underlying filter.
Click the Apply button to apply any selected filter(s) and view the filter results in the Find A Study screen.

If you selected and applied any filters in the Application Find Options, the button will update with a yellow border to
indicate extra filters are in use.

v

Application Find
Options

To remove Application Find Options, click on the button to open that form, clear the Select column for the filter you

wish to remove and click the Apply button.
You may apply Advanced Find Options, filters from Application Find Options, or both.

Back on the Find A Study screen, once you find the study you are looking for, click the icon in the Open column to open
the study record.
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RIS vy iMedRIS Account: Administrator el 8 wyprofile v -
@Hlp & My Profile GoLog out

Research Information System

My Workspaces & Conflict of Interest Find a Study Kl Back

Advanced Find
e options
Find a Study Filters &
Display Projects by: IRB Number: | ] @ Gislition Lo

‘Study Number: [ Study Status: [All <]

]
et J Sty Clssiicaion: (W & ¥ Find options
Aciive | Principal i [ | Reference Number: | |
[ ]

1R Expiration Date || [B] [ | £ eina..
t Download Result(s)

5 result(s) found... 1-5

Study Number
Study Status IRB Expiration Date ——————————| Pprindipal Investigator

Study Title

Adult Trauma Investigator, John
— R Adult Trauma

Does dietary methionine
restriction activate the
sympathetic nervous
system?

Does dietary methionine restriction activate the sympathetic nervous system?
819-1 Investigator, John
Bioteen Study testing the results of Lab 89

800-1 Investigator, Sean
Approved
Studying Plant Prototypes and the effects of internal combustion

Investigator, John

BAR-1023 Investigator, John
The Barrow 7-ILT Intraoperative Concussion Evaluation trial

The other columns in the results section of the page are as follows:

Study Status - This displays the current status of the study (e.g. Open, Pending, Draft, Completed).

IRB Number - If an IRB Number has been associated with a study, it will display here. This column will change to
whatever you choose to display the studies by, when using the “Display Studies by” filter.

IRB Expiration Date - If an expiration date has been associated with a study, it will display here. This column will also
change with whatever you choose to display the projects by.

Study Number - This displays the Study Number/Nickname given to the study in the initial section of the Study
Application.

Study Title - This displays the Study Title given to the study in the initial section of the Study Application.
Principal Investigator - This displays the name of the Principal Investigator on the study.
Sponsor — This displays the name of the Sponsor on the study.

Clicking the icon in the Open column opens the Study Management page for the selected study. By default, this page
opens to the Submissions tab. The menu items shown on this screen may vary according to your specific system
configuration and role.

™iRIS b " Account: Administrator -
N m-: edRIS Department: GH - 7543 - General Hospital @Drep & myprofite ~ -l:o s
n":mn System Path: Home > find study

IACUC Number: IACUC-2019-077

" ‘ Conflict of Interest Submissions n Back
PI: Investigator, John

submissinns Study Management
protocel ftems _

®  study Application ® submissions History

My Workspaces =

® Informed Consent ®  Sstudy cCorrespondence

®  oOther Study Documents

Track

Request Type

f
Location | Number

There are no outstanding submissions.
® reasibility Form

® contract Documents

The Submissions tab in the lower part of the screen will display any forms available for viewing by the COI.

© iMedRIS Data Corporation 8
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Notice the Path item at the upper left of the screen. This is a hyperlinked menu directory tree you can use to quickly
navigate back through the path you’ve followed to get to your current location, and it appears on all screens that are
nested one or more levels beneath the main Conflict of Interest Assistant Workspace.

In the example shown you are currently viewing the Study Management screen, and you can tell this screen is nested
two levels beneath the main COl Workspace screen because there are two links available in the Path: Home, and find

study. Clicking on find study in the Path will take you up one level in the directory tree, to the Find A Study screen.
Clicking on Home in the Path will take you to the COl Workspace.

RIS vy MedriS Account: Administrator

Integrated
Research Information System

M — @uew & nyvrone -
Path: Home > find study

IACUC Number:  TACUC-2019-077

=2 Conflict of Interest Submissions Back
My Werkspaces PI: Investigator, John n

TACUC Expiration Date:  [SEEIpIP

_

®  swudy Application ®  submissions History

® 1nformed Consent ®  study Correspondence
®  Other Study Documents
L]

5 Track | Ref
Contract Documents Location | Number

_ mem———

®  Feasibility Form

Request Type

Clicking on the Study Management tab brings you to a screen where you can access all information regarding the study
(with the exception of subject information).

il b . Account: Administrator
iRIS by ledRIS Department: GH - 7543 - General Hospital @Help 2 myProfile ~
Integrated Path: Home > find study
My Workspaces = f"]‘_“”f"’::s"';:;';r Jui?cuc'2°19'°77| Conflict of Interest Study Management |4 |

Kl Back

Submissions Study Management

SR

®  Study Summary/Profile ® Equipments

®  External Study Personnel

® Define Training Group

® Department Access

Study Site Access

Associated projects

Associated Studies

Depending on the COl’s access to a study record in the system, you may or may not see the same links as shown in the
screenshot above.

Click the Study Summary/Profile link in the Study Details column to open the Study Summary screen. This screen can

contain any, or all of the sections shown in the following screenshot, according to your specific configuration and custom
Review Board Administration settings.

© iMedRIS Data Corporation
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@r,-msby%i),, 2 i
edRIS Accourt: Adminisrtor @ 2 myprote -

Integrated Path: Home > find study > study momt.

* MACUC2019-077|  confiict of Interest [ECULIETILIELY Kl Back

I8 study Summary Basic Information
> pioni

My Workspaces

Study
statu:

8 tudy Training Group

s [ study Details

By default, all available sections are opened in expanded view, as shown below. Some sections have editable fields. After
making changes in any of those sections, click the Save Changes button at the upper right of the screen.

RIS v @y
edRIS Account: Administrator . S
Integrated Path: Home > find study > study mgmt. ®"EIP A vEree CrLogout
Research Information System

R Rer AL UG SLE Rl Confilct of Interest Study Summary Kl Back

PI:__Investigator, John

. N BT oo (R v e esvcon s eyt s e
IACUC Expiration Date: 05/15/2022
I Save Changes
|

‘ Study Summary Basic Information

My Workspaces =

Study Title: Does dietary methionine restriction activate the sympathetic nervous system?
Status: Open

Study Number: Does dietary methionine restriction activate the sympathetic nervous system?
Animal Research: Yes

= il Study Personnel

Principal Investigator: ?‘ John Investigator
Contact: ?, John Investigator
- L .

StuylAsther 3) John Investigator

= E‘_! IACUC
IACUC Number:  IACUC-2019-077

Committee of Record: | none

Review Cydle: Yearly

The Study Summary/Profile contains basic information about the study like personnel, review board information, study
details, etc. The screenshot above should look similar to your Study Summary screen, but might contain extra fields
about the study. Certain fields may or may not be in use and can be turned on or off under Review Board Administration.

This area can be used to gather information about a specific study for COI purposes. Click the Back button at the upper
right of the screen to return to the Study Management screen, or use the Path link labeled study mgmt.

Conflict Matches
The Conflict Matches link allows you to view and process all conflict matches generated as users filled out their

disclosure forms.

© iMedRIS Data Corporation 10
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When you click on the Conflict Matches link a page will open to display all matches, divided into five tabs: Submission
Prereview, Not Assigned, Assigned, Completed, and Agendas. Upon opening the link, the system will automatically
default to the Submission Prereview tab.

See the COI Assistant - Match Processing manual for more information.

RIS » ’@,},, ,
Y edRIS Account: Administrator . .
Integrated Path: Home @ Help & My Profile
Research Information System
My Workspaces & Conflict of Interest Conflict Matched Objects Kl Back

Submission Prereview Not Assigned Assigned Completed Matched Objects Completed Forms Agendas

5 result(s) found... 1-5

Ref Number Date Board Received Covered Person
) 000683 COI Study Disclosure Form gE{égééT'j POT Investigator, John 1
i 000682 COI Study Disclosure Form gsiégéél;},j POT Investigator, John 4
S| 000676 Gifts to Report Form 2842942123 POT Researcher, John 1
1 oooers Annual COI Form gféézé%ﬁ oot Investigator, Sean 3
) 000674 Annual COI Form gsé?{él}}s POT Investigator, John 1

Search Conflict Matches

Search Conflict Matches is a tool for the COI Office to look up users in the system, see information about their submitted
disclosures, and view or change their current COI Due Date, commitment reviewers, and Covered Person flag. Any
previously submitted conflict match or related management plan can be accessed from this area, and documents
uploaded within a Covered Person’s match will populate here.

ErrR’fu:v(éi}lledRIS AEEE St Drep & myprofile ~

Integ
Research Information System

My Workspaces = Conflict of Interest Search Conflict Matches | <}

Last Name: [ Annual COI Lapsed | Download COl Due Date Template | | Upload COI Due Date |
First Name:| [ Annual CoI Due in next 120 Days
Employee ID: [J No Annual COI Submitted
User 1D: [ ey outcome [ Downioad insttutional Rotes Tempiate | [ pload Institutional Roles |
Status:|All W
98 result(s) found... 1200

Manually

Open User Name ‘ PrimaryDepartment Completed ‘ Status ‘Do-:llmenls Management Ermilzd

Open
User User Role

COI Filing Log lan Matches

2 None Selected 09/30/2019
5 Harper, Jill M, M.D., PhD

2 Study Team - Study Team 09/01/2019
&, Pham, Garret B

2 GH - 7543 - General Hospital 12/16/2019 “ Active =] ‘

~» Wilkinson, Thom A

i

_ None Selected 12/16/2019
& Durumpavradong, Rajesh, M.D.

The Search Conflict Matches screen lists all users in iRIS™. Displayed in this table are the Open User, Open User Role,
User Name, Primary Department, Annual COl Due, Manually Completed COI Filing Log, Status, Documents,
Management Plan and Conflict Matches columns.

Annual COI Due is the date a user’s Annual COIl Form is due in the COI queue.

Status is the user’s status in iRIS™. This can be either Active, meaning they have an active account in iRIS™, or it can be
Inactive, which means the user is not active in the system and any COI due dates for this user will not be enforced.

Filters

The top of the page contains fields you can use to search for a particular user or search for users who have a COI Lapse or
due date coming up.

© iMedRIS Data Corporation 11
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You can search for a user by Last Name, First Name, Employee ID, User ID, or Status. Enter your desired parameters and
click the Find button. Any users matching your search criteria will populate in the list.

You can also use a combination of filters to narrow down a list of users meeting certain criteria related to the COI due
date, sponsors, and information from a processed Conflict Match. The items you can filter by are as follows:

Annual COI Lapsed — Any user who has a COI due date in the past that has not submitted the Annual COI form will
populate in the list when this option is selected.

Annual COI Due in next 120 Days — Any user who has an Annual COIl due date in the next 120 days will populate in the
list when this option is selected.

No Annual COI Submitted — This filter will only display Covered Persons who have never submitted the Annual COIl form
with an Annual COI Due Date in the future.

By Outcome — Select an outcome type from the dropdown list to locate any user whose conflict match has been assigned
the selected outcome.

You can use a combination of the search items to find a particular user or group of users.

Download/Upload Templates
The Search Conflict Matches page contains options to download and upload spreadsheets that give you an easy way to
enter multiple users’ COIl due dates or institutional roles.

COI Due Date Template
This is the template to use if you wish to upload COI due dates for multiple users to the system.

Click Download COI Due Date Template to start. A new screen will open with download instructions.

E{I'R’S hyrég}ﬂ A t: Ad trat
ledRIS ccount: Administrator Hel 2 My Profile ~ n
Integrated Path: Home () elp - My -I: og ouf

Research Information System

My Workspaces & Conflict of Interest Download the COI Due Date Template Kl Back

INSTRUCTIONS

Step 1:
If your browser blocks pop - ups, then after a few moments a bar similar to the one shown below may appear in your browser.

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

Simply click on the bar and a small drop down list will appear. Click Download File from the list of options.
What's the Risk?
Mere information

Step 2:

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

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

| Download Complete |

| o |

To do so, click Save. This will open up a window similar to the one shown below that allows you to choose where in your workstation
you would like to save the document.

Once you've selected where you will save the document, click Save. After this, the Download Complete box will appear as shown
below. From here you can choose to open the document to edit it, open the folder that contains the document, or Close the Download
Complete box to edit the document later.

Step 3:

I lg VERY IMPORTANT that after you've saved the file to your workstation and closed the Download Complete box that you click the
Download Complete button in iRIS. This allows you to check the document (or upload the document) back into iRIS once you've
finished editing it.

To cancel the Document Check - Out, click Cancel. Note: If you've already saved the file to your computer, the file will remain in your
computer, however you will simply lose the option of checking the document back in.

What do you want to do with COI_Due_Date_Templatexls (17.0 KB)?

PN
From: sbl.imedris.net Open Save Cancel x
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You will be prompted to select whether you wish to Open or Save the file. Be sure to save the file to a known location on

your computer so you will be able to find and edit it.

Click Download Complete when you are finished downloading the template to return to the Search Conflict Matches
screen, or Cancel to return without downloading the file. If you have not downloaded anything, you will also have to click
the Cancel button in the download dialog box to close it.

The template will appear as follows, and takes the form of an MS Excel spreadsheet. Instructions for proper formatting
are included in the second row of the template spreadsheet.

COI_Due_Date_Templatexls [Re

Formulas Review \

bl . - j—

D% Calibri -1 - AN === - B | Gen

Egy -
Paste « B I U- ===e=3= 8- $
Clipboard Font [F] Alignment [F]
c4 e Je
A B C D

1 |Username Annual COI Due Date
2 |No more than 64 characters mm/dd/yyyy (max 10 char)
3 |endowu 3f15/2016
4 |endowu2 3/15/2016 | ]
5

When you are finished entering user names and Annual COIl due date data, save your changes and return to the Search
Conflict Matches screen. On that screen, click the Upload COI Due Date button. You will be prompted to browse for the

file on your computer.

Document Location: Browse...

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

0 Cancel |

E Save selected file

Click the Browse button to locate and select the file on your computer, then click Save selected file to select the file and
upload it into iRIS™. Click Cancel to proceed without uploading a file. You can verify the uploaded users’ Annual COIl Due
dates in the table of conflict matches.
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MiRIS by i Account: Administrator
RIS Bidtoaris sz @ren 2 e -

I
Research Information System

My Workspaces = Conflict of Interest Search Conflict Matches (<1

Last Name: [ annual cor Lapsed | Download COI Due Date Template | | Upload COI Due Date |
First Name: [ Annual oI Due in next 120 Days
Employee ID: [ No Annual COI Submitted
vser 1: 0 ey outcome [ Downtoaa nstitutional Roles Tempiate ] [ Uploaa Insttutional Roles |
Status:[Al___ v
08 result(s) found... 1-20p

Manually 5
Open - Management | Conflict
ppen | userName ‘ PrimaryDepartment Completed Documents | Manager "

COI Filing Log es

| 3 Harper, Jill M, M.D., PhD one seiected [P “ Active ‘

] P/ Pham, Garret B Study Team - Study Team 0s/01/2019 “ Active
B By 34 V\ﬁlkir|5|)n,'|'homA GH - 7543 - General Hospital 12/16/2019 “ Active %
s X | & puumpaviadong, Rajesn, M D None Selected 12/16/2019 “ Active ‘

Institutional Roles Template
This is the template to use if you wish to upload institutional roles for multiple users to the system.

Click Download Institutional Roles Template to start. A new screen will open with download instructions.

WiRIS by i Account: Administrat
edRIS ccount: Administrator A e -
Integrated Path: Home @Dren &y profile G Log out

Research Information System

My Workspaces = Conflict of Interest Download the Institutional Roles Template Kl Back

INSTRUCTIONS

step 1:
If your browser blocks pop - Ups, then after a few moments a bar similar to the one shown below may appear in your browser.

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

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

What isk?

More information

Step 2:

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

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

| Download Complete |

| e |

To do so, click Save. This will open up a window similar to the one shown below that allows you to choose where in your workstation
you would like to save the document.

once you've selected where you will save the document, click Save. After this, the Download Complete box will appear as shown
below. From here you can choose to open the document to edit it, open the folder that contains the document, or Close the Download
Complete box to edit the document later.

Step 3:

IT IS VERY IMPORTANT that after you've saved the file to your workstation and closed the Download Complete box that you click the
Download Complete button in IRIS. This allows you to check the document (or upload the document) back into iRIS once you've
finished editing it.

To cancel the Document Check - Out, click Cancel. Note: If you've already saved the file to your computer, the file will remain in your
computer, hewever you will simply lose the option of checking the document back in.

What do you want to do with User_lnstitutional_Roles_Template.xls

(205 KBy? Open Save ~ Cancel X
From: sb1.imedris.net

You will be prompted to select whether you wish to Open or Save the file. Be sure to save the file to a known location on
your computer so you will be able to find and edit it.

Click Download Complete when you are finished downloading the template to return to the Search Conflict Matches
screen, or Cancel to return without downloading the file. If you have not downloaded anything, you will also have to click
the Cancel button in the download dialog box to close it.

The template will appear as follows, and takes the form of an MS Excel spreadsheet. Instructions for proper formatting
are included in the second row of the template spreadsheet.
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User_|nstitutional_Roles_Template.

Page Layout Farmulas Review

&D ‘;{) Calibri S AN E=2 ®- B |G
By ~
PEm B I U- - A =E==e2=xE B %
Clipboard = Font ] Alignment [P
F7 ~ I
A | B | C | D |
1 |Username Institutional Role
2 |No more than 64 characteres No more than 36 characters
3 |usernamel Rolel
4 |username2 Role2
5 —
6
7
B
.

When you are finished entering user names and institutional roles, save your changes and return to the Search Conflict
Matches screen. On that screen, click the Upload Institutional Roles button. You will be prompted to browse for the file
on your computer.

Document Location: Browse...

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

Click the Browse button to locate and select the file on your computer, then click Save selected file to select the file and
upload it to iRIS™. Click Cancel to proceed without uploading a file. You can verify the users’ Institutional Role data by
clicking the icon in the Open User Role column next to the user’s name.

WiRIS "’/@ihedms ;\;:lcﬁ.u::m:dmmlstratur Drelp & myprofile +

Integ:
Research Information System

My Workspaces [® Conflict of Interest Search Conflict Matches <]

Last Name: [ Annual cor Lapsed | Download COI Due Date Template | | Upload GO Due Date |
First Name:| [ Annual COI Due in next 120 Days
Employee ID: [J No Annual COI Submitted
User 10r 7 ey outcome [ Download Institional Roles Template | [ Upload Insittional Roles |
Status: | All v
08 result(s) found... 1-20p

Manually
User Name PrimaryDepartment Completed Documents
oI Filing Log

Open Open

Management | Conflict
User  User Role PI e

Matches

2 None Selected 09/30/2019

< Harper, Jill M, M.D., PhD 8 8

Study Team - Study Team 09/01/2019

P, Pham, Garret B 8 8

) GH - 7543 - General Hospital 12/16/2019

34 Wilkinson, Thom A = =
None Selected 12/16/2019

&, Durumpavradong, Rajesh, M.D_
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This will open the Setup Institutional Role Assignment form.

The column on the left displays roles to which this user is currently assigned. The column on the right displays all
available roles, and will vary according to your system configuration and custom Review Board Administration settings.

TIRIS o DiModris Ao Adminisuotor

— fé"}ﬂ Department: GH - 7543 - General Hospital @Help - ly C» Log out
Path: Home > find user COT

Research Information System

My Workspaces = Conflict of Interest Setup Institutional Role Assignment for Harper, Jill M, M.D., PhD
| Save Role Assignments | | Delete Role Assignment(s) |
List of role(s) currently assigned to Harper, Jill M, M.D., PhD Other roles not assigned.
l___Rotevomne I _[enorc ______________________________________________|&
[]  principal Investigator [] Board of Directors
[0 Research Team Member [J  vice President
[ nNational Medical Center Board of Directors
[]  Research Institute Board of Directors
[J Board of Directors or Board of Directors Committee Member
[ Participating Clinician
[J] collaborating Investigator
M1 et~ ettt o -

You can also assign roles to a user on this screen. To remove a role from the user’s list, select the checkbox next to the
role name and click the Delete Role Assignment(s) button. The column on the right displays other roles from the
Institutional Role list that have not been assigned to this user. To add a new role for the user, select a role from the
right-hand list and click the Save Role Assignments button.

Open User

In the list of users, the first column allows you to open specific, COl-related information about a user. From here, you can
set Annual COI due dates, change commitment reviewers, and see any Annual COIl forms sent to the office in the past.

RIS § : i
:ﬂs y edRIS :;:(cﬁ:u:;.m:dmmlstratar (Duep & myprotite + [ G Logout
Research Information System

My Workspaces = Conflict of Interest Search Conflict Matches | <}

Last Name: [ Annual cor Lapsed | Download COI Due Date Template | | Upload COI Due Date |
First Name: D ‘Annual COI Due in next 120 Days
Employee ID: [ No Annual cor submitted
User 1Ds [ By outcome [ Downioad instiutional Roles Tempiate ] [ Upload Insttutional Roles |
Status:| All v
08 result(s) found... 1- 200

Manually

es

- Management | Conflict
‘mwmm. e ‘m oo Honsgemer | cot

O Filing Log
2 None Selected 09/30/2019
< Harper, Jill M, M.D., PhD

2 Study Team - Study Team 09/01/2019
&, Pham, Garret B

w0

*) Wilkinson, Thom A

w

5 None Selected 12/16/2019
&, Durumpavradong, Rajesh, M.D.

GH - 7543 - General Hospital 12/16/2019 “ Active ‘

Clicking on the icon in the Open User column will open a new page containing the user’s specific COl-related
information.

MIRIS by iMedRIS Account: Administrator @H |
rated P

Path: Home > find user COT

- & My Profile & Log out
Research Information System

My Workspaces & Conflict of Interest Conflict of Interest for Pham, Gamet B Kl Back

Researcher? @ves Ono

SE—
s Covered person? ®ves Ono cot Form Type:
cecontary eviower:
Annual Report Due? [05/1612020 i
2 result(s) found
Show Rev &Ly Ref Number Created By Date Created Date Received Outcome Status
O \ 000636 Administrator 05/16/2019 11:27:41 AM 05/16/2019 11:28:41 AM PDT
O 4 000525 Administrator 03/18/2019 12:50:22 PM 03/18/201 12:51:51 PM PDT

Researcher — If the user occupies a study personnel role on a study, this flag will be set to “Yes.” If the user’s Researcher
status changes or the user should no longer have access to the Study Assistant tab for any reason, change the flag to
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“No” and click Save Changes button. Note that setting the flag to “No” will restrict the user’s ability to access studies on
which they have a role.

Is Covered Person — If the user is a Covered Person, this flag will be set to “Yes.” A user is typically set as a Covered
Person at the time their account is created, but this flag can be set at any time. Once a user is flagged as a Covered
Person, the system will include them in Annual COI due date assignment processing and will send notifications to the
user about completing the form before the due date.

Annual Report Due — Use this date field to set or change the Annual COIl due date for this user. The individual user’s
Annual Report Due date is the date that drives COI-related notifications (e.g., Annual COI Due, COI Past Due, COIl Lapse
notifications and tasks).

Note that it’s also possible to set up a system-wide Annual COI due date in Conflict of Interest Assistant > Review Board
Administration > Setup COI Annual Due. If the due date entered in this manner is in the future, any user in the system who
is flagged as a Covered Person will update to the system-wide annual due date when it is set. However, it will still be
possible to change individual users’ Annual COI due dates on the user information screen described here (Conflict of
Interest Assistant > Search Conflict Matches > Open User).

Primary Reviewer — If you are tracking Conflict of Commitment as well as Conflict of Interest, you can assign a primary
reviewer to the user here. Click on the Add button to search the iRIS™ database for this user’s commitment reviewer.
When you add the reviewer, their name will be listed next to the Primary Reviewer label. Whenever an Annual COI form
is submitted for this user and the user has indicated a conflict of commitment, the designated reviewer will be assigned
to review this conflict.

Secondary Reviewer — If you are tracking Conflict of Commitment as well as Conflict of Interest, you can assign a
Secondary Reviewer to the user here. Click on the Add button to search the iRIS™ database for this user’s commitment
reviewer. When you add the reviewer, their name will be listed next to the Secondary Reviewer label. Whenever an
Annual COIl form is submitted for this user and the user has indicated a conflict of commitment, the designated reviewer
can be assigned to review this conflict.

If you are not using primary or secondary reviewers, you can set the system up so that it does not require you to provide
a Primary and Secondary Reviewer for the Covered Person. This can be set in the system properties found under System
Administration > System Configuration > COIl Settings > system.coi_primary_reviewer_required.

COI Form Type — From this dropdown list, you can select what type of forms you would like to display in the table of
results. Select from between Annual COIl and COI Miscellaneous.

Any COI forms submitted to the COI Office will display in the table below the settings information. You can view a form by
clicking on its icon in the Edit/View column. The table also includes columns to display Ref Number (reference number)
for the submission, Created By, Date Created, Date Received in the COI processing queue, and Outcome Status. The
Outcome Status column will remain blank until an outcome has been entered for the form.

Be sure to Save Changes before navigating away from the screen.

Open User Role

To view, add or change any institutional roles assigned to a user, click the icon in the Open User Role column.
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WiRIS h’/&i}ﬁedms Account: Administrator Dnep & myProfite +

Integrated Path: Home
Research Information System

My Workspaces & Conflict of Interest Search Conflict Matches | <}

Last Name: [ Annual cor Lapsed | Download COI Due Date Template | | Upload COI Due Date |
First Name: D Annual COI Due in next 120 Days
Employee ID: [J No Annual COI Submitted
User 1Ds [ By outcome [ Download instiutional Roles Tempiate ] [ Upload instiutional Roles |
Status:| All v
98 result(s) found... 1- 200

Manually
User Name PrimaryDepartment Completed Documents
oI Filing Log

Open

Open Management | Conflict
User  User Role Plan e

Matches

2 None Selected 09/30/2019
< Harper, Jill M, M.D., PhD

P Pham, Garret B Study Team - Study Team 09/01/2019 @
34 Wilkinson, Thom A GH - 7543 - General Hospital 12/16/2019 @
2 _ None Selected 12/16/2019

&, Durumpavradong, Rajesh, M.D.

Clicking the Open User Role icon opens the Setup Institutional Role Assignment screen, which allows for viewing and

changing user roles.

The column on the left displays roles to which this user is currently assigned. The column on the right displays all
available roles, and will vary according to your system configuration and custom Review Board Administration settings.

RIS b X Account: Administrator
L d edRIS Department: GH - 7543 - General Hospital Help. & myProfile ~ C»Log out
Peaacareh Inforsition Systam Path: Home > find user COT ® -_

My Workspaces = Conflict of Interest Setup Institutional Role Assignment for Harper, Jill M, M.D., PhD

| Save Role Assignments | | Delete Role Assignment(s) |
List of role(s) currently assigned to Harper, Jill M, M.D., PhD Other roles not assigned.
| ___lrotenerme ___________________________________________________________J| _[olewoe ______________________________________|&
[]  Pprincipal Investigator []  Board of Directors
[0 Research Team Member [0 vice President
[] National Medical Center Board of Directors
[J  Research Institute Board of Directors
[] Board of Directors or Board of Directors Committee Member
I Particinatina Clinician

A user can be assigned to a role by selecting the role themselves in their Annual COIl form (if that option is made
available in the form). When they submit the form, the system will update this page to contain any of the roles they
selected.

You can also assign roles to a user on this screen. To remove a role from the user’s list, select the checkbox next to the
role name and click the Delete Role Assignment(s) button. The column on the right displays other roles from the
Institutional Role list that have not been assigned to this user. To add a new role for the user, select a role from the
right-hand list and click the Save Role Assignments button.

User Details
You can look up user details like contact information, training information, licenses and CVs by clicking on the name of
the user in the User Name column.

i ;
iRIS vy edRIS Jp\;‘c::u:t“:dmlmstrakﬂr @rep & Myprofile -

Integrated
Resaarch Information Systam
My Workspaces @  Confiict of Interest [ R o
Last Name:| [ Annual coI Lepsed [ Download COI Due Date Template ‘ { Upload COI Due Date |
First Name: ] Annual COT Due in next 120 Days
Employee TD:| ] Mo Annual COI Submitted — —
ser 101 1 ey outcome . — [ Downioad insttutional Roles Tempiate | [ Upioad Institutional Roles |
Status: | All v
08 result(s) found, 1-20p

Manually

Management | Conflict
Documents| " Coian | Matches

Completed
COT Filing Lag

(w

None Selected 09/30/2019 Adive ]
“ Harper, Jill M, M.D., PhD

Study Team - Study Team 09/01/2019 Active
Pham, Garret B @ @

&
GH - 7543 - General Hospital 12/16/2019 Active
3| N wilkinson, Thom A " | = =
None selected 12/16/2019 Active 2]

% Durumpavradong, Rajesh, M.D.
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When you click on the user’s name the User Information screen will open, displaying the user’s information as it has

been entered into their user account record.

WiRIS .,y’a;,-a\,. ;
edRIS Account: Administrator @uep & my profite
- 0g out

Integrated Path: Home > find user COI
Research Information System
My Workspaces = Conflict of Interest User Information - Jill M Harper, M.D., PhD
Contact Information
Last Name: Harper First Name: Jil Middle Name: M
Suffix: Contact Information:
Job Title: Principal Investigator Emal A:‘_"ESS: JHarp@msc.edu
rimary
Degree: M.D., PhD Number: 555°555-1234
Employee ID: $T00000-1 Cell Number: 888-555-1234
Specialty: Medical Oncology Bagenubers
Fax Number: 888-555-1235
Relationship to the Institution O Affiliated @ Non-Affiliated Street 1: 5568 Westwood St.
) Street 2: Oncology Dept., Bldg B, 4th Floor
City: Los Angeles
County/Parish: Los Angeles
State: CA: California
Province:
Country: USA: UNITED STATES
z1p/Postal
code: 20068
Training History
Training Group Course Course Date Course Expiration Score
No training records have been added to this user

In addition to the Contact Information and Training History sections shown above, the screen also includes sections for
Disclosures, Medical Licenses and Curriculum Vitae (resume).

Manually Completed COI Filing Log

When a user’s Annual COI filing will be due within 60 days, the system will send reminders and notifications to the user
to encourage prompt completion of the filing. In cases where the affected user is unable to complete the standard
Annual COlI filing submission process for any reason, the system allows for manual processing.

Locate the affected user in the Search Conflict Matches screen and click the icon in the Manually Completed COI Filing

Log column for that user.

iRIS »" By
edRIS Account: Administrator iy Profile
Tntegrated Path: Home @uep & myprofile G Logout
Rescarch Information System
My Workspaces & Conflict of Interest Search Conflict Matches  « |
Last Name: [ Annual €O Lapsed ‘ Download COI Due Date Template: ‘ | Upload COI Due Date ]
First Name; [] Annual COI Due in next 120 Days
Employee TD: [ o Annual cot Submitted Find .
User ID: O By Outcome P— - [ Download Insttutional Reles Tempiate ][ Upload Institutional Reles ]
Status:| All

1- 200

98 result(s) found...

Manually
Open Open (P P Annual Management | Cont
r Name maryDepartment _ Completed us Documents
User | User Role €Ol Due €O Fiking L Plan

2 None Selected 09/30/2019 o] ]

5 warper, Jill M, m.D., PhD !

3« Pham, Garrel 8 Study Team - Study Team 09/01/2019 a Active
1 a‘ T GH - 7543 - General Hospital 12/16/2019 T Active B

2 Dunmpavradong, Rajosh, M.D None Selected 12/16/2018 ! Active

In the example shown below the user has no existing manual COI filings, but is within 60 days of the due date to file.

EﬁRIS hy’@ihednls Account: Administrator @Help & myprofie - G Lo out

Integrated Path: Home > find user COI
Research Information System

My Workspaces [ Conflict of Interest Manual Annual COI Filings for Harper, Jill M, M.D., PhD

Add a New Manual Filing

0 result(s) found...
Annual Due Date ‘ Date Processed | Processed By

No Manual COI Annual Filings have been added for Harper, Jill M, M.D., PhD.
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To add a manual filing for this user, click the Add a New Manual Filing button at the upper right of the screen. A warning
box will display, reminding you that if you mark the Annual COI filing for this user as complete the user will receive no
further notifications about their upcoming COI filing due date, which is shown in red, and that the user’s filing
document(s) MUST be manually uploaded to the user’s Documents area to complete the manual filing.

El

Mark Annual COI Filing As Completed

Are you sure you want to set Harper, Jill M, MD, PhD's annual COI status to
complete? The employee will not receive any reminders for the
09/24/2019 due date anymore and will not see the task on their home
page.

You must upload the employee's submission in the "Documents” area.

) cancel | o o |

Click Cancel to return to the Search Conflict Matches screen without making any changes.

Click OK to set the user’s COI filing status to complete. The manual filing is added to the list of manual filings for this user.

.
RIS vy i Account: Administrat
edn's ccount: ministrator [ ] My Profil
Integrated Path: Home > find user COL @ Mg - verere T Erloaon
Research Information System

My Workspaces = Conflict of Interest Manual Annual COI Filings for Harper, Jill M, M.D., PhD

1 result(s) found...

Annual Due Date ‘ Date Processed ‘ Processed By

08/21/2019 08/21/2019 Administrator

Back on the Search Conflict Matches screen this user’s Manually Completed COI Filing Log column color has changed
from red to green, indicating the user’s manual filing has been set to complete.

However, the user’s filing document(s) MUST be manually uploaded to the user’s Documents area to fully complete the
manual filing.

Manually

PrimaryDepartment Completed Status [r—— Mall?)'gement Conflict
. lan Matches
COI Filing Log
Q None Selected 09/30/2019 Active 3]
— — & Harper, Jill M, M.D., PhD "

The Documents column within Search Conflict Matches provides the ability to look up any Internal Documents
associated with the Covered Person within the match processing screens.
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WiRIS vy iMiedRIS Account: Administrator @Help 2 myprofiie ~ & logon
Integrated Path: Home
Research Information System
My Workspaces = Conflict of Interest Search Conflict Matches | <}
Last Name: [ Annual Cor Lapsed | Download COI Due Date Template | | Upload COI Due Date |
First Name: [ Annual COI Due in next 120 Days
Employee ID: [ Mo Annual cor Submitted
User ID: [ By outcome [ Downioad nstitutional Rotes Temptate | [ Uptoad insttutiona Roles |
Status:[Al___ -
08 result(s) found... 1-20p
Manually )
‘ Ry G Documents Mamagement | Confict

COI Filing Log

2 None Selected 09/30/2019
< Harper, Jill M, M.D., PhD

Study Team - Study Team 09/01/2019
GH - 7543 - General Hospital 12/16/2019
2 None Selected 12/16/2019

& . & Durumpavradong, Rajesh, M.D.

To view internal documents for a user, click the folder icon in the Documents column for that user. This opens the
Internal Documents listing screen.

iRIS v i
4 ledRIS Account: Administrator .
Integrated Path: Home > find user COT ® Help 2 My Profile CrLogaut
Research Informatien System
My Workspaces = Conflict of Interest Internal Documents for Harper, Jill M, M.D., PhD 4}

‘ Add a New Document ‘ ‘ Delete Selected Document(s) | [Conpmedommnlvem ‘

Selact A Catagory:

4 result(s) found...

‘ Varsion Matched Object Num
o Administrator
Spansor Agreement D&y20/2009 000319 0872072019
38.94 KB
0o oyment File 1.0 Administrator
O 15, | employment File @ 08/01/2019 000319 0612072015
36.94 KB
- 2.0 Administrator
L Non-Disclosure Agresment Dsf1s/z016 000319 N
149.31 KB
10 A Administrator
o ) Non-Competa Agreement = A 08/21/2019
3.60 MB

The Covered Person’s document library stores any document you have attached to conflict matches or added through the
library itself.

From this area, you can edit existing documents, add new documents, and compare documents. You can also filter the
documents based on the Document Category assigned. The document category is defined within Review Board
Administration > List Maintenance Setup tab > Internal Document Category.

The Matched Object Number column will only populate with data if the document was uploaded through Internal
Documents within the conflict match processing screens. Any document added through this area will not be associated
to a conflict match.

Management Plan
Management Plan Letters that have been generated and sent for a Covered Person are accessible via the Management
Plan column within Search Conflict Matches.

To view available Management Plan Letters for the user, click on the plus sign icon for that user in the Management Plan
column.
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lj:,f:i? ledRIS :act:;?:jn:mfdmimslﬁtcr @Hclp 2 myprofile -
Research Information System

My Workspaces = Conflict of Interest Search Conflict Matches

4]
Last Hame: [ Annual GO1 Lapsed [ awniaad GOl Due Date Tempiate | [ Uploas 01 Due Date |
First Name: [[] annual o1 Due In next 120 Days
Employee 1D: [ Mo Annual €OT Submitted Find
User 10: 01 by outcome Erre— [ oovniaad insttutonal Rols Tempiate | [ Upload Instiusnal Roles |
Status:| Al

98 result(s) found, 1- 200
Open

Open
User | UserRale | USerMame

‘ S

Management Conflict
‘ Bocements Plan  Matches

2 None Selected 08/30/201%
5 Harper, Jill M, M.D., PhD

2

Study Team - Study Team 09/01/2019
&, Pham, Garret B

X

GH - 7543 - General Hospital 12/16/2013 Active
Wilkinson, Thom A

None Selected 12/16/2019 Active
s Durumpavradong, Rajesh, M.D. o

Expanding the details for the Management Plan column will display the Management Plans associated with the Covered
Person.

MI.RIS by/éihedms Account: Administrator

R @uen 2 e -
Research Information System

My Workspaces = Conflict of Interest Search Conflict Matches | <]
Last Name: [ Annual cor Lapsed | Download COI Due Date Template | | Upload COI Due Date |
First Name:| [J Annual cor Due in next 120 Days

Employee ID: [ No Annual COI Submitted
User ID:

[ sy outcome
Status: | Al

| Download Institutional Roles Template || Upload Institutional Roles |

98 result(s) found...

Open

Manually
Open
User User Role =7

PrimaryDepartment s

Management | Conflict
cor Due Completed ‘ Status ‘Do-:uments =

COI Filing Log pEam

y 8, None Selected 09/30/2019 Active =]
=4 =l Harper, Jill M, M.D., PhD S

Matched

Object Num Ref Number Date Letter Created Date Letter Received Response Status Letter Title Assigned Analyst

Pfizer test

COI Notification to Review Your
Ky Ky 000304 000525 03/18/2019 03/18/2019 Acknowledged e
Study Team - Study Team 09/01/2019 Active @ =
- - & From Garet® ' ' “ ‘
) ) GH - 7543 - General Hospital 12/16/2019 Active
=4 = 84 ‘Wilkinson, Thom A 3 [=2] 2]

You can filter the letters by selecting a status in the dropdown list.

Available filters:
All —includes all letters regardless of status
Open Conflict Matches — includes letters associated with conflict matches that are still in process

Conflict Processing Complete — includes letters associated with conflict matches that have been completed
within the COI Conflict Matches queue.

Some of the columns are sortable. You can click on the column header to sort by that field. The default sort is Date Letter
Received, oldest to newest.

The columns shown in management plan details are as follows:
View Letter — This will open the letter in a separate window.
Click to Open - This will navigate you to the Match Review processing screens.

Group Name — If the letter is associated with grouped conflict matches, this column will populate with the assigned
Group Name.

Matched Object Num — Displays the unique Matched Object Number with which the letter is associated.
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Ref Number — Displays the Submission Reference Number associated with the form with which the Conflict Match was
submitted.

Date Letter Created — Displays the date the letter was created.
Date Letter Received — Displays the date the letter was received by the Primary Recipient.
Response Status — Displays one of the following statuses:

Open —the Covered Person has not sent the response back to the COI yet

Acknowledged—-the Covered Person has returned the response to the COI but the match is still being processed
by the board

Closed —the board has closed the Conflict Match with which this letter is associated
Letter Title — Displays the title of the letter.

Assigned Analyst — Will display the Assigned Analyst, if one has been associated with the Conflict Match associated with
this letter.

Conflict Matches
The Conflict Matches column allows you to look up any Conflict Match associated with Covered Persons.

iRIS by MedRIS Account: Administrator ®“e| 2 myprofiie +
Integrated Path: Home p 0g
Research Information System
My Workspaces & Conflict of Interest Search Conflict Matches o
Last Name: [ Annual cor Lapsed | Download COI Due Date Template | | Upload COI Due Date |
First Name: D Annual COI Due in next 120 Days

Employee ID: ] No Annual COI Submitted

User ID: [ ey Outcome | Download Institutional Roles Template | | Upload Institutional Roles |
Status: Al <

98 result(s) found... 1-20p

Manually
PrimaryDepartment Completed Status Documents

Management Conflic
oI Filing Log i

None Selected 09/30/2019
< Harper, Jill M, M.D., PhD

Study Team - Study Team 09/01/2019 Active

P,. Pham, Garret B

GH - 7543 - General Hospital 12/16/2019 Active

PJ Wilkinson, Thom A

2 None Selected 12/16/2019

Acti
< Durumpavradong, Rajesh, M.D_ ive

Click on the plus sign in the Conflict Matches column for the Covered Person to view details of Conflict Matches
associated with that person.
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WiRIS vy" BiMedris Account: Administrator ° (e Looout |
Integrated Path: Home @“eh’ & My Profile G»Log out
Research Information System
My Workspaces & Conflict of Interest Search Conflict Matches |}

Last Name: L Annual cor Lapsed | Download GOl Due Date Template | | Upload GOI Due Date |
First Name: ] Annual COI Due in next 120 Days
Employee ID: [[] No Annual ot submitted
User ID: [ By strategy Category [ Downtoad nstitutional Roles Tempiate ] [ Upload instiutional Roles |
status:[Al v [ By outcome

51 result(s) found... 1-20 P

Management | Conflict
Pla

Open Open -
User | UserRole | \SerName PrimaryDepartment

‘ Status ‘ Documents

g

Con
2 None Selected 09/30/2019 Active =]
3] (&3] 5 Harper, Jill M, M.D., PhD

| Not Assigned | Assigned || Completed

32 result(s) found..

H S s m S e——

05/16/2019
000326 3-M Pharmaceuticals Financial Interest Individual Annual Reporting Form 13128:40 M ppT 000636

g . ; 05/16/2019
000327 3-M Pharmaceuticals Financial Interest Individual Annual Reporting Form 132640 AMPDT 000636

- . y 05/16/2019
000328 3-M Pharmaceuticals Financial Interest Individual Annual Reporting Form 132840 AMPDT 000636

@@@

05/16/2019

000329 3-M Pharmaceuticals Financial Interest Individual Annual Reporting Form 11:28:40 AMPDT  |000636

The Conflict Match records are sorted into three tabs: Not Assigned, Assigned, and Completed. These tabs follow the
same logic as within the COI Conflict Matches queue, where unprocessed matches populate in the Not Assigned tab,
matches assigned to a process that have not been completed populate in the Assigned tab, and any completed matches
populate in the Completed tab.

Note that the detail panel includes a scroll bar at the right. The columns shown in the detail panel contain the following
items and information:

Open — When this icon is clicked, it opens the Conflict Match processing screens.
Matched Object Number — Unique Matched Object Number for the match.
Group Name — If the letter is included in a conflict match group, this column populates with the assigned Group Name.

Show Form — When clicked to open, displays the submission form from which the Conflict Match originated, in a
separate window.

Reported Interest Third Party — Name of the indicated third party interest (the sponsor with which the user indicated
they have an interest).

Reported Interest Type — Depending on the specific conflict issue, this column populates with the type of interest noted
within the form (e.g., Financial Interest, a Financial Commitment, Gifts from a Biomedical Company, etc.).

Reporting Action — Where the match has come from — whether via the Annual COI (Individual Annual Reporting Form), a
Study COlI, or a Miscellaneous Disclosure.

Date Submitted— The date the conflict form was submitted to the workflow.

Ref Number — The reference number of the Study COI form.

Reviewer Assignment
The Reviewer Assignment function is used to access any open reviews to which you have been assigned. You can also
access this area to view any of your previously completed reviews.
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The Assigned Match Objects for Review screen is accessed via its link in the Conflict of Interest Assistant main menu, or
its icon in the Conflict of Interest Assistant Workspace.

From this page, you can open the COI Submission Review Form (sometimes referred to as the Reviewer Checklist) by
clicking the icon in the Click to open column.

RIS v ; ¢ A

R @uen 2 wyorne -
Research Information System :
My Workspaces = Conflict of Interest Assigned Match Objects for Review | <}

Incomplete | | Complete |

Ref Number i Date Received Assigned Reviewers Assigned Analyst

Harper, Jill M, M.D., PhD 313 Process Administratively e coice Bxpediced Reviewer

You can toggle between the Incomplete and Complete tabs to cycle through your open reviews and closed reviews.

If you need to make changes to a closed review you can open that assignment by navigating to the Complete tab,
locating your review, and clicking the icon in the Click to Open column. This will open the previously completed COI
Submission Review Form, allowing you to make any necessary edits before saving and navigating back to the Reviewer
Assignments page.

cf] by : .
RIS v/@v}wedms Account. Adrinsrator @uew & wyorotic - [Glagon
Research Information System
My Workspaces & Conflict of Interest Assigned Match Objects for Review | 4]
Print Friendly
Incomplete Complete |
5:;:: il Ref Number LR —— Date Received Assigned Reviewers Assigned Analyst
- 05/16/2019 COICC Expedited Reviewer
Harper, Jill M, M.D, PhD 311 Expedite o0 poT e Wilkie, Jan
Harper, Jill M, M.D., PhD 325 Process Administratively 08/15/2019 COICC Expedited Reviewer Wilkie, Jan

10:19:19 AM PDT Administrator

Meeting Management

The Meeting Management section of COIl Assistant contains four subsections: Meeting Manager, Meeting Agenda,
Meeting Minutes, and Meeting Availability. This functionality will allow you to manage all aspects of meetings within
iRIST™,

Meeting Management > Meeting Manager
Correspondence & Notifications > Meeting Agenda
User Management 4 Meeting Minutes
Letter Signoff Meeting Availability
Reports

Meeting Manager

Meeting Manager allows you to view meeting agendas and set meeting availability. Access to this menu item can be
controlled through the Role Access Matrix in Review Board Administration. The Meeting Manager is typically reserved for
a review board administrator.
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From here, you can view current agendas and publish/create Word document versions of Agendas and Meeting Minutes
to send to IRB members. The Agenda and Meeting Minutes templates are created under Review Board System Setup.

RIS by iMledRIS Account: Administrator . Profile ~ Y
tegrat Path: Hor = il -
. = @ Help a My G Log out

Research Information System

My Workspaces = Conflict of Interest Meeting Manager | <}

Meetings from[ | | [ Westing Schedule | [ Meeting Avaikbilty |

24 result(s) found 1y

Date Final Published
Minutes

Sent to the Meeting
Attendees

Date Draft Published Date Final Published

Meeting Date Notify Reviewers |Minutes Minutes
Sent for Comments. Approved by Committee

Availability | Edit/View Reviews & Minutes

@ conflict of Interest Assistant meeting held on 12/06/2019 Draft Disabled e
@ conflict of Interest Assistant meeting held on 11/01/2010 Draft Disabled bl
e Conflict of Interest Assistant meeting held on 10/04/2019 Draft Disabled o
@ conflict of Interest Assistant meeting held on 09/06/2019 Draft Disabled s
@ Conflict of Interest Assistant meeting held on 08/02/2010 Draft Enabled e
O Conflict of Interest Assistant meeting held on 07/05/2019 Draft Enabled e
@ conflict of Interest Assistant meeting held on 06/07/2019 Finalized Enabled i

See the IRB Assistant - Meetings manual for more information.

Meeting Agenda

The Meeting Agenda screen allows you to view information related to specific meeting dates. You can access past and
future meetings from this area.

Those in a review board administrator role can use this screen to prepare for an upcoming meeting. Others can view
submissions placed on a particular meeting date in this screen. Read/write access for the meeting agenda is configured
under Setup Role Access in Review Board Administration.

iRIS by i : Administrator 2 profile ~ " Log out
™ edRIS Account: Administrat My Profil -
. @ Help - My G

Research Information System

My Workspaces & Conflict of Interest Meeting Agenda <1

Agenda State: Draft

Reviewer Notifications: Disabled 4 09/06/2019 P | ‘Submission Review validation ] [ Save Changes |
Items to be Reviewed at Conflict of Interest Assistant Meeting :

Voting Members  Cardifi. Michael. M.D... Nguyen. Pham
B meeting attendance Present
Staff Present Simpka, Olga. Martinez. Javier

B caltto order
B o1d Business
B New Business
B miscellaneous

B closing comments

B ieeting Hotons prwre—
Total votes For: 0 Total votes Absent: 0 Against: 0
Conflict of Interest: 0 Not present For Vote: 0 Abstained: 0

B Review Documents

View File Title

No documents have been associated with this agenda

Meeting start Time: [ ][] Meeting End Time: [ ][] [av ] Meeting Chair:
g Reported Interest Third ing Act Date | Interest Ref | Show . o
| S| o % Reporting Action Submitted | Number | Form E
Agenda Category 1 : Conflict's assigned to Meeting - 2 Objects
05/16/2019
[ \ @ Hellman. Daniel, M.D. Financial Interest 3-M Pharmaceuticals KDM — Not a Board Member lndividual Annual Reporting 1 1:5g:40 am 000636 /A General Hospital Financi
POT
05/16/2019
A @ Corbo, Derien Financial Interest 3-M Pharmaceuticals KDM ~ Not a Board Member [ndrvidual Annual Reporting 15640 am 000636 /A General Hospital Financi
- PDT

By default, the Meeting Agenda page will open to the next upcoming meeting. You can toggle to a different meeting date
by clicking on the navigation arrows to the right and left of the meeting date at the top of the screen. See the COI
Assistant - Meetings manual for more information
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Meeting Minutes

Meeting Minutes allows access to published meeting minutes for any past meeting, and enables board members to pull
minutes from a past meeting. The screen displays a table with a link for each board meeting that has been held, from
newest to oldest. Clicking a meeting link opens the applicable Meeting Agenda screen.

If minutes have been generated and a Finalized version has been published, a View Finalized Minutes button will display
for the applicable meeting link. If a Draft version of the minutes has been published, the button will read View Draft
Minutes. If the meeting minutes have not yet been published, no button will display.

Click on the View Finalized Minutes or View Draft Minutes button to view the PDF document for that meeting.

M,R/sh,’@;},,e,ms account: Adminsratr @uer 2 myvrome +

Integrated Path: Home

Research Information System
My Workspaces = Conflict of Interest Meeting Minutes Archive | <}

Conflict of Interest list of meeting minutes

12 result(s) found...

Q Conflict of Interest Assistant meeting held on 08/02/2019

8 conflict of Interest Assistant meeting held on 07/05/2019
B8 Conflict of Interest Assistant meeting held on 06/07/2019

A conflict of Interest Assistant meeting held on 05/03/2019

B conflict of Interest Assistant meeting held on 04/05/2019

Draft or Finalized Minutes open in a new screen that displays the information entered from the meeting. The fields in the
Minutes document will reflect what was defined in the Meeting Minutes Template. If the minutes are a draft version, a
watermark will appear with the word DRAFT across the minutes.

See the COI Assistant - Meetings manual for more information.

Meeting Availability

The Meeting Availability menu option brings you the Board Meeting Availability screen. Here, COl administrators can
scroll through meeting dates and set the availability for different board members for those dates.

MiRIS b y Account: Administrator
s Y edRIS Department: GH - 7543 - General Hospital @ Help 2 My Profile ~ C» Log out
Research Information System Path: Home
My Workspaces = Conflict of Interest Board Meeting Availability o
Save the availability
Conflict of Interest Assistant Committee Meeting: R | 09/06/2019 >
Will be Present
DeRule, Carol Y, M.D. [e] @vec O
No Response indicates presence at this meeting #yes Lo
Finster, Damyl J, PhD ®) @] @ves Ono
b ; - No Response indicates presence at this meeting -

If you open the screen with a non-administrative role, you will be able to set your own availability for upcoming meetings

via the View Calendar column.
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Conflict of Interest Assistant
September 06, 2019

Conflict of Interest Assistant
October 04, 2019

Conflict of Interest Assistant
November 01, 2019

Conflict of Interest Assistant
December 06, 2019

Conflict of Interest Assistant
January 03, 2020

Conflict of Interest Assistant
February 07, 2020

Conflict of Interest Assistant
March 06, 2020

iRIS™ 11.02

e present e — e

Mo Response indicates your presence at this @ ves Ono Ly
Mo Response indicates your presence at this ®ves Ono LEy
No Response indicates your presence at this ®ves UNo Ly

meeting
Mo Response indicates your presence at this ®ves Ono Ly
Mo Response indicates your presence at this ®ves Ono Sy
No Response indicates your presence at this ®yves U No Ly

meeting
No Response indicates your presence at this ®ves Ono dediy

For more information about Meeting Availability, see the IRB Assistant — Meetings manual.

Correspondence and Notifications

The Correspondence and Notifications menu contains the Audit System Notifications sub-item.

Conflict of Interest Assistant Workspace
Find a Study

Conflict Matches

Search Conflict Matches

Reviewer Assighment

Meeting Management 4
Correspondence & Notifications 4 Audit System Notifications
User Management »

Audit System Notifications

The Audit System Notifications tool can be used by board administrators to search for a specific notification previously

sent by the system.

The Audit System Notifications menu item is typically accessible by review board coordinators and administrators. Its

accessibility can be provided to all roles via the Setup Role Access matrix found in Review Board Administration.

Every notification that is sent out by the iRIS™ system is logged, making it possible to track. Since the system

automatically generates the notifications, this notification audit tool can be very useful for coordinators who need to

check the status of a reviewer notification. All system notifications can be audited here to ensure they were sent.

WiRIS vy

Integrated
Research Information System

My Workspaces =

Account: Administrator
Department: GH - 7543 - General Hospital

@ Help 2 My profile ~ G+ Log out
Conflict of Interest Setup Audit Notifications | <]

(@i}dedﬂls

e oy Date Range: From| | ] o | =5
Distay Proecs by sbjec ]
RENumber: [ | Content: | |

0 result(s) found...

View | Notification Type

Recipient(s)

‘ Additional Redipient(s)

Clicking on the Audit System Notifications link from the main Conflict of Interest Assistant menu opens the above Audit

Notifications screen, which provides several filters to search for notifications you would like to see.
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A list of found notifications will display with fifty items per page. Selections can be made using the Filter By fields:

Notification Type — Select a notification type from the dropdown list to filter the Notification Type. Note that the items
shown in the list will vary according to your specific system configuration and Review Board Administration settings.

Account Created A
Account Locked

Additicnal Signoff

Annual COI

Annual COI Lapse

Annual Failure To Submit

Aftendance Change

Award Motification

Auto Expire Study

Clinical Trial Patient Encounter

COI Management Plan

COI Management Plan Response

COI Management Plan Signoff

COI Management Plan Signoff Completed

COI New Hire

Covered Person Commitment Change

Covered Person Commitment Change Deadline
Covered Person Commitment Change Reminder
Department Review Exceeded

Department Signoff

Reminder Notification for Review and Signoff
Designated Member Assignment

Designated Reviewer Assignment

Designated Review Agenda Assignment

Admin Reviewer Assignment

Agenda Reviewer Assignment

Auto Report

Email By Role Merge Code v
Email Selected Submission Components

Recipient(s) — Use this field if you wish to perform an audit for a specific user within the system. Only user(s) with
existing criteria who have received notifications will be displayed. When the Select User button is clicked, a new screen
will be displayed (see below).

Enter your search criteria:

Last Name: part, or all of the last name of the user as entered in the system

First Name: part, or all of the first name of the user as entered in the system

by Department: select a department from the drop down list to limit the search to that department.
To clear the form, click the Clear User button.
Click the Find button to view search results.

Click the Select User icon for to open the search results for that user.
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ViRIS by P Account: Administrat
edRIS ccount: ministrator ] ® My profile ~
Integrated Path: Home > audit notifications @ elp a My G Log ou

Research Information System

My Workspaces = Conflict of Interest Search User Directory | <]

Save Selected User(s)

Last Name: (You may enter a partial name to search)
Browse/Find: b
Y
Department: [l Departments ]
Sele(r:t Training| User Name ‘Department
-1 Harper, Jill M,
[ Q/ & MD, PhD JHarp@msc.edu

If the search results include multiple users and you wish to include results for more than one of them in your search, click
to select the Check for Multiple box next to each name you wish to include.

™iRIS by(éih Account: Administrat
edRIS ccount: ministrator . ® My profile -
Integrated Path: Home > audit notifications @ =P - My G Log ou

Research Information System

My Workspaces = Conflict of Interest Search User Directory 4]

Save Selected User(s)

Last Name: (You may enter a partial name to search)
Browse/Find: b
Y
Department: ‘AH Departments V|

=2 Training | User Name

[ Harper, Jill M,
O ‘/ & MD. FhD JHarp@msc.edu

Click the Save Selected User(s) button to view the search results.

B’,‘R’S by iMedRIS Account: Administrator ) )
L Department: GH - 7543 - General Hospital Help 2 My Profile ~ G Log out
Research Information System Path: Home
My Workspaces = Conflict of Interest Setup Audit Notifications o
Notification Type: [--none— ~] Recipient(s):l Select User ” Clear User |
Display Projects by: [IRE Number V] Subject: | |
L — conten: |
1 result(s) found... 1-1
View | Notification Type IRB Number ‘ Date Posted Subject Recipient(s) ‘ Additional Recipient(s)
Annual COI Delivery in Progress ***COI Individual Annual Jill M Harper, M.D., PhD
—lJ COI Disclosure Form#*#*

If the results include more than one record, use the Filter By fields at the top of the form to further limit the record set.
Date Range — When the notification was sent/processed.
Display Projects By: Select Study Number, IRB Number, IACUC Number or IBC Number from the list.

Subject — Enter a key word or phrase that would appear in the subject line of the notification. The wildcard “%” is
available for this type of search.

Content — Enter a key word or phrase that would appear within the content section of the notification. The wildcard “%”
is available for this type of search.
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Use as many search fields as needed to narrow the search. Click the Search button to view results.

The results will be displayed with the most recent notification placed at the top of the page. You can sort the notification
results by Notification Type, [Study/IRB/IACUC/IBC] Number, Date Posted, Subject or Additional Recipient in ascending
or descending order by clicking on the respective column heading. Sort-by is not available for the View and Recipient(s)
columns. When a sort is active, a sort-by icon will appear in the applicable column.

View | Notification Type IRB Number Date Posted Subject Recipient(s) Additional Recipient(s)

Annual COI Delivery in Progress | ***COI Individual Annual Jill M Harper, M.D., PhD

Click the View icon to view the entire body of the notification that was sent. Notification information shown is read-only,
and will not have any document formatting applied.

™l Account: Administrator
b X
:R’s yré"hedn's Department: GH - 7543 - General Hospital ®He|p 2 wmyprofile v C Log out

Paoeurch Iforsmation System Path: Home > audit notifications
My Workspaces & Conflict of Interest Setup Audit Notifications 4]
Content

send Email |~

Subject Please complete your 2018 Comprehensive Disclosure Form, as required by General Hospital's Conflicts of Interest and Commitment policies. You are required to complete an Annual Disclosure Form base
don your role at General Hospital. If you feel you have received this request in error, or if you have any questions, please email the Conflict of Interest Manager at coimanager@gh.org. For iRIS assistan

*2xC0l Individual Annual COI Disclosure Form*x ce, please emall irishelp@gh.org or call x34747.

Author

Administrator To begin your 2018 Comprehensive Disclosure Form, please log into https://iris.gh.org using your GH log-in credentials, and click on the “Annual COI Disclosure Form” task in the Incomplete Tasks tab
on your homepage. As you begin your Form, you will be asked to identify the type of Disclosure you are making — please select the "2018 Comprehensive Annual Disclosure Form” button. Please note tha

Recipient(s): t the Comprehensive Disclosure Form represents an important compliance requirement and is intended to require you to be reasonably diligent in assessing your relevant personal Financial Interests on an

Jill M Harper, M.D., PhD annual basis. Please email irishelp@gh.org or call x34747 if you require assistance in viewing your 2017 Disclosure Form(s).

Additional
e Your disclosure is due 09/30/2019. Thank you in advance for your prompt participation in this important process.
s Please do not respond to this message. These messages are automatically generated by the iRIS system.

No Attachments have been added to this message

User Management

COIl user management is accessed via the User Management > Grant User Access & Define Roles menu item, or the
Grant User Access & Define Roles icon in the Conflict of Interest Assistant Workspace.

N 1 ] e A | N R ek T

User Management o Grant User Access & Define Roles

I mddmin O 5 mim mEE

Grant User Access and Define Roles

This page will list any users who currently have a role on the review board.

.
i b " . L
:RIS yr@qhedms ':;:'?:J::meAdmumstramr @Help Sy profile + i

Research Information System

My Workspaces = Conflict of Interest Grant User Access & Define Roles | <]

| Add a New Member | | Delete Selected Member(s) |

6 result(s) found...

‘Munber Name Committee Name Voting |Specialty ‘Afﬁlialinn
O Chong, Yu An X, PhD BTSC Study Group Coordinator Yes Anesthesiology

O Briggs, Daniel M BTSC Study Group Administrator  No

| Levesque, Ariel B, M.D. AAR-1 Approvals Coordinator Yes Pediatric Cardiology

O Ashatapik, Hiro BTSC Study Group Administrator  No

Any user who has a role on the COI Review Board will populate in this list. The list includes Member Name, board
Committee Name, Role, Voting status, and where applicable, Specialty and Affiliation.
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To delete Members, click the select box(es) to the left of the name(s) to be deleted and click the Delete Selected

Member(s) button.

RIS vy

oo /Pi}ﬁedﬂls

nteg
Research Information System

Account: Administrator
Path: Home

My Workspaces [ Conflict of Interest

@

result(s) found...

Grant User Access & Define Roles

@ Help 2 wmyeprofile ~ G Log out

Delete Selected Member(s)

Add a New Member

O Chong, Yu An X, PhD BTSC Study Group
O Briggs, Daniel M BTSC Study Group
O Levesque, Ariel B, M.D. AAR-1 Approvals

O Ashatapik, Hiro BTSC Study Group

Coordinator

Coordinator

Voting |Specialty

‘Aﬂﬁliaﬁnﬂ

Yes  Anesthesiology

Administrator  No

Yes Pediatric Cardiology

Administrator  No

Change a user’s access by clicking on the icon in the Edit column.

Account: Administrator
Path: Home > member list

MfR’i:v/@-iheums

Research Information System

My Workspaces ®

Name: Harper, Jill M, M.D., PhD
Highest Degree Earned: M.D., PhD
Gender: Female
Spedialty:
[ Medical oncology

Relationship to the Institution: O Affiliated  ® Non-Affiliated

Representational Capacity: @ scientist O Non-Scientist

2865 Walnut Drive

@rer & wyeroie +

Conflict of Interest Grant User Access & Define Roles | < |

Save Member Info

[] Grant Conflict of Interest Administrative rights
[ Grant Conflict of Interest Junior Administrative rights

[] Grant Conflict of Interest Business Associate List Administrative rights

Voting Member

O
Roles
O Board Member
O coordinator

Conflict of Interest Assistant

O vice-Chairperson
O Expediting Board Member
(O chairperson () Administrative Assistant
(O Data Entry Member O Ex-Officio Member
O Non-Voting Member O consultant/Ad Hoc Reviewer
O Alternate Member

For: [} Reviewer, col

[ Reviewer, Luke, Ph.D

Los Angeles, CA 90068

Primary Number: 555-555-1234
Cell Number: 888-555-1234
Pager Number:
Fax Number: 888-555-1235
Primary Email: JHarp@msc.edu

A screen listing contact information as well as role information will open. In this screen, you can Add or Remove user
Speciality(ies), Add or Remove user Affiliations, Add or Remove the name of a Specific Entity the user represents, grant

COl rights, or change the board member’s role. Click on the Save Member Info button to save your changes before
returning to the list.

To add a new member to the board click the Add a New Member button. This will open the Add new Review Board
Members screen, which contains a searchable list of all users who do not have a role on the board. Use the search fields
at the top of the form to filter by Last Name, First Name, User ID, and/or Status. Select a user from the list and click on
the Save Selected Members button to add them to the board.
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“iRIS by,éih A t: Administrat
edRIS ccount: ministrator @H " ® My Profile ~
Integrated Path: Home > member list e - v Crlogon

Research Information System

My Workspaces = Conflict of Interest Add new Review Board Members [ < |

| Save Selected Members |
Last Name: | |
First Name: I:l
usermp:[ |
Status:
44 result(s) found... 1-10
B T T S Y
(| Carroll, Joy K, M.D. 0982 None Selected Active
[] Danvers, Cole M 4519 None Selected Yes Active
(] Dimpka, Marian L 2384 Grants Office - Grants Office Yes Active

— o - .. - L. . v

Reports

Boilerplate reports that come with the COIl Assistant module are accessible via the Reports link from the Conflict of
Interest Assistant main menu or workspace. The Reports screen lists all available reports.

{ N
EﬁRIS b : Account: Administrator
lmm}' edRIS Department: GH - 7543 - General Hospital @ Help 2 My profile ~ G Log out

Research Information System Path: Home

My Workspaces = Conflict of Interest Reports [ <}
Run Reports

Conflict of Interest

Annual COT Form - Status and Disclosure
Annual COI Form Not Submitted
Annual COI Form Status

Covered Person by Department
Disclosure Summary Report
New Hire

DE DD DD @D

Outstanding Management Plans

Clicking on a report link will allow you to set specific parameters and run the report. Available parameters and filter
options for each report will vary.

. . -
EﬁR’S b z Account: Administrator
. Y edRIS Department: GH - 7543 - General Hospital @ Help = My Profile ~ G Log out

Research Information System Path: Home > conflict of interest reports
My Workspaces = Conflict of Interest Disclosure Summary Report | 4]
| Helpful Information | | Run Report |
Display Report as: @ ppr O HTML O Excel -

Committee Name: | Find a Meeting First
Meeting Date: I:l Q Find Meeting

Within each report, you will have the option to display the report in PDF, HTML, or Excel format.
Display Report as: () PDF ) HTML ) Excel

When you click the Helpful Information button, the Report Generation Help popup window displays. The popup
includes a description of the selected report and notes to assist you in running the report.

© iMedRIS Data Corporation 33



COlI Assistant - Overview iRIS™ 11.02

Report Generation Help X [

Learn about iRIS Reports
Reporting System Helpful Hints

Your are using Jasper Report Version :2.0.4

Description - Displays Conflict Matches reviewed at a meeting along with outcomes and the
management plan.

Notes :

Fill all input fields
Please follow the correct date format ( MM-DD-YYYY)
Do not click twice on the Run button
Refresh the page after viewing the report
Some drop down menus are filtered by your access privileges
Be specific in your selections

You can find description of the report under System Adminit jon/Reports Adr jon You can also add, delete,
madify, move, download and upload jasper reports from reports administration. The information in this report may be
restricted by the user role, department access, review board or current module.

The reports that are available through the COI Assistant are as follows:

Annual COIl Form — Status and Disclosure — This report will display the status of Annual COI forms and if a Covered
Person has an active Disclosure.

Annual COIl Form Not Submitted — This report will display Covered Persons who have not submitted their Annual COI
form for the selected Annual COI Due Date Range.

Annual COI Form Status — This report displays a total number of Annual COI forms completed for the current Annual COI
period by Department and Job Title.

Covered Person by Department — This report will display Covered Persons by their Primary Department.

Disclosure Summary Report — This report displays Conflict Matches reviewed at a meeting along with outcomes and the
management plan.

New Hire — This report will display any New Hires within the dates selected.

Outstanding Management Plans — This report will display any Covered Person with an outstanding Management Plan
that falls within the dates selected.

Review Board Administration

Review Board Administration allows you to configure many options related to the functioning of the board, set up
configuration lists, define document templates including Outcome Letters, Meeting Agendas, and Meeting Minutes, and
set up automatic review board-related notifications. Review Board Administration is typically reserved for Review Board
Administrators. See the COI Assistant - RB Administration manual for more information.
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