


Table of Contents

Chapter I. General Functionality & Dashboard Overview

1 0T T P 12
2 Login and Window Management.........cccceeeveeeeeereencreeneennnnnns 13
2.1 Supported browsers & turning off pop-up blocker .......ccccvvveeiennnnnee. 13

2.2 WSU ACCESS ID ..ttt ettt ettt e e e e 14

2.3 How t0 10g int0 €ProtOCOl ..ccceiieeiiieeeeeeeee e 14

2.4 Navigation A ......oooei i 14

2.5 User Interface & FUNCLIONAIILY ...vvvveeieieeiieec e, 15

2.6 Sizing of Grids, Windows & LayoutS.......cccceeecuvieeiciiieeeiiee e 16

3 TOp NaVIgatioN Bar.......cee ettt ee e eeae e e 18
3.1 Sign Out / Help / USer Name  ....ooeiiiieieeeee e 18

3.2 Module Options Drop-AOWN ....cceeeeeiiiiieeeeciiieee et e e e e 19

COMMItLEE MANAGEN ... e e e e e e e e e eeeaees 20

INVESTIGAtOr e 20

=T g =T = R 21

REVIBWEN .ttt e e e e e e e e e e e e e e e e e as 21

4 Additional Navigation.........ceeoeeeeeeeiieeieeeeceeee e e ennes 22
4.1 Module Tabs Navigation.........ceeeeeeeiiiieiee e 22

4.2 Dashboard ACTioON BUttONS .. ccue et 23




6

Table of Contents

Dashboard Grids Overview and Layout .......c..cccceeevvvveennnnnnnee. 24
5.1 Grid Layout & EIEMENtS .....ooiiiiieieee e 24
Grid EIEMENES ..o 24

Conflict Management Plan (CMP)......ccccoueieeeiieeeeieeeceee e 25

5.2 Committee Manager Dashboard............cccooeieieeeeeeceeeeeeeeeeee 26
OVEIVIBW 1.ttt e e e et e e e e e 26

Action Buttons & Functionality ........eeeeeeeeeeeeeeeiiiiiiiiieeeeeeeens 26
Interacting with Grid Content........cccoiiiiiiieiiie e, 27
Transactional EVents........ccocooviiiiiiiiniiiniiceeeeee 28

In Preparation ... 28

5.3 Investigator Dashboard ... 29
OVEIVIBW 1.ttt ettt et e e et e e e e 29

Action Buttons & Functionality ........eeeeeeeeeeeeeeeeiiiiiiiieeeeeeeeeas 29
Interacting with Grid Content........ccoovieiiiiriice e, 31

COI DiSCIOSUIES...coiiiiiieiiieeeiee e 32

Approved COI DiSClOSUIeS....ccevveeeieiieeeeeeiieeeee e 32

Non Active COI DiSCIOSUIES ....ccccueeriieenieinieeeieeeenn 32

5.4 Manager Dashboard...........ccoooieiiiii e 33
OVEIVIBW 1.ttt et e e e e 33
Interacting with Grid Content........ccooiiiiiiieiiie e, 34

5.5 Reviewer Dashboard ........coccooiiiiiiiiiciee e 39
OVEIVIBW 1.ttt ettt et e e et e e e e 39
Disclosures for REVIEW ........ccocuiiiiiiiiiiiiieeeeceeeeee e 40
Search DiSCloSUre........cccociiiii s 41




Table of Contents

Chapter II. Principal Investigator Role

1 OVEBIVIBW e ittt ee s e e s s e ra s s e enn e s e enaee s eennnes 44
1.1 Things 10 REMEMDET ... ..e e 44

2 Creating a New Disclosure: Entry Screen.......cccceeeueueeeeeeennnnn. 45
2.1 Administrative & Standard Disclosure Application.........cccccccveeeneeen. 45

3 Disclosure Entry Process Navigation.......cccccceeeeiriiiinnccnnnennnnee. 47
3.1 Top & Bottom Navigation BUuttonS.........ccoevueeiiiiiiiiei e, 47

3.2 Spell Check, Help, Save, Auto-Save, Close, Previous & Next.............. 48

3.3 Error Message LOCAtioN ... 49

4 Left Navigation Bar.........covveeeeeiceeeeeeeccceeeeeecee e e e 50
4.1 OVEIVIEW ceeiiitee ettt ettt e e ettt e e e ettt e e e e e bere e e e e s e ennreneeeeeas 50

4.2 Disclosure Menu Bar IEeMS........coouiiiiiiiiiiiieeeee e 50

5 DiSClOSUre ENtry PrOCESS ...cuuuiiieeeiieticieeeeieeeeenteeeeeeneeeeennneees 52
5.1 Requirements t0 BEGIN .........euiiiiiiiiiiiiiiiei e 52

5.2 Interacting with Data FIieldsS ... 52

Required Fields Designation .........ccccccueeeeiiieeeciiee e 53

Drop-down Data Fields.........coooeeoeieeeeeeeeeeeeeeeeeee e, 53

Field Dependence and Input Display Linkage ........ccccceeecuvveenneee. 53

Single and Multi-ling TeXt BOX ...cvvvviiieeieieieeeeeeeeeeeeeeeeeeeee 53

Add/Delete/Clone Functionality of Data GridsS ........cccccvveeeeenns 55

5.3 Personnel Information ..o 54

Find User Search Functionality.......c.cccceeeeiiiiiecieieeeeeee e 54




Table of Contents

Auto-Population of Stored User Data......ccccceeeeevveeeeeeeecciieeeeeeens 55

5.4 COT DiSCIOSUIE...ueiiiiiieiee ettt et 55

5.5 AtEAChMENTS ..o 56

How to Add an Attachment.........cccooiiiiiiiiie 56

5.6 CertifiCations ..o 57

5.7 REIUMN NOTES ... 57

5.8 Check for COMPIELENESS ...uvveieeeieeeeee e e 58

5.9 SUDMIT FOIM e 58

S5.10 PrinT VIBW et 59

511 AMENAMENT ..ot 59

LT A YT o) A o 111 Ko U 60

6 Approved DISCIOSUIES ...cuuuiiiiiceieeeceeeeece e e e e e e 61
6.1 Start an AmMeNdmEeNt........cooiiiiii e 61

7 Edit / Clone / Delete DiSCIOSUNe .....cveueveenvieeiiinieeieeeeieeeenneees 62
7.1 Who can Edit @ DiSCIOSUIE ...cc..eeiiiiiiiiiiiiciceeceeceeeee e 62

8 ComMmMENtS/RESPONSES....cceveeeeceeeeerieeeeeeeeeenneeeeeerennneeeeeennnnnns 64
8.1 Responding to COMMENTS ....cccuviieieiieeeee e e 64

Comments Cycle Explanation ..........ccccoooriiiiioeeciciceeeeeeeeee 65

Responding to Conflict Management Plan (CMP)..........cccceu....... 66

Chapter IIl. Committee Manager Role

1 (0 LV VA =Y N 68




Table of Contents

1.1 Things 10 REMEMDET ... .. e 68

)
|' 2 Managing DiSCIOSUIES ......ciiiiieeueiiiieeiiieeeeecrenee e e e eeenaeeeeeeeenns 69
J

2.1 Assigning a Disclosure to a Panel ..., 69
2.2 ASSIGNEA DiSCIOSUIE ....eeeeeeeeeeeeeeeeeeeeeeeee e 70
2.3 Returning a Disclosure with Return Notes ........ccoeoecceciiiiiiiiiieeeeeeee, 70
2.4 Returned DiSCIOSUIE.....coiiiiiiieeiiee ettt e e e e eaeee e 71

Delete Disclosure from LiSt ........cccoeveciieeeiiiieeeiee e 72

Chapter IV. Manager Role

1 OVEIVIBW .. ettt reree e e e e s e enn e s e ena s senanessannnnsnns 74
1.1 Things 10 REMEMDET ... s 74

2 Dashboard Elements ..o 74
2.1 DisCloSUre EVENT TYPES ..eeeeiiiieeeeeeeee et e e e 75

ReCeipt Of DISCIOSUIE......evveeeee et 76

Reviewer(s) ASSIgNed.......ccccuiiieiiieeiciie et 76

Panel Manager REVIEW .......ccoooeeeeeeeeeeeeeeeeee e 76

Comments Received (Cycle X) ..o 76

Comments SeNt (CYCIE X) e 76

Responses Received (CYCle X)..ouiirioieeeeiieeeeee e 76

Responses SENt (CYCIE X) uuuviiiiieieeeee e 76

Vi




Table of Contents

NO CONFIICE.c.eiiieieeee e 76

Conflict Management Plan (CMP)......ccvevieciiieeiieeeeeee e 76

2.2 Assigning Reviewers to @ DiSCIOSUIre.........coooiiiiiiieieceeeeeeeeeeee 79
How to Select and ASSIGN ....ooeeeiieieiieeeeee e 79

Action Buttons and Functionality ..o, 80
Comments Page Functionality .......cccoeoeeeeeiiiiieeeeeeeeeee e 81

GEL DISCIOSUNE et 81

REVIBWEIS. ..ttt 81

Meeting MINUEES .....cooreeee e 81

Conflict MMt Plan .....ceeeeeeieeeee e 81

Write COMMENT(S) ureiieeiieeeeeee e 81

How to Write and Save a Comment...................... 81

Edit all COmMmMENTS oo 82

Show All COMMENTS ..o 82

SUBMIt O P 82

Comments Cycle EXplanation ........ccceecveeeeiiiieeniiie e 83

2.3 ACEIVE DISCIOSUIES ettt e et e e aeee e 84
ClOSE DiSCIOSUIE ...ttt e 84

2.4 NON ACLIVE DiSCIOSUIES ...ttt 85
2.5 Submitted DISCIOSUIES ...ccueeiieeeiiee et 85
REASSIGN PANEI oo 86
REaSSIgN REVIEWETS ..ottt 86

2.6 Returned DiSCIOSUIES ......ciiiiieieieeeeeee et 87
RetUIrN @ DISCIOSUIE ...t 87

vii



viii

Table of Contents

Meetings & REPOIES ...cuuiieiieeciecce et 89
G I (=T o Lo SRR 89
LI A0 ] o O g1 (=T = [T UUPPR 89

Report Display and TYPES ..cceveeeeeoeiiieee et 89

IC AN C1=] o T=] g Tofll 23=1 0 Y0 ] o (PSRRI 90
How to Build and Generate a Report.......cccceeveeeeeiiiiieieeeeeen, 91

Report Output FOrmats .......oeiiiiee e 91

3.3 Meeting AQENAa oo 91
Delete AQENAA ..ooeeeeeeeeeeeeeeeeeeeeeeeeeeeee e 92
ACCESSING AQENA@ 1.ttt 92
Pre-Meeting Set-UpP .uuei i e 92

Planned AttENdEes ........ccooiiiiiiiiiiieieceeeeeeee e 92

Set-up Early AGeNnda ... eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee, 93

Preview Early Agenda.......cccceeeeciiiieieeeccieee e 95

F Yo (=] (o b F R 95

MEETING -ttt e e e e e e e 96

Meeting AtEENdEES ..., 96

POSt MEEEING ..ceiiiiiiiiiiieieee e 97

Minutes of MEeting....ccoueveiiiiiecee e 97

3.4 MEELING MINULES ... 98
COMMENTS...ooiiiiiie e e e 98

NOTES et e e e 99

MINUEES NOTES.....oiiiiiiiie e 99

VOTING et 99

ACTION e 100

Meeting ACLIONS...cooi i 100




Table of Contents

Chapter V. Reviewer Role

1 0T T T 102
1.1 Things 10 REMEMDET ... 102

2 REVIEW PrOCESS ..coveeieiiiiiiiiiccctttceeecct e 103
2.1 Reviewer ROIE OVEIVIEW ......coiiiiiiiiiieeeeeeee ettt 103

2.2 DIiSClOSUIE EVENT TYPES ..uvvviiiee et e e ettt e ettt e e e are e e e e e eanens 104

ASSIgNEA @S REVIEWEN ....eiiiiieeiiiee et e e e e 104

Comments Sent (CYCIE X) i 104

Responses Received (CYcle X)..oooiiierieeeeeieee e 104

NO CONFIICE ..t 104

2.3 COMMENES PAQE ..ttt e e e e e e e e e e as 105

Comments Page Functionality ........cccccooeiiiiiieeeeeeeeeees 105

Conflict MMt Plan .....cccoeiieiieeeeeeee e 106

Get COI DiSCIOSUIE ...coueieiieeiteeeeeee e 106

REVIBWEIS .ttt 106

Show All COMMENES ..coouviiiiiiiiiiiieeeee e 107

Recommend for Approval .......cccceeeeeieeeeiciieeeieeeeee, 108

Edit all Comments ........ooiiiiiiie 108

Write COMMENT(S) cuvreeiiiiieeeiee e 108

How to Write a Comment and Save.................... 109

Comments Cycle Explanation .........cccceeveeeeciiiiiiee e 110

3 10 11111 11= | VRO 111

viiii









1 OVERVIEW

The eProtocol software is a web-based platform for creating, managing, and reviewing
financial conflict of interest disclosures in an efficient and timely manner.

This User Role & Dashboard Functionality Manual outlines the overall functionality of the
software and dashboards within eProtocol software. It is intended to explain the functions of
the software and to provide guidance as you explore this easy-to-use application.

12 eCOl | User Role & Dashboard Functionality Manual




LOGIN & WINDOW

C MANAGEMENT

2.1 Supported browsers & turning off

pop-up blocker

Supported Browsers

In order to use eProtocol to its full capabilities, a supported web browser is mandatory. The
browsers compatible with eProtocol are: Firefox 12 and above and Safari 7. To begin working
with the system, launch the eProtocol link in a supported web browser.

NOTE: Using an unsupported browser will limit the functionality of the application.

@

&

Turning off pop-up blockers

Before using eProtocol, it is critical to turn off the pop-up blocker on your browser. Pop-up
window navigation is essential and therefore pop-up blockers on this site must be disabled.

Your browser should alert you of a working pop-up blocker upon your entry into the
application. Figure 2.1 shows an example of the Internet Explorer browser alerting the user
that content is currently being blocked.

In order to allow pop-up access, click the “Options for this site” drop-down button and select
“always allow from this site”. This way, the next time you login to eProtocol, the computer will
allow all pop-up content specifically from the site.

Your web browser must allow popups from this web site.

Figure 2.1

eCOl | User Role & Dashboard Functionality Manual 13



Functionality & Dashboard Overview | Login & Window Management

2.2 WSU Access ID

In order to login to eProtocol, you must have a Wayne State University Access ID. If you have
forgotten your Access ID and password, please contact C&IT help desk for further assistance
at (313)-577-4778. If you do not have an Access ID, go to the eProtocol home page for
further instructions.

2.3 How to login into eProtocol

On the right side of the screen is the login box. Enter your Access ID followed by your
password and click the Login button. You will be directed to the eProtocol homepage.

usero [ ]
Password [ |

Figure 2.2

2.4 Navigation Aid

The Navigation Aid allows users to keep track of their current location within pages or
documents and can be located on the upper left side of any user dashboard. Any navigation
aid in eProtocol that is the color blue signifies it is an active link. Clicking the active link will
direct the user back to the home dashboard.

NOTE: Do NOT use your browsers back button as it causes serious errors. In all cases, you
will be logged out, losing any recently added content.

eC0l » Investigator » Home = Search COl Disclosure
(s cerJf s

COI Disclosure ID Study Title

Principal

Investigator Investigator

Form Type [—Please Select— [v] Panel |—Please Select— [v]
=

Department [-—Please Select— L' Meeting Date

Figure 2.3

14 eCOl | User Role & Dashboard Functionality Manual
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Functionality & Dashboard Overview | Login & Window Management

2.9 User Interface & Functionality

After successfully signing in with your Access ID and password, you will be directed to the
eCOI home dashboard. The home dashboard is separated into two primary areas: the menu
bar (top) and the content area. This easy-to-use navigation allows for intuitive and quick
operation and is further examined in the pages to follow.

eCOl » | eProtocol »
eCOl » Committee Manager » Home /
A o}
Panel: (COI [V] Meeting Date: [—Al—  [+]
NEW ¥
B | [col Principal ] Meeting ] Iy
Disclosure ID | Investigator COl Disclosure Event Status/Comments Panel Date Review Decision
15-03-063 Investigator, Principal Receipt of COI Disclosure IN-PROGRESS Ccaol Designated Review
C 15-03-062 Investigator, Principal Reviewer(s) Assigned ] IN-PROGRESS COl Designated Review
Investigator, Principal Comments Sent (Cycle 1) IN-PROGRESS Col Designated Review
15-03-066 Investigator, Principal Reviewer(s) Assigned IN-PROGRESS Col Designated Review
AMENDMENT ¥
Currently there are no Amendment C0Ol Disclosures.
CONTINUING REVIEW ¥
Currently there are no Continuing Review COIl Disclosures.
Figure 2.4
1 The top menu bar is a stationary element in eProtocol and, as such, is always visible

from any screen within the eProtocol software. The menu bar holds the primary
navigation for the software with its drop-down button features. See pages 18 -21 for a
more detailed description on the functionality and use of the top menu bar.

c The content area contains important features such as the navigation aid along with a
grid. The majority of user interaction will be within the content area of the
application.

eCOl | User Role & Dashboard Functionality Manual 15
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A - The grid, highlighted in Figure 2.4, page 15, is an imperative feature of eProtocol as
it organizes and displays content matter necessary for creating, viewing and managing
disclosures.

B - All dashboards are organized by grids with blue column headers [Figure 2.4, page
15]. The columns have minimal functionality and sort the content. Clicking on the
column header will change the listed orientation numerically or alphabetically. See
page 24 for more details.

C - Any words with a blue underline in the content represents an active link, meaning, if
the user clicks on the link, a pop-up window will appear. See page 24 for more details.

2.6 Sizing of Grids, Windows, & Layouts

This portion of the manual will discuss the sizing of panels and pop-up windows to better
support your needs of the eProtocol application.

The arrow icons in Figure 2.5a control the amount of information displayed in the content area
by opening or collapsing the content. Limiting the amount of content displayed can make for a
less overwhelming experience and a cleaner dashboard.

¥ |
% | lecision
Comprahentive T for Messarch
eCOl v | eProtocol + (Manager, Committee) University - Manager
2.4250]1Sign Out | Help
eProtocol » Manager » Home
|
Panel: (GOl Ej Meeting Date: | —All— _E]
o
NEW ¥ s
col Principal L Meeting - i
Disclosure ID | Investigator COl Disclosure Event Status/Comments Panel Date Review Decision -
15-03-063 Investigator, Principal Receiot of COI Distlosure IN-PROGRESS Col Designated Review i
15-03-062 Investigator, Principal |Reviewer(s) Assigned IN-PROGRESS Col Designated Review
" |nvestigator, Principal Comments Sent (Cycle 1) | IN-PROGRESS coal Designated Review Flgure 2.5a
O
AMENDMENT i
CONTINUING REVIEW ¥
Currently there are no Continuing Review protocols.

Figure 2.5
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Many of the links in eProtocol generate pop-up windows. The windows appear in the middle

of the screen and are all relatively the same size. If a window initially pops up but then goes

away, it most likely is hidden behind other tabs in your browser. In most cases, your browser
will alert you when a new window has opened by flashing the window or browser icon.

In order to change the size of the windows you can either click the maximize button on the
upper right of the pop-up window [Figure 2.6a] or drag and pull the window to your desired

size [Figure 2.6b].

eCOl w | eProtocol + (Investigator, Principal) University - Investigator = 2 X |
- Mazximize
eC0l » Investigator » Home .
Figure 2.6a

Delete COI

Create COl Clone COl

COI Disclosures (In Preparation / Submitted) ¥
NEW %)
COI Disclosure & ecol- University - Confirmation = | El Meeting Date

= |
15-03-063 e - _ @
15-03-065 i ; ) e
. 0 Opening the COI Disclosure 15-03-063 (Investigator) in View mode.
AMENDMENT oK P ¥

Currently there are no Continuing Revi COIl Di

1«

Approved COI Disclosures

COI Disclosure
D

i 3 Approval Last Approval Expiration = gt
Principal Investigator | oo Date Date Review Decisio Form Type

Figure 2.6

Figure 2.6b
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3 TOP NAVIGATION BAR

3.1 Sign Out / Help / User name

When you have saved your work and are ready to sign out of eProtocol, click on the Sign
Out button found in the upper right hand corner of the browser as seen in Figure 3.1a. It is
important to sign out to protect your work and personal information.

When in need of assistance, click the Help button located to the right of the sign out button.
A pop-up window will appear in the middle of the screen to assist the user. Follow the
instructions in the pop-up window.

NOTE: Not signing out could cause a disclosure to be “locked for editing” when accessed by
another user.

eCOl « | eProtocol + (Investigator, Primary) University - Investigator
O 2.4.250] | Sign Out | Help

eCCl » Investigator » Home

Create COl Clone COt Delete COI

)l Disclosures (In Preparation / Submitted) ¥

¥

; s/Comments Panel Meeting Date
1,; FOGRESS col
IITTED col

3

(Investigator, Primary) University - Investigator

isclosures.

24.250]|Sign Out | Help 3
Figure 3.1

Figure 3.1a

18 eCOl | User Role & Dashboard Functionality Manual




Functionality & Dashboard Overview | Top Navigation Bar

The dashboard will display the logged-in user’s last name and their current role [Figure 3.1b].
Some users (such as committee members) will have more than one role and each role has a
separate dashboard homepage.

(Manager, Committee) University - Manager ‘[

| 24250 Sign Out| Help |
Figure 3.1b

3.2 Module Options Drop-down

Primary navigation for all eProtocol users will be at the upper left-hand corner of the browser
under the tab “eCOI". The following pages demonstrate what each drop-down menu will look
like depending on your role. Further explanation into the drop-down menus and their tabs will
explored more throughout this manual.

NOTE: All dashboards will remain the same but will display different content depending on the
users role.

Committee Manager
Investigator
Manager

Reviewer

Create COIl Clone COI Delete COI

col

COI Disclosures {In Preparation / Su

=] eProtocol » -

NEw M Committee Manager 2
COIl Disclosure ID| Principal Invest isglosure Event Meeting Date
15-03-062 Investigator, Principa Yet to Submit to Inv#stigatc r

Figure 3.2 6\0 Manager

Reviewer

Figure 3.2a

eCOl | User Role & Dashboard Functionality Manual 19
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1 Committee Manager

eCOl » | eProtocol »

Assigned COIs

Investigator } | Committee Manager
Home

Manager »

. Returned COIs

Reviewer »
Search COI

Figure 3.3

c Investigator

eCOl - | eProtocol «

Committee Manager
Approved Protocols
Manager Clone COI

Reviewer Create COI

Investigator Home

Non Active COIs

Search COI

Figure 3.4

20 eCOI | User Role & Dashboard Functionality Manual

Assigned COIs - A list of disclosures
that have been assigned to a panel.

Committee Manager Home - Navigates
the user back to the Committee Manager
home dashboard.

Returned COIs - COIs that have been
returned to the Principal Investigator (PI).

Search COI - Allows the user to search
disclosures by the Disclosure ID, Title, and
the Principal Investigator.

Approved Disclosures -A list of all disclosures
that have been approved and are active.

Clone COI - Duplicates an existing
disclosure and assigns a new Disclosure ID.

Create COI - Creates a new form and assigns
a new Disclosure ID number.

Investigator Home - Returns the user back to
the Investigator home dashboard.

Non Active COIs - Disclosures that have been
closed, expired or withdrawn.

Search COI - Allows the user to search
disclosures by the Disclosure ID, Title and PI.




Functionality & Dashboard Overview | Top Navigation Bar

3 Manager

Active COIs - A list of all active disclosures.

eCOl w | eProtocol

Committee Manager Email Logs - All emails logged under a
Investigator disclosure.

iy Active COIs Generic Report - Ad-hoc reporting.
Reviewer ¥ | Email Logs

: Meeting Agenda - Creating, setup and
e management of meetings.

Meeting Agenda . . . X
Meeting Minutes - A list of disclosure

submissions to a specific meeting with
actions, comments and voting.

Meeting Minutes

COI Disclosures {In PRAGLEETHI-Relelt

panel M rH . .
Ane T RlSach Shms Non Active COIs - Disclosures that have been

NEW
COl Disclosure 1D P RRahE closed, expired, or withdrawn.
15-03-062
— Retumed cOts Panel Manager (PM) Home - Directs the user
Search COI
AMENDMENT it back to the PM home dashboard.
Submitted COIs
— . Reports - Standard reporting functionality.
Figure 3.5

Returned COIs - Disclosures that have been
returned to the PI.

Search COI - Allows the user to search
disclosures by the Disclosure ID, Title and PI.

Submitted COIs - A view of submitted and in
progress disclosures.

4 Reviewer

Reviewer Home - Takes the user back to the

FCOls | SEVROEOl Reviewer dashboard.

Committee Manager

Search COI - Allows the user to search

Investigator ) . .
disclosures by the Disclosure ID, Title and PI.

Manager

M Reviewer Home

Search COI

Figure 3.6
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4 ADDITIONAL NAVIGATION

4.1 Module Tabs Navigation

The module tabs are located above the content area. The tabs are used to navigate
throughout the modules without navigating to another page. Clicking the module tab
highlighted in Figure 4.1 will change the content area so that it pertains to the selected tab.
The tab currently being viewed is identifiable by its highlighted color. Clicking the module tab
will refresh the dashboard.

=
% Camprenenrive IT for Rerrareh

eCOl w | eProtocol « (Manager, Committee) University - Manager

2.4.25.0| Sign Out| Help

eProtocol » Manager » Home

B Acuwc [ re [ cs [ Rs |

Panel: [COI [V] Meeting Date: (Al [¥]

NEW ¥
col Principal 3 Meeting - 5
Disclosure ID | Investigator COl Disclosure Event Status/Comments Panel Date Review Decision
15-03-063 Investigator, Principal ' Receipt of COI Disclosure IN-PROGRESS col Designated Review
15-03-062 Investigator, Principal | Beviewer(s) Assigned IN-PROGRESS Col Designated Review

Investigator, Principal | Comments Sent (Cyvcle 1) IN-PROGRESS Cal Designated Review
AMEMNDMENT ¥

R

Currently there are no Amendment protocols.

CONTINUING REVIEW

|<_<

Currently there are no Continuing Review protocols.

FINAL REPORT

|<_<

Currently there are no Final Report forms.

Figure 4.1

NOTE: For the purpose of this manual, COI is used as an example. Based on your research
discipline, some options may vary.

22 eCOI | User Role & Dashboard Functionality Manual
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Functionality & Dashboard Overview | Additional Navigation

4.2 Dashboard Action Buttons

The action buttons are located in the dashboard content area above the grid. Because each
dashboard displays different content based on the user’s role, the action buttons will be
different per dashboard. [

The primary function of the action buttons are to manage and monitor disclosures. The
action buttons are a key element in the eProtocol software and will be given a more in depth
explanation later in the manual. The primary action buttons are: Create, Clone, Delete and
more, as you will see later.

% Camprenensive IT for Meseare "

2.4.40.7 | Sign Out | Help

eCOl » Investigator » Home

Create COl m Delete COl

COI Disclosures {In Preparation / Submitted) ¥
NEW ¥
CAOE Disclosire Principal Investigator | COI Disclosure Event Status/Comphents Panel Meeting Date
15] S Col
15] Col
% Create COl Clone COl Delete COI -

¥
Figure 4.2
Figure 4.2a

eCO! | User Role & Dashboard Functionality Manual 23




DASHBOARD GRIDS
N OVERVIEW & LAYOUT

0.1 Grid Layout & Elements

Though all dashboards will have slight differences pertaining to the role of the user, the overall
appearance of the home dashboards are primarily the same. Figure 5.1 shows the standard
elements that are displayed in each of the functioning dashboards. A brief explanation of each
element is located on page 25.

@ 0 o o

COI Disclosyres (In Preparation | Submitted)

o;/-

L ONEW
!/ ::Dm IR Principal Investigator COIl Disclosure Event Status/Comments Panel Meeting Date
o 15-03-065 Investigator, Principal Comments Received (Cycle 1) IN-PROGRESS col
15-03-063 Investigator, Principal SUBMITTED TC CQI SUBMITTED col

-O AMENDMENT

|<_<

Currently there are no Amendment COl Disclosures.

CONTINUING REVIEW
Currently there are no Continuing Review COIl Disclosures.
Figure 5.1 b

Grid Elements

|<<

1 COI Disclosure ID - Displays the seven digit identification number that is assigned
when the disclosure is created. A disclosure can be accessed by clicking on the COI
Disclosure ID number. Clicking on any disclosure number will generate a pop-up
window that will allow the user to view and/or edit the disclosure.

24 eCOI | User Role & Dashboard Functionality Manual




Functionality & Dashboard Overview | Dashboard Grids Overview & Layout

c Principal Investigator - Displays the name of the Principal Investigator of a
disclosure. Clicking on the Principal Investigator column header will change the listing '
alphabetically. ‘
3 COI Disclosure Event - Displays essential action items for the disclosure. The content
in the disclosure event column differs per role and will be examined in later pages. [

Status/Comments - Displays the status of the disclosure.

Panel - Displays which Committee the disclosure has been assigned to.
Meeting Date - Displays the meeting date the disclosure has been assigned to.
Continuing Review - Lists disclosures undergoing annual review.

Amendment - Lists active disclosures that are in the process of being amended.

o o0 ~N OO O b

New - Lists all new disclosures that are currently in progress.

Conflict Management Plan (CMP)

The Conflict Management Plan (CMP) is developed when there is any potential for conflict
of interest. It is a suggested plan that must be reviewed and approved by eCOI Committee
members before being sent to the PI for acceptance.

The CMP is created by the Panel Manager(PM) and sent to the Reviewer(s) to be viewed,
commented on, and/or recommended for approval. The information received from the
Committee Members is compiled by the PM. The PM adds any necessary comments or makes
any necessary changes then sends the revised CMP back to the Committee for review/
approval.

A meeting is held where all Committee Members must agree on the CMP before beginning the
next step. The PM will document the final CMP decision in the meeting minutes. Once agreed
upon and documented, the CMP is sent to the PI to accept or decline.

A deeper explanation on the CMP functionality in accordance to your role will be further
explained in later chapters of this manual.

NOTE: At any time during the CMP approval process the CMP is not approved, the current CMP
will be dismissed and another round of collaboration will form to generate a new CMP.
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0.2 Committee Manager Dashboard

Overview

This section of the software manual pertains to the role of the Committee Manager. The next
several pages give an in-depth explanation of the action buttons and their functionality, as
well as define the Transactional Events and In Preparation grid sections and the purpose they
serve. If you are not a Committee Manager, you may skip pages 26-28 of this chapter.

NOTE: Full functionality of the Committee Manager role is further explained in the Committee
Manager chapter of this manual. Please refer to that chapter on page 67 for more information.

eCOl » Committee Manager » Home d
Transactional Events
NEW
col
Disclosure  Principal Investigator COI Disclosure Event Status/Comments Panel ﬂ
[ 15-03-083  Investigator, Principal PANEL ASSIGNED PANEL ASSIGNED [co [v]
[] 15-02-062 Investigator, Principal PANEL REASSIGNED PANEL REASSIGNED  (COI [¥]
O E Investigator, Principal PANEL ASSIGNED PAMNEL ASSIGNED [cel l’
[] 1503066  Investigator, Principal |PANEL ASSIGNED PANEL ASSIGNED (col [~]
Figure 5.2
Action Buttons and Functionality
1 The action button Assign Panel is used to assign disclosures to a specific panel. In

order to assign a disclosure, you must first check the box of the COI Disclosure ID
number you wish to assign a panel to, as seen in Figure 5.3.

After selecting the COI Disclosure ID number, choose the Committee you would like the
disclosure assigned to under Panel the drop-down. Once both the disclosure and panel
have been selected, click the Assign Panel button to complete the process.
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eCOol » Committee Manager » Home

Transactional Events

NEW ¥
Col
Disclosure Principal Investigator | COIl Disclosure Event Status/Comments Panel
D

= Investigator, Principal | Receipt of COI Disclosure SUBMITTED
N ;

Expedited COI
TAMENUMENT ¥
Currently there are no Amendment COIl Disclosures.
Figure 5.3
c The Return COI Disclosure action button follows similar steps to that of the Assign

Panel button, however there must be Return Notes added to the disclosure before
it can be returned. To return a disclosure to the PI, you must select the box of the
Disclosure you wish to return, and click on the Return COI Disclosure button.

Interacting with Grid Content

D Transactional Events
NEW (¥
Col
o A Disclosure | Principal Investigator | COI Disclosure Event Status/Comments C Panel
1D
)| 15-03-083 Investigator, Principal PANEL REASSIGNED PAMEL REASSIGNED I:COI
[]||15-03-086 | Investigator, Pringipal  PANEL ASSIGNED PANEL ASSIGNED (col
O _ Investigator, Principal  PANEL REASSIGNED PANEL REASSIGNED  |(Expedited COI
)| 15-03-062 Investigator, Principal PANEL REASSIGNED PAMNEL REASSIGNED I:COI
B -
AMENDMENT (&)
CONTINUING REVIEW ¥
Currently there are no Continuing Review COIl Disclosures.
D In Preparation

/ NEW ¥

COIl Disclosure ID Principal Investigator Form Type Created On

9 15-03-068 Investigator, Principal MEW 03/25/2015
AMENDMENT ¥

COIl Disclosure ID Principal Investigator Form Type Created On

15-03-067 Investigator, Principal AMENDMENT 033072015
CONTINUING REVIEW ¥

Currently there are no Records.

Figure 5.4
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1 Transactional Events - Is a part of the content area that categorizes the different grids.

One of the grids within the Transactional Events has three elements that are interactive
with the user.

A - The outlined blue box on the far left is highlighting the check mark boxes that are
a key functional item in eProtocol. In order to assign or return disclosures, one of the
check mark boxes has to be selected.

B - The disclosure numbers highlighted are significant because of their functionality.

Clicking on a COI Disclosure ID number as a Committee Manager enables a pop-up
window shown in Figure 5.5.

NOTE: It is under the COI Disclosure Event column that the PI can access the Conflict
Management Plan (CMP). Further detail on this functionality will be explained in the
Principal Investigator Role chapter of this manual [pg 43].

f )
(2 eCOl - University - Confirmation EM

[ =

e Opening the COI Disclosure 15-03-062 (Investigato)View mode.

,. il

Figure 5.5

C - The drop-down menu under the panel column header lists the committees that
the disclosure can be assigned to.

Panel

... o Sl
Expedited COI

|;<_{

Figure 5.6

c In Preparation - Is a part of the content area that categorizes three grids that contain
in preparation disclosures of different status levels.
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(
0.3 Investigator Dashboard :
Overview ‘

{

This section of the software manual pertains to the role of the Principal Investigator. The next
several pages give an in-depth explanation of the action buttons and their functionality. If you
are not a Principal Investigator you may skip pages 29-32 of this manual.

NOTE: Full functionality of the Principal Investigator is further explained in the Principal
Investigator Role chapter of this manual. Please refer to that chapter on page 43 for more
information.

eCOl » Investigator » Home i l i

Create COl Clone COl Delete COI

COI Disclosures (In Preparation / Submitted) ¥
NEW ¥)
an sy Principal Investigator | COl Disclosure Event Status/Comments Panel Meeting Date
15-03-065 Investigator, Principal | Comments Received {Cycle 1) IN-PROGRESS Cal

Figure 5.7

Action Buttons and Functionality

1 In order to create a new disclosure, click on the Create COI button located above the
content area. Clicking the action button will direct the user to another page where
he/she can create a new disclosure [Figure 5.8]. Check the Conflict of Interest circle
button to display more required data fields. Once all of the necessary fields have been
completed, click the Create button to continue drafting a new disclosure. Further
explanation in creating disclosures is found in the Investigator Role chapter.
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eCOl = Investigator » Home » Create COI Disclosure

COI Report Title

es]

COl

@® Conflict of Interest

Figure 5.8

c The Clone COI action button is used to duplicate a disclosure. Clicking on this button
will direct the user to another page shown in Figure 5.9. Check the circle next to the
COI Disclosure ID number you wish to clone followed by clicking the Clone COI button.
A duplicate disclosure will appear with a newly assigned COI Disclosure ID number;
after which the new disclosure can be modified.

eCOl » Investigator » Home » Clone COIl Disclosure
o
W)
COI Di inci i i Meeting
isclosure 1D Principal Investigator COI Disclosure Event Form Type Panel Date
(® |15-03-083 Investigator, Principal SUBMITTED NEW
.::_‘_. 15-03-062 Investigator, Principal NEW NEW
Figure 5.9
3 Clicking on the Delete COI action button takes the user to a page where a list of ‘In

Preparation’ disclosures are displayed as shown in Figure 5.10. Check the box to
the left of the COI Disclosure ID number you want to delete. Complete this action by
clicking on the Delete COI Disclosure button.

eCOl » Investigator » Home » Delete COI Disclosure

Delete COI
cOl Disclosure

[ | Ol Disclosure ID | Principal Investigator | COI Disclosure Event Form Type Panel Meeting Date
[ | 15-03-064 Investigator, Principal NEW NEW
[1|15-03-062 Investigator, Principal NEW NEW

Figure 5.10
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Interacting with Grid Content

eCOl + | eProtocol + (Investigator, Principal) University - Investigator

2.4.40.7 | Sign Out | Help

eCOl » Investigator » Home

Create COI Clone COI Delete COI

~O COI Disclosures {In Preparation / Submitted)

«

A NEW B ¥
I%Ol s Principal Investigator | COI Disclosure Event Status/Comments Panel Meeting Date
16-03-0656 Investigator, Principal | Comments Received (Cycle 1) IN-PROGRESS caol
15-03-063 Investigator, Principal | SUBMITTED TC COl SUBMITTED Cal
AMENDMENT

|<-<

Currently there are no Amendment COl Disclosures.

CONTINUING REVIEW

|<<

Currently there are no Continuing Review COIl Disclosures.

NO Approved COI Disclosures (%)
COI Disclosure Lo . Approval Last Approval Expiration : oy
D Principal Investigator Date Date Date Review Decision Form Type
15-03-067 Investigator, Principal 03102015 03M 02015 03/09/2016 | Full Review NEW

O MNon Active COI Disclosures

1<

Currently there are no Non Active COIl Disclosures.

Figure 5.11
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1 COI Disclosures (In Preparation/Submitted) - Lists all disclosures currently in
progress.

A - Clicking any of the COI Disclosure ID numbers as an Investigator results in a pop-
up window to open the disclosure, as seen in Figure 5.12.

4 : 5
{2 eCOl - University - Confirmation E@g

o Cpening the COI Disclosure 13-03-063 (Investigator) in View mode.

0K

S

Figure 5.12

B - A disclosure may be accessed by clicking on the active links in the Disclosure Event
column. The pop-up window generated is the same as the one in Figure 5.12.

c Approved COI Disclosures are a list of all disclosures that have been approved and

are currently active. This is where a disclosure can be opened for viewing or to start
an amendment.

3 Non Active COI Disclosures are disclosures that are inactive.
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C
9.4 Manager Dashboard :
Overview ‘

{

This section of the software manual pertains to the role of the Manager. The next several
pages give an in-depth explanation of the action buttons and their functionality. If you are not
a Manager, you may skip pages 33-38 of this manual.

NOTE: Full functionality of the Manager role is further explained in the Manager Role chapter of
this manual. Please refer to that chapter on page 73 for more information.

% Campranensive IT for Resmarch

(Manager) University - Manager
2.4.40.7 | Sign Out | Help

eCOl » | eProtocol «

eCOl » RCA » Home

Panel: (COI [*] Meeting Date:[—AI—  [v]
NEW ¥
cal Principal ) Meeting z o
Disclosure ID | Investigator COl Disclosure Event Status/Comments Panel Date Review Decision
15-03-063 Investigator, Principal Receipt of COI Disclosure | IN-PROGRESS [e0] Designated Review
5-03-062 Investigator, Principal Reviewer(s] Assigned IN-PROGRESS Col Designated Review
165 Investigator, Principal Comments Sent (Cycle 1) IN-PROGRESS Col Designated Review
15-03-065 Investigator, Principal Reviewer(s) Assigned IN-PROGRESS cOol Designated Review

AMENDMENT
Currently there are no Amendment COIl Disclosures.

4

CONTINUING REVIEW
Currently there are no Continuing Review COI Disclosures.

Figure 5.13
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Interacting with Grid Content

eCOl w | eProtocol - (Manager) University - Manager

2.4.4D7 | Sign Out | Help
eCOl » RCA » Home

B c

panel: (€O [V}|| Meeting Date:[—Al—__[V]

NEW ¥
A col Principal D . Meeting & o

Disclosure ID | Investigator COIl Disclosure Event Status/Comments Panel Date Review Decision
15-03-063 Investigator, Principal | Receipt of COI Disclosure  |IN-PROGRESS Ccol Designated Review
15-03-062 Investigator, Principal | Reviewer(s) Assigned IN-PROGRESS Col Designated Revigw
—lnvestigator, Principal | Comments Sent (Cycle 1) |IN-PROGRESS col Designated Review
15-03-066 Investigator, Principal | Reviewer(s) Assigned IN-PROGRESS COol Designated Review
AMENDMENT ¥

Currently there are no Amendment COI Disclosures.

CONTINUING REVIEW

«

Currently there are no Continuing Review COI Disclosures.

Figure 5.14

A - Clicking on a COI Disclosure ID number will generate a pop-up as seen in Figure
5.15. You may view the disclosure by clicking on either of the action buttons.

(& eCOI - University - Confirmation = | = ﬂ
-
o Do you want to open COI Disclosure 15-03-063 (Investigator) for

Editing?
2 &

Figure 5.15
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B - The Panel drop-down allows the Manager to filter disclosures based on the board it
has been assigned to [Figure 5.16].

eCQl » RCA » Home ‘

col
—All— S
Panel: |[&&] Meeting Date: |-—All-— §v|
Expedited COI
NEW %)
Ccol Principal 2 Meeting = 238
Disclosure ID | Investigator COI Disclosure Event Status/Comments Panel Date Review Decision
15-03-063 Investigator, Principal Receiot of COI Disclosure  IN-PROGRESS Col Designated Review
15-03-062 Investigator, Principal | Reviewer(s) Assigned IN-PROGRESS CQl Designated Review
— Investigator, Principal Cemmenis Sent (Cycle 1) | IN-PROGRESS col Designated Review
Figure 5.16

C - The Meeting Date drop-down allows the Manager to filter disclosures by their
assigned meeting date [Figure 5.17].

eC0l » RCA » Home
Panel: (COI E Meeting Date: [ =
0342712015
NEW ¥
col Principal 5 Meeting : o
Disclosure ID | Investigator COI Disclosure Event Status/Comments Panel Date Review Decision
15-03-063 Investigator, Principal Beceipt of COI Disclosure | IN-PROGRESS col Designated Review
15-03-062 Investigator, Principal Reviewer(s] Assianed IN-PROGRESS Col Designated Review
__ Investigator, Principal Comments Sent (Cycle 1) IN-PROGRESS col Designated Review
Figure 5.17

D - The COI Disclosure Event column within the dashboard grid holds several active
links [Figure 5.14]. Clicking on the Receipt of COI Disclosure link will direct the user to
a page like Figure 5.18 on page 36. This is where the Manager assigns Reviewers to a

disclosure.
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eC0l » RCA » Home » Assign Reviewers

COI Disclosure ID:  15-03-053 (Investigator, Principal) Further Review: (Please Select [V
Panel: (COCI [v] Meeting Date: (02/27/2015[~ Review Type: [@
Panel Memt Pr t PR SR Rad.Saf BioS. Expert NPR
Member, Panel [ ] ey @ " @) @]

Member, Panel [ | O @ & @) @)

Member, Panel [ | (] 8| O @) 63

Member, Panel [ ] O @) y O . (5

Member, Panel [ ] 0O ® ) O

Member, Panel [1] @] O ) ) O

Member, Panel [ | (@] ) O @) 3]

Member, Panel [ @] 0 O ' )

Figure 5.18

Reviewer(s) Assigned [Figure 5.19] allows the Manager to review and comment on
active disclosures.

eProtocol » RCA » Home » Comments

COI Disclosure 1D: 15-03-062 (Investigator, Principal)
Review Type: Designated Review

Cycle:
Get COI Disclosure Meeting Minutes
Conflict Mgmt Plan | Write Comment{s)

Comments

Please click on Write Comment(s) to add Comment(s).

Figure 5.19

The Comments Sent [Figure 5.20] and Responses Received [Figure 5.21] navigates
the user to a page where comments and/or direct responses can be viewed. Refer to
Figure 5.14 on page 34 to view the location of these links on the dashboard.
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eProtocol » RCA » Home » Comments

COI Disclosure 1D: 15-03-065 (Investigator, Principal)
Review Type: Designated Review

Cycle: Get COI Disclosure Meeting Minutes
Conflict Mgmt Plan | Write Comment(s) | Show All Comments

Comments

Section: Conflict Management Flan

Title: LW1 Reviewer: (Reviewer) Date: 03/10/2015
Flease refer to the CMP

Response Necessary for 4 7
Approval Suggestion Not Necessary for Approval

Section: Personnel Information
Title: GB1 Reviewer: (Presenter/Primary) Date: 03/10/2015
CMP locks fine

Hesponse Necessany for g Suggestion Not Necessary for Approval

Approval
Notes
2 Z Date

Reviewer Recommended MNotes to COI Disclosure "
Submitted

Cycle: 1

Reviewer, Primary! 031072015

Figure 5.20

eProtocol » Manager » Home » Comments

Protocol ID: 14-07-085 (Investigator, Principal)

Cycle: na Get Protocol Meeting Minutes
Write Comment(s) | Show All Comments

Comments

Section: Personnel Information
Title: WL Reviewer: Reviewer, Primary Date: 07/31/2014
comments from PM after the Reviewer in cycle 1
are more people needed than this?
Fusce consectetur lobortis ante nec luctus. Suspendisse bibendum mollis ipsum sed vehicula. Quisque auctor vestibulum sem id mattis.

Phasellus in eleifend nisi, at hendrerit turpis. Nam iaculis diam a facilisis feugiat. Duis laoreet metus et lectus dictum, non bibendum sem
scelerisgue. Mauris sollicitudin mollis est. Sed vitae velit eu purus sodales mattis volutpat vel mi. Suspendisse posuere ullamcorper

® Response Necessary for Approval Suggestion Not Necessary for Approval

Response Date: 02/01/2014
nice use of latin text

Figure 5.21
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The Recommended for Approval link displays Reviewers and their recommendation
[Figure 5.22]. Refer to Figure 5.14 on page 34 to see how we got to this page.

eProtocol » Manager » Home » Comments

COI Disclosure ID: 15-03-085 (Investigator, Principal)
Review Type: Designated Review

Cycle:
Get COI Disclosure Meeting Minutes
Conflict Mgmt Plan | Write Comment{s) | Show All Comments

Comments

Section: Conflict Management Plan

Title: LW1 Reviewer: Reviewer Date: 03/10/2015

Flease refer to the CMP

Response Necessary for 4 2
Approval Suggestion Not Necessary for Approval

Section: Personnel Information

Title: GB1 Reviewer: Reviewer, Primary (Presenter/Primary);  Date: 03/10/2015

CMP looks fine
Hesponse Necessany for g Suggestion Not Necessary for Approval

Approval
Notes
5 z Date
Reviewer Recommended Notes to COIl Disclosure i
Submitted
Cycle: 1
03102015

Reviewer, Primary YES

Figure 5.22

Lastly, Panel Manager Review generates a pop-up allowing the user to review the
panel content.
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5.9 Reviewer Dashboard

Overview ‘

This section of the software manual pertains to the role of the Reviewer. The next several
pages give an in-depth explanation the main functionality of the dashboard. If you are not a
Reviewer, you may skip pages 39-40 of this manual.

NOTE: Full functionality of the Reviewer role is further explained in the Reviewer Role chapter
of this manual. Please refer to that chapter on page 101 for more information.

% Compreneniive T for Heinareh

eCOl v | eProtocol «

2.4.40.7 | Sign Out | Help

aC0l » Reviewer » Home

col

COl Member {(Action ltems)

14

NEW ¥
Role A COl Disclosure ID In;:::gt(i:z;ﬁl)r B COl Disclosure Event Status/Comments Panel Mge;tti;g
Prasenter 15-03-062 Investigator, Principal | Assigned as Reviewsr IN-PROGRESS col
Prasenter 15-03-066 Investigator, Principal | Assigned as Reviewsr IN-PROGRESS cOl
AMENDMENT (%
CONTINUING REVIEW %
COI Member (COI Disclosures for Review) ¥
NEW ¥
Role COI Disclosure 1D Inzg::i'g:a‘:lor COI Disclosure Event Status/Comments Panel Mgeatti:g

No data available in table

)

AMENDMENT

)

CONTINUING REVIEW

Figure 5.23
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Disclosures for Review

A - Clicking on a COI Disclosure ID number while logged in as a Reviewer will generate
a pop-up window as shown in Figure 5.24. The Reviewer has the option to view

disclosures.
@ &C0I - University - Confirmation I&lﬂ‘ﬁ
e al

0 Opening the COI Disclosure 15-03-062 (Investigator) in View mode.

Figure 5.24

B - Clicking on the Assigned as Reviewer link directs the user to another page as
shown in Figure 5.25. On this page the Reviewer has the ability to view, add comments
and send their recommendation to the panel manager.

eProtocol » Reviewer » Home » Comments

COI Disclosure 1D: 15-03-062 ((Investigator, Principal)
Review Type: Designated Review

Cycle:
Conflict Mgmt Plan | Get COI Disclosure
Write Comment{s) | Recommend for Approval

Comments

Please click on Write Comment(s) to add Comment{s).

Figure 5.25
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B SEARCH DISCLOSURE

Overview ‘[

No matter your role, all members have the ability to search a disclosure. A user can access the
search disclosure page by first selecting the eCOI drop-down top menu bar. Hover your mouse
over your job title and click on the menu tab titled Search COI Disclosures.

You will be directed to a search page like the one shown in Figure 6.1. On this screen, you
may search for all disclosures that you have access rights to. Disclosures can be searched by
Title, PI Name, and COI Disclosure ID. Searches can be saved for future use. Saved searches
maintain the search criteria for faster subsequent searches.

eCOl » Committee Manager » Home » Search COI Disclosure

COIl Disclosure 1D Study Title

Principal

:
Investigator Investigator

Form Type [~—Please Select— [v| |Panel |-—Please Select--- 1]

Department [—Please Select— E' Meeting Date

Form Name [—Please Select— _:}

COI Disclosure Status [——Please Select— ~)

Figure 6.1
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1 OVERVIEW

The Principal Investigator Role chapter examines the functions, job duties and
requirements of an eCOI user logged in as a Principal Investigator (PI). The following
pages show screen shots as well as examples of the Investigator dashboard and walks the
user through the process of creating a disclosure.

1.1 Things to Remember

Before getting started on the Investigator Role chapter, please review the following
information from the Functionality & Dashboard Overview chapter.
1. Choose a supported browser

Using an unsupported browser will cause the software to not work properly;
limiting the users full functionality. The browsers compatible with eProtocol are:
Firefox 12 and above and Safari 7.

2. Make sure the Pop-Up Blocker is turned OFF

The steps in the Investigator Role chapter cannot be completed if the pop-up
blocker is still active. See the Functionality & Dashboard Overview chapter for
more information and instructions.

3. Avoid using the Back button

Using the Back button will log the user out.

4. Resizing the screens

There are numerous pop-up windows used in the software. Don’t forget you can
resize the screens to better suit your view.

NOTE: For the purpose of this manual, COI is used as an example. Based on your research
discipline, some options may vary.
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CREATING A NEW
DISCLOSURE:ENTRY SCREEN

2.1 Administrative & Standard Disclosure
Application
In order to create a new disclosure, follow the steps below.

1. Select the eCOI drop-down in the top menu bar, find your role, and select the appropriate
tab to navigate to your home dashboard.

2. Once on the home dashboard, click on the blue Create COI action button [Figure 2.1] or
select the tab from the eCOI menu drop-down. You will then be directed to another page as
seen in Figure 2.2.

eCOl + | eProtocol + (Investigator, Principal) University - Investigator

2.4.40.7 | Sign Qut | Help
eCOl » Investigator » Home
[ creeco T comco [ oueeco
Ccol

COIl Disclosures {In Preparation / Submitted) ¥
NEW ¥
chO’ Disclosure b cipal Investigator | COI Disclosure Event Status/Comments Panel Meeting Date
15-03-065 Investigator, Principa\ Comments Received (Cycle 1) IN-PROGRESS col

15-03-063 Investigator, Principal SUBMITTED TO COI SUBMITTED CcOl

AMENDMENT ¥

Currently there are no Amendment COIl Disclosures.
Figure 2.1

C
l
)
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eCQl » Investigator » Home » Create COI Disclosure

COI Report Title

T

COl

® Conflict of Interest

Figure 2.2

3. Give your study a title.

4. Select the Conflict of Interest circle button. Upon your selection, more content will appear

on your screen [Figure 2.3].
5. Fill out all of the required data fields

6. Click the Create action button.

Reporting Individual*®
Name * Degree (MS/PhD) University Title
Investigator, Principal %
E-mail Address * Office Phone Ext Fax
School Department Name Mailing Address
Select One [v] Select One [v]
Administrative Contact
Name Degree (MS/PhD) University Title
E-mail Address * Office Phone Ext Fax
School Department Name Mailing Address
Select Cne ~] Select One ~]

Figure 2.3
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DISCLOSURE ENTRY
3 PROCESS NAVIGATION

3.1 Top & Bottom Navigation Buttons

There are several ways to navigate through your newly created disclosure. The top and
bottom of the page contain the same menu bar for easier navigation throughout the form
setup. The buttons, shown in Figure 3.1 and 3.2, are: Save, Spell Check, Help, Close, Previous
and Next. The next three pages will explore the functionality of the navigation buttons.

f B
(& eCol - University - Personnel Information | — &= X
]
COI - Conflict of Interest COI Disclosure ID: (Investigator, Principal) .

COIl Disclosure Title:
Save | Spell Check | Help | Close

Pravious m

Personnel Information Reporting Individual*
Mame * Degree (MS/PhD) University Title

Investigator, Principal £}
E-mail Address * Office Phone Ext Fax

g

Illﬁiiﬁﬁ

For Completeness

School Department Name Mailing Address

Print View P T
Select One [v] selectone [v]
Event History

Mo training data is available.

igure 3.1

o save | spell Check | Help | Close o
W

o0

Figure 3.2
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Principal Investigator Role | Disclosure Entry Process Navigation

3.2 Spell Check, Help, Save, Auto-Save,
Close, Previous & Next

1 Clicking the Save button will save any information entered when creating the disclosure.
The information will continue to be saved regardless of being logged in or out.
Navigating from one page to the next will Auto-Save any work documented before
moving to the next page.

ml Spell Check | Help | Close

Saving... Please wait...

Figure 3.3

c The Previous button allows the user to go to the previous page while saving any data
before re-navigating [Figure 3.4]. The Previous and Next buttons have the same
functionality as clicking up and down the left navigation menu and Auto-Save any data
before navigating to another page.

Save | Spell Check | Help | Close Save | spell Check | Help | Close
previous (150 PPrevious DL L
Figure 3.4 Figure 3.5
3 The Next navigates to the next consecutive page [Figure 3.5].

NOTE: The functionality of the Previous and Next buttons are dependent on all
mandatory fields being completed. If there are any required fields left empty, you may
not be able to proceed to the next page.

4 In order to close the disclosure, you may click the Close button at the top or bottom

navigation bar. Clicking the Close button results in a pop-up window prompting the
user if they wish to proceed before closing the disclosure.
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4] The Help button generates a pop-up window that displays relevant help information
specific to the page the user is on.

6 The Spell Check button in the top navigation bar checks for any words that have been
misspelled [Figure 3.6].

(& ecol-unversty o= NOTE: When the spell check window

| — | — initially opens, it hides behind open

| € _____ & windows. It also gets hidden after clicking

I | Not in Dictionary: any of the action buttons within the spell
|Senten check pop-up. Resizing the windows and
Change to: setting them side by side when editing may

| | [Sentenced | be the best alternative to avoid this issue.
Suggestions
Sentenced

_

;

Figure 3.6

3.3 Error Message Location

An error message will appear on any dashboard or pop-up window when information was not
entered correctly or a step was missed. The red text alerts the user of an error and notes the
reason for the error.

eCOl » | eProtocol «

eC0Ol » Committee Manager » Home * Please select a COl Disclosure.

Figure 3.7
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4.1 Overview

On the left side of the disclosure window is a blue menu bar. This menu is one of several ways
to navigate through the disclosure forms. Clicking on a menu tab will direct the user to the
specified page. Each page contains important forms and information required to complete and
submit the disclosure. Figure 4.1 below demonstrates what the left menu bar looks like and
gives a brief definition to the tabs on page 51. Next to the definitions is a page number where
the user can view a more in-depth explanation of each tab and its functionality.

4.2 Disclosure Menu Bar Items

On the left side of the disclosure window is a blue menu bar. This menu is one of several ways
to navigate throughout the disclosure.

Personnel Information

CO1I Disclosure
Attachments
Certification
Return Notes
Print View

Event History

Amendment

?Pee?Y
60000

Check For Completeness
Submit Form

Figure 4.1
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Personnel Information - Use this section to add an Administrative [pg 54].

COI Disclosure - This navigation tab contains a contact the disclosure form [pg 55].

N A

Attachments - All applicable attachments can be uploaded on this page [pg 56]. ‘

Certifications - The Certifications page is to ensure that you comply and abide by the
rules and guidelines pertaining to the disclosure established in the CMP [pg 57].

4] Return Notes - Allows the user to enter any notes before submitting the disclosure [pg
57].

6 Print View - PDF versions of all sections of the disclosure with or without comments
can be generated with this tab [pg 59].

7 Event History - A catalog of dates in the life of the disclosure and a list of all e-mail
correspondence from the system are listed here. Through this tab you can access
the approved supplemental documents, approval letter and past PDF versions of the
disclosure to be printed or saved [pg 60].

8 Amendment - The Amendment page is used to document any changes made within
the disclosure [pg 59].

9 Check For Completeness - Use this feature to check for any unanswered questions
before submitting the disclosure [pg 58].

10 Submit Form- When the disclosure is finalized the PI must click Submit Form in the left
navigation menu [pg 58].
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DISCLOSURE
O ENTRY PROCESS

9.1 Requirements to Begin

In order to begin the disclosure entry process, the user must know the general information

regarding the disclosure. A reporting individual is mandatory in creating any disclosure and
must be known before the initial set up. Any required data specific to the disclosure must be
known as well.

0.2 Interacting with Data Fields

The following pages will explore the functionality and user interaction with the data fields.

Note: * denotes mandatory field.
Publicly Traded Entity Save Cancel

0—0 1. Reporting for * |Select One v O-‘e

2. Type of relationship [check all that apply] *
Advisory Board or Committee
Equity Holdings

Expert Witness

Governing Board or Officer

Stock

Stock Option

Other Ownership Interest (list below)

€ o

3. Name of external entity *

0 o

£l xQ

4. Address of external entity

5. Can you determine the value of compensation or =y
financial interest in the reporting calendar year? *

$

Explain O/

Figure 5.1
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e

O
Publicly Traded Entity Add Delete
Reporting for Type Name Value (5)
(] |sei Eﬁ#jgysls-loldings, Expert . 50.000
Figure 5.2
1 Required Fields Designation - Any entry field with a red asterisk, denotes it is a

mandatory field. If mandatory fields have not been filled, an error message will appear
at the top of the dashboard.

rad Drop-down Data Fields - Drop-down data fields allows the user to filter through
specific data.

3 Field Dependence and Input Display Linkage - Upon entering information in
mandatory data fields, the user may notice other data fields have become active or
inactive. Certain data fields are dependent upon the information entered. The example
in Figure 5.1 shows an inactive text box that is dependent on other information being
entered in order to become active.

4 Field Dependence and Input Display Linkage - Single and multi-line text boxes
are found throughout eProtocol. The single box [Figure 5.1] generally has an “x” in
the box, indicating the box only allows for a single line of text. Clicking on the “x” will
delete any information entered. Multi-line text boxes are typically larger and allow
multiple lines of text.

5 Add/Delete Functionality of Data Grids - The Add/Delete Functionality allows for
the Investigator to change information within the disclosure [Figure 5.2].

Add - Clicking this button will generate a pop-up with a number of data fields to be
completed. Complete the required data fields and press the Save button at the upper
right of the pop-up to complete the addition.

Delete - Check the box next to the species you wish to eliminate from the protocol
followed by clicking the Delete button. A pop-up window confirming your decision will
appear for your final approval [Figure 5.3].
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————r e e
Non-Publicly Traded Entity Add = Delete
Reporting for IType IName IVaIue ($)
M sef (22 eCOIL- University - Confirmation =R X
3. INTELLECTY =
Yes o Are you sure you want to delete selected record(s)?
3 3 l
Intellectual PrI [
Figure 5.3

5.3 Personnel Information

The Personnel tab is the area of the disclosure where you, as the Investigator, are entered. In
addition to your own information, this is where an Administrative Contact can be included. if
applicable.

Find User Search Functionality

Some fields have a binocular icon next to them [Figure 5.4] which signifies the search and add
functionality. Clicking on the icon generates a pop-up window like the one in Figure 5.5.

Administrative Contact %

Name

RO—

University Title

Department
Select One Ed
Office Address

Figure 5.4
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Find User Find

User ID: | |

First Name: | |

Last Name: | |

Figure 5.5

1. Find a user by filling out any one of the entry fields or a combination of the first and last
name, followed by clicking the Find button.

NOTE: The Find User functionality will not work if all three search fields are entered as they do
not work together.

2. After clicking Find, another pop-up window is displayed with a list of users matching the
information entered in the Find User function.

3. Select the user you wish to add by checking the circle next to their name.

4. Click on the OK button and resume to the original page.

Auto-Population of Stored User Data

After you have made a selection using the search and add function, any previously saved
information regarding the user will auto-populate in the data fields. After adding the
designated individual, fields such as title, e-mail address, and office phone will automatically
be filled out from saved user data.

5.4 COI Disclosure

The COI Disclosure page is required to be filled. Most of the content is field dependent and
could expand with more mandatory information to be inputted.
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5.5 Attachments

This portion of the disclosure is where any documents should be attached. Follow the steps
below to add an attachment to the disclosure.

How to Add an Attachment

In order to add an attachment, go to the Attachments tab on the top tab bar or the side menu
bar and follow the steps below.

1. Click the Add button highlighted in the image below. A pop-up window will appear [Figure
5.6] with mandatory data fields.

2. Use the drop-down tab to select the Document Type and select the Browse button to
navigate through documents on your computer.

3. Select the document you wish to attach and press OK, which will result in bringing you back
to the attachment pop-up window.

3. Click Save as your process is now complete.

Attachments
Personnel Information

COL Checklist Add appropriate attachments in this section.
To update or revise any attachments, please delete the existing attachment and add the revised document to replace
it.

§

Attachments

Ee——

Attachment Add | Delete

Click the "Add’ button to add ‘Attachment’

_ - ~
@ ecol - University - Confirmation EE
&

Attachment Save @ Cancel
Document Type * Select One: E
Attachment® Browse...
Document Name *

Figure 5.6

NOTE: All files can be uploaded here.
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5.6 Certifications

It is mandatory that the Principal Investigator of the disclosure sign and complete the '
required certifications in order for a disclosure to be approved. Check all of the necessary

boxes to verify you have read and understand the document.

The Certification is to ensure you comply and will abide by the rules and guidelines pertaining
to the disclosure.

S

[] havereadthe Policy on Financial Conflict of Interest for externally sponsored projects and agree to abide

by its terms.
et | wi_ll update this Disclosure Form on an annual basis or as any new reportable significant financial interest
m will comply with any resolution plan to manage, reduce or eliminate any actual or potential financial conflict of

interest before conducting any research or educational activity where a conflict of interest has been identifie

interest befi ducti h ducational activity wh flict of int t has b identified
according to University's Policy on Financial Conflict of Interest for externally sponsored projects.
_ v

5

I-=igure 5.7

B.7 Return Notes

Click on the Return Notes tab in the blue menu bar within the disclosure. A pop-up window will
appear for you to enter in any notes you would like to return the disclosure with [Figure 5.8].
After the notes have been entered, click the OK button to close the window.

(& COI - University - Confirmation E@Iﬂ

COI Disclosure ID: 15-03-065 Investigator, Principal

Return Notes m

h

Figure 5.8
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0.8 Check for Completeness

As you near the end of filling out the disclosure, click the Check for Completeness tab in the
blue menu bar to check that all mandatory fields have been completed. Clicking this menu
button will result in a pop-up window that shows the user the areas that have not yet been
completed. Click on the active blue links within the pop-up to navigate to the pages still
awaiting mandatory fields to be entered.

& ecOl - University - CFC =] B

COI Disclosure ID: 15-03-067 Principal Investigator: [nvestigator, Principal

§.No. Resolution

1 Certifications - Flease review the content, answer the guestions and check the checkboxes accepting
responsibility and abiding Certifications.

b

Figure 5.9

0.9 Submit Form

Before you can submit the disclosure, you as the PI, must have completed the certification
section.

In order to submit the COI Disclosure, click on the Submit Form tab in the blue menu bar.
Clicking the tab will result in a pop-up window asking the user if they would like to submit the
form. Select the appropriate action button to complete this portion of the disclosure.
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05.10 Print View

PDF versions of any or all sections of the form can be generated using the Print View. Upon ‘
clicking the Print View tab in the left menu bar, a pop-up window will appear like in Figure

5.10. You may then check which sections you would like to view and print, followed by the [
page orientation and whether or not you would like any comments within the protocol to be

viewed. Click the OK action button to see the Print View PDF.

o)

Please select any one of the following:

(@) COI Disclosure Cnly
COI Disclosure with Comments
Comments only

Sections to Print Select Orientation

All Portrait Landscape
[v] Personnel Information (O]

COl Checklist .

[v] Attachments (O]

Certification O]

[v] Event History (O]

MNote: File types of more than 10 ME in size and the files which cannot be
converted to PDF are in disabled mode.
Attachments

Currently there are no Attachments

Figure 5.10

H5.11 Amendment

To amend a disclosure, click the link under the COI Disclosure Event column on the
Amendment grid of the dashboard. The disclosure will open and the PI can make the
necessary change then submit the amendment [Figure 5.11].
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COI - Conflict of Interest COI Disclosure 1D: 15-03-067 Investigator, Principal

COIl Disclosure Title:
Save | Spell Check | Help | Close

Previous m

Amendment
Amendment

Describe the changes made in amendment?

Figure 5.11

0.12 Event History

The Event History section of the disclosure [Figure 5.12] enables the user to view all
transactions and submissions regarding the disclosure. Any of the blue links under the
“Status” column generate a pop-up window like that of the Print View window [Figure 5.10],
allowing the user to see a list view of the form. Approval Letters can be found in the “Letters”
column.

Personnel Information Event History
(00 Checkdist Date Status View Attachments  Letters

NEW FORM REVIEWER(S)
037102015 ASSIGNED

NEW FORM PANEL

03/10/2015 ASSIGNED
NEW FORM
03/10/2015 e
SUBMITTED
Event History 03/10/2015 NEW FORM CREATED

Email History
Email Date Email Type Attachments
COl Comments sent (Cvcle 1) 15-03-

037102015 065, Investigator, Principal
COl Recommended for Approval: 15-
E
Danoi2nts 03-085. Investigator, Principal
COl Assigned as Presenter and Primary
037102015 Reviewsr: 15-03-065 Investigator, Principal
021012015 COl Disclosure Assigned to Panel: 15-

03-065_ nvestigator. Principal

Figure 5.12
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Whether you have an annual renewal or want to update an approved disclosure, follow the
steps below.

B.1 Start an Amendment

In order to start an Amendment, go to the PI home dashboard and click on a COI Disclosure

ID of an Approved Disclosure. Clicking on the ID number will generate a pop-up window
providing the option to Start Amendment [Figure 6.1]. Upon pressing OK, the user is taken to
the disclosure [Figure 6.2]. Fill out the required data fields on the Amendment form and submit
the COI Disclosure by clicking on the Submit Form tab in the blue menu bar. Clicking the tab
will result in a pop-up window asking the user if they would like to submit the form. Select the
appropriate action button to complete this portion of the disclosure.

NOTE: If an amendment is in progress, that option will not be available.

Approved COI Disclosure Decision

Please select any one of the following:

(3 Open in View Mode
() COl Disclosure Details
() Start Amendment

Coc oo

Figure 6.1

COIl - Conflict of Interest Col Disclosure ID: 15-03-067 (INvestigator, Principal)
COIl Disclosure Title

Save | Spell Check | Help | Close

Previous m

Amendment

Describe the made in 4

Figure 6.2
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/.1 Who can Edit a Disclosure

The PI has the ability to edit or view disclosures within the Disclosures (In Preparation/
Submitted) grid on the home dashboard, highlighted in the image below. Clicking on any of the
COI Disclosure ID numbers results in a pop-up, as seen below, prompting the user to either
Edit or View the selected disclosure.

The only other member that is allowed to edit a disclosure within the Investigator role is the
administrative contact.

eCOl » Investigator » Home

Create COI Clone COIl Delete COI

COI Disclosures (In Preparation /| Submitted) ¥
NEW ¥
:'E}Oi Hisclosmms Principal Investigajor | COI Disclosure Event Status/Comments Panel Meeting Date
15-03-063 Investigator, Principal Resubmit the COI Disclosure RETURNED
15-03-063 = = = P R e .

S fr= - Uni ity - i i = | [=] o
15-03-065 (= eC0I - University - Confirmation e

]
AMENDMENT e - — - - ¥
COI Disclosure 1D 0 Do you want to open COIl Disclosure 15-03-068 (Investigator) for | [eting Date
15-03-067 Editing?

o J
CONTINUING REVI

<

Approved COIl Disclosures

|‘<_<

COl Disclosure S - Approval Last Approval Expiration , .
o Principal Investigatpr Date Date Date Review Decision Form Type
15-03-067 Investigator, Principal 03102015 03102015 03/09/72016  Full Review NEW

Non Active COI Disclosures

|<_<

Currently there are no Mon Active COIl Disclosures.

Figure 7.1
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eCol » Investigator » Home # Clone COl Disclosure .
2

COI Disclosure ID Principal Investigator COI Disclosure Event Form Type Panel M[e:itii:g
®  15-03-063 Investigator, Principal SUBMITTED NEW
() | 15-03-062 Investigator, Principal NEW NEW
Figure 7.2
c The Clone COI Disclosures action button is used to duplicate a disclosure. Clicking

on the action button will direct the user to another page as seen in Figure 7.2. Check
the circle next to the COI Disclosure ID number you wish to clone followed by clicking
the Clone COI Disclosures button. A duplicate disclosure will appear with a newly
assigned COI Disclosure ID number [Figure 7.3].

COI Disclosure 15-03-064 is created by cloning the COIl Disclosure 15-03-063

eCQl » Investigator » Home Create COI Clone COIl Delete COl

Col

COI Disclosures (In Preparation ! Submitted)

|<_<

NEW ¥
::DOI Hichpaiie Principal Investigator COI Disclosure Event Status/Comments Panel Meeting Date
15-03-064 Investigator, Principal Yet to Submit to COI NEW
15-03-063 Investigator, Principal | SUBMITTED TQ CCI SUBMITTED

Figure 7.3
3 Clicking on the Delete COI Disclosure button takes the user to a page where a list of In

Preparation disclosures are displayed as shown in Figure 7.4. Check the box to the left
of the COI Disclosure ID number you want to delete. Complete this action by clicking
on the Delete COI Disclosure action button.

eCOl » Investigator » Home » Delete COI Disclosure

Delete COI
.

[] €Ol Disclosure ID | Principal Investigator | COI Disclosure Event Form Type Panel Meeting Date
¥ | 15-03-064 Investigator, Principal NEW NEW
O | 15-03-062 Investigator, Principal NEW NEW

Figure 7.4
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aC0l = Investigator » Home

COIl Disclosures {In Preparation / Submitted) ¥
NEW ¥
&)Oi BiSCiosure Principal Investigator COI Disclosure Event StatusiComments Panel Meeting Date
15-03-068 Investigator, Principal Resubmit the COI Disclosure RETURNED
15-03-063 Investigator, Principal Comments Received (Cycle 1) IN-PROGRESS col
15-03-065 Investigator, Principal Responses Sent (Cycle 2) IN-PROGRESS Expedited COI

Figure 8.1

8.1 Responding to Comments

Reviewers have the ability to comment on disclosures which are then sent to the Investigator
for a response or submission. Follow the steps below to send a response to the comments
received.

1. Click on the Comments Received (Cycle 1) link under the COI Disclosure Event column
on the home dashboard to be directed to the Comments page [Figure 8.2] On this page, the
Investigator can view the comments sent and if his/her response is required.

NOTE: The checked circle next to Response Necessary for Approval [Figure 8.2] lets the
Investigator know a response is needed. If the circle checked is next to Suggestion Not
Necessary for Approval, this notifies the Investigator that a response is not needed.

2. Write your response in the text box and save your work.

3. Click on the Submit to COI action button to send off your response. The disclosure event link
on the home dashboard will now read “Responses Sent (Cycle 2)".
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eProtocol » Investigator » Home » Comments

COI Disclosure ID: 15-03-063 (Investigator, Principal)

Cycle: -

Comments

Get COI Disclosure | Conflict Mgmt Plan | Show All Comments § Submit to COI

Section: COl Checklist
Comment: 1

Looks fine
Response Necessary for Approval ®  Suggestion Not Necessary for Approval

Response m

Figure 8.2

Comments Cycle Explanation

Comments Received (Cycle 1) means at least one Reviewer assigned for review sent
comments on the protocol. The Manager is responsible for taking the comments and sending
them to the Principal Investigator which is also referred to as Comments Sent (Cycle 1).

Responses Received (Cycle 1) is when the Investigator has responded to the comments
written by the Reviewer(s) and/or Panel Manager. The Investigator must then send his/her
responses to the comments to the Reviewer(s) which is called Responses Sent (Cycle 1).

Completing those four steps is considered a Cycle. Should the four steps be repeated, the
comments will then be in their second cycle and so on.
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Responding to Conflict Management Plan (CMP)

The process in responding to a CMP is the similar to responding to comments received.
However, once on the comments page, different actions must be taken. Follow the steps below
to respond to the CMP.

1. Click on the Comments Received (Cycle 1) link under the COI Disclosure Event column on
the home dashboard to be directed to the Comments page [Figure 8.2]

2. Click on the blue Conflict Mgmt Plan action button on the comments page to open the
CMP pop-up window as seen in Figure 8.3. Here, the Investigator can view and print the CMP
and send his/her response. If the CMP is lengthy, the note will say “View Attachments”. The
CMP has been created as an attachment and can be accessed by clicking the “Attachments”
section.

3. Check the circle next to the appropriate response. Checking “Yes” will send the response
off to the COI. Checking “No” will stop the current CMP and require another round of
collaboration and a new CMP.

4. You may add a response to your decision in the provided space below followed by clicking
the Save button and closing the pop-up window.

5. Upon returning to the comments page, submit your response by clicking on the Submit to
COI action button.

(& eCOI- University - Confirmation =] ==

Conflict Management Plan
this is where the CMP goes

O Yes, | agree with the Conflict Management Plan
() No, 1 disagree with the Conflict Management Plan

[soveJciose

Response

Figure 8.3
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Chapter III




1 OVERVIEW

The Committee Manager chapter of the manual is for any user whose role in eCOI is a
] Committee Manager. In this chapter, users will be shown examples of dashboards, steps in
managing disclosures and descriptions of job functionality, duties, and role requirements.

1.1 Things to Remember

Before getting started on the Committee Manager Role chapter, please review the information
from the Functionality & Dashboard Overview chapter at the beginning of the manual.

1. Choose a supported browser

Using an unsupported browser will cause the software to not work properly;

limiting the users full functionality. The browsers compatible with eProtocol are:
Firefox 12 and above and Safari 7.

2. Make sure the Pop-Up Blocker is turned OFF

The steps in this chapter cannot be completed if the pop-up blocker is still

active. See the Functionality & Dashboard Overview chapter of this manual for
more information and instructions.

3. Avoid using the Back button
Using the Back button will cause errors in the system and logout the user.

4. Resizing the screens

There are numerous pop-up windows used in the software. Don’t forget to resize
the screens to better suit your view.

NOTE: For the purpose of this manual, COI is used as an example. Based on your research
discipline, some options may vary.
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MANAGING
C DISCLOSURES

C
[
2.1 Assigning a Disclosure to a Panel ‘[

Under the eCOI drop-down, select Committee Manager to access the Committee Manager
home dashboard. Once on the dashboard, you may begin assigning disclosures by following
the steps below [Figure 2.1].

1. Check the box next to the COI Disclosure ID number you wish to assign a panel to.

2. After selecting the disclosure, choose the panel you want the disclosure assigned to by
selecting from the panel drop-down menu.

3. Once both the disclosure and panel have been selected, click the blue Assign Panel action
button to complete the process.

NOTE: When a disclosure has been assigned to a panel, a blue message will appear in the
content area, notifying the user the disclosure has been assigned.

eCOl » Committee Manager » Home

: Return COIl
ASSIgn Pﬂne'

Transactional Events
NEW
col

Disclosure | Principal Investigator | COI Disclosure Event Status/Comments Panel
1D

«

i Investigator, Principal | Receipt of COIl Disclosure SUBMITTED

CO
Expedited COI

AMENDMENT

«

Figure 2.1
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2.2 Assigned Disclosures

A Committee Manager can access the list of assigned disclosures by clicking the Assigned
COlIs tab under the eCOI drop-down. The user will be directed to a page as shown in Figure
2.2.

Home » Assigned COI Disclosures

col Reassign Committee

COl Disclosure ID Principal Investigator Form Type Assigned Date Status

15-03-065 Investigator, Principal NEW 0310/2015 IN-PROGRESS

O |15-03-063 Investigator, Principal NEW 03M10/2015 IN-PROGRESS

15-03-062 Investigator, Principal NEW 03M10/2015 IN-PROGRESS

(O | 15-03-066 Investigator, Principal NEW 03102015 IN-PROGRESS
Figure 2.2

2.3 Returning a Disclosure with Return
Notes

The steps in returning a disclosure to the Principal Investigator are similar to that of assigning
a disclosure, however the Committee Manager must write a note in the disclosure giving
reason for the return. Follow the steps below to return a disclosure back to the Principal
Investigator.

1. On the home dashboard, open the disclosure you wish to return by clicking on the COI
Disclosure ID number. A pop-up will appear asking if you want to edit or view the disclosure.
Click the Edit button to proceed.

2. The disclosure will open in a new window. In that window, click on the Return Notes menu
option to generate another pop-up window [Figure 2.3].
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3. Enter the reason for return in the Return Notes pop-up, followed by clicking Save.
4. Save and close the disclosure and return to the Committee Manager dashboard. '
5. Check the box next to the disclosure you are returning followed by clicking on the Return ‘
COI Disclosure action button to complete the process. [
T : I -
@ eC0lI - University - Personnel Information |2| E'_EI.. S |
= _S———
i e = B
COI - Conflict of Interest COI Disclosure ID: 15-03-065 (Manager, Committee)
COI Disclosure Title: A

@ eC0I - University - Notes - Internet Explorer

e

COI Disclosure ID: 15-03-065 (Manager, Committee)

Return Notes

Figure 2.3

2.4 Returned Disclosures

A Committee Manager can access the list of returned disclosures by clicking the Returned
Disclosures tab under the top menu bar drop-down. The user will then be directed to a page
as seen in Figure 2.4.
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Delete Disclosure from List

To delete the returned disclosure from the returned disclosure list, the Committee Manager
must select the box next to the COI Disclosure ID number they wish to delete, followed by
clicking on the Delete Disclosure button. A pop-up window will appear asking if the user wants
to delete the disclosure. Click the Yes button and the returned disclosure will be deleted from

the list.

eCOl » Committee Manager » Home » Refturned COI Disclosures

Delete COI Disclosure

| COIl Disclosure ID Principal Investigator Submission Date Returned Date
[ | 15-03-088 Investigator, Principal 03/25/2015 037252015
Figure 2.4
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1 OVERVIEW

The Manager Role chapter examines the functions, job duties and requirements of an
eProtocol user logged in as a Manager. This portion of the manual is dedicated to users
logging in as a Manager.

1.1 Things to Remember

Before getting started on the Manager Role chapter, please review the following the following
information from the Functionality & Dashboard Overview chapter.

1. Choose a supported browser

Using an unsupported browser will cause the software to not work properly;
limiting the users full functionality. The browsers compatible with eProtocol are:
Firefox 12 and above and Safari 7.

2. Make sure the Pop-Up Blocker is turned OFF

The steps in the Manager chapter cannot be completed if the pop-up
blocker is still active. See the Functionality & Dashboard Overview chapter for
more information and instructions.

3. Avoid using the Back button

Using the Back button will log the user out.

4. Resizing the screens

There are numerous pop-up windows used in the software. Don’t forget you can
resize the screens to better suit your view.
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(
{
2.1 Disclosure Event Types ‘[

The COI Disclosure Event column of the grid displays the status of the disclosure. The
Disclosure Events are further explained on page 76.

COI Disclosure Event

Beceipt of COI Disclosure

Reviewer(s) Assigned

FPanel Manager Review

Comments Received
(Cycle 1) - Completed

Comments Sent (Cycle 1)

Responses Received

{Cycle 3)

Responses Sent

{Cycle 3)

No Conflict

Figure 2.1

—0
—&
—O
—O
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Receipt of Disclosure - The Manager must assigns reviewers to a disclosure.
Reviewer(s) Assigned - The disclosure has been assigned to Reviewers for revision.

Panel Manager Review - The disclosure is assigned to the Panel Manager for revision.

H W N =

Comments Received (Cycle X) - At least one Primary Reviewer assigned for review,
sent comments on the disclosure.

Comments Sent (Cycle X) - Comments on the disclosure are sent to the Investigator.
Responses Received (Cycle X) - The Investigator sent responses to the comments
from the Reviewers and Panel Manager - informing them of how he/she acted on the

comments made on the disclosure.

7 Responses Sent (Cycle X) - Responses of the Investigator to the comments are sent to
Reviewers.

8 No Conflict - The disclosure has been approved.

Conflict Management Plan (CMP)

Though not shown on the disclosure event types, the Conflict Management Plan is an
important feature found on some of the links within the COI Disclosure Event column. It is the
responsibility of the Manager to create a plan for any conflict that may arise in a disclosure.
Several steps must be taken in order for the CMP to be passed. The first step done by the
Panel Manager is creating the CMP.

Follow the steps below to create a CMP

1. On the Manager home dashboard, click on the Receipt of COI Disclosure link under the COI
Disclosure Event column.

76 eCOI | User Role & Dashboard Functionality Manual




Manager Role | Managing Disclosures

2. Upon clicking the link, the user will then be directed to a page listing panel members as

seen in Figure 2.4 on page 79.

3. On this page, click the blue Conflict Mgmt Plan action button to open the CMP pop-up

window as shown in Figure 2.2.

C
{
)

eC0l » RCA » Home » Assign Reviewers

COI Disclosure ID: 15-04-089 Investigator, Principal

Panel: (COI [v]

Panel Members

Panel Member

Presenter PR SR

Rad.Saf

.

Conflict Mgmt Plan
PR

BioS. Expert NI

] & ecol- University - Conflict Management Plan

Conflict Management Plan

Figure 2.2

4. Enter in notes for the CMP in box shown above, followed by clicking on the Save button.

NOTE: The disclosure is then sent off to other members for approval. Once the disclosure has
been approved or denied by other members, it will appear back to the manager in a link titled
Responses Received. By clicking on the disclosure link, the manager can view the responses
made to the CMP. It is the responsibility of the manager to confirm or deny the CMP. Follow

the next steps to add the CMP consensus to the disclosure.
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1. Click on the Responses Received link in the COI Disclosure event column on the dashboard
to be directed to the comments page.

2. Once on the comments page, click the blue Meeting Minutes action button which will then
direct the user to the Meeting Minutes page as seen in Figure 2.3.

Panel: (COI [v] Meeting Date: (03/27/2015 [v) w
All COIl Disclosure g : - ok Z
Range D Principal Investigator Form Type Action Expiration Date L ts
O 15-03-063 Investigator, Principal NEW (Pleaze Select ] [ Yes No
: o Flease Select o
| 15-03-066 Investigator, Principal NEW M E Yes No
NEGOTIATION

15-03-067 Investigator, Principal NEW (NO CONFLICT [~) oameznie | Lo Yes Yes

] 15-03-062 Investigator, Principal NEW (Please Select =) JBE Yes No
Figure 2.3

3. Check the box next to the appropriate COI Disclosure ID followed by selecting one of the
two options in the drop-down under the Action column.

4. Once the above steps have been completed, click the Submit action button to confirm the
CMP has been approved or denied.
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2.2 Assigning Reviewers to a Disclosure

As the manager, you are responsible to assign a reviewer to a disclosure. Follow the
instructions below to learn how to assign a reviewer.

eCOl » RCA » Home » Assign Reviewers

COl Disclosure ID: 15-03-063 (Investigator, Principal) Further Review: [Please Select |v
Panel: (COI [v] Meeting Date: (03/27/2015[ %] Review Type: [Designated Review | ¥
Panel Member Presenter PR SR Rad.Saf BioS. Expert NPR
Member, Panel [ | % 3 7 "

Member, Panel | | ® €] O () O

Member, Panel | | @ O 4] @] O

Member, Panel [ ] § (

Member, Panel [ |

Member, Panel [ | O O O O O

Member, Panel | | O O C

Figure 2.4

How to Select and Assign

1. Click on the Receipt of Disclosure link under the COI Disclosure Events column on the
dashboard. Clicking on the link directs the user to the page shown in Figure 2.4.

2. To assign a presenter, check the box next to the designated user’s name in the Presenter
column. Only one presenter can be assigned to a disclosure.

3. You may add other reviewers by checking the circles in the same row as their name. Each
column represents the users review status. You may also determine the Primary Reviewer (PR)
and Secondary Reviewer (SR) by selecting the correct circle of the user you wish to assign.

4. Click on the blue Assign action button to complete this process.

eCOl | User Role & Dashboard Functionality Manual 79




Manager Role | Managing Disclosures

Action Buttons and Functionality

o e oo

eCOl » Ri » Home » Assign Reviewers &)

COI Disclojsure 1D: 15-03-063 (Investigator, Principal) Further Réview: [Please Select i"'

Panel: (CCI [v] Meeting Date:lﬁ?ﬁ@ Review Type: [Designated Review  [v]

Panel Member Presenter PR SR Rad.Saf Bios.

Member, Panel [ | @] O i %

Member, Panel [ ] @] o 2 @]

Member, Panel B O ] ) O

Figure 2.5 6

1 The Panel drop-down allows the Manager to filter members by the panel they are on.
rad The Meeting Date drop-down allows the Manager to filter disclosures by their assigned

meeting date.

3 The Review Types drop-down determines the review type by Panel Manager Review,
Designated Review and Full Review.

4 The Further Review drop-down allows the user to choose Yes or No on whether they
would like to have a further review.

4] Clicking on the Conflict Mgmt Plan action button will result in a pop-up window,
allowing the Manager to create a Conflict Management Plan.

6 Clicking on the Cancel action button will back out to the home dashboard without
saving any selections.

7 Clicking the Assign action button will assign the selected reviewers to a disclosure.
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Comments Page Functionality

[
.

Get COIl Disclosure Meeting Minutes
Conflict Mgmt Plan | Write Comment(s) | Edit All Comments [ Show All Comments m

"o 6 6 b

1 Get COI Disclosure - The Get COI Disclosure button activates a pop-up window
allowing the user to Edit or View the disclosure.

c Reviewers - The Reviewers button allows the Manager to see the reviewers that are
assigned to the disclosure.

3 Meeting Minutes - The Meeting Minutes button allows the Manager to view and
sequence comments, notes, changing the action status and review the expiration date
of the disclosure. For further information on the functionality of Meeting Minutes,
please see page 98.

4 Conflict Mgmt Plan- Clicking on Conflict Mgmt Plan button activates a pop-up window
where the Conflict Management Plan will be written and reviewed.

9 Write Comment(s) - The Write Comment(s) button allows the user to navigate to a
page like the one shown in Figure 2.7.

How to Write and Save a Comment:

Write your comment in the text box followed by clicking the Save button. Once
saved, the option to Edit is present.

eCOl | User Role & Dashboard Functionality Manual 81



Manager Role | Managing Disclosures

eProtocol » RCA » Home » Comments

COI Disclosure 1D: 15-03-062 (Investigator, Principal)
Review Type: Designated Review

Cycle: n Get COI Disclosure Meeting Minutes
Conflict Mgmt Plan | Write Comment(s)

Comments

Select Section: |Personnel Information [v] m

est|

&) Suggestion Not Necessary for Save & Add Comment

O] Response Necessary for Approval AD proval

Figure 2.7

6 Edit All Comments - The Edit All Comments button enables editing on all comments in
the disclosure.

7 Show All Comments - The Show All Comments button allows the user to view a list of
all the comments and notes within the disclosure.

8 Submit to PI - The Submit to PI button enables submission to the PI after the
comments section has been filled. To do so, follow the steps below.

1. Click the Submit to PI action button to generate a pop-up as seen in Figure 2.8.
2. Select the comments you want to submit, from the “Available Comments” section.

3. Click on the appropriate arrow to transfer the comments to the “Selected
Comments” section. Click on the Submit to PI button to complete the process.

=

Available Comments To/From Selected Comments
GB1

¥ Do you also want to open the COI Disclosure for editing by PI?
¥ Do you want to include the Conflict Management Planf?

Figure 2.8
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Comments Cycle Explanation

comments on the disclosure. The Manager is responsible for taking the comments and sending

Comments Received (Cycle 1) means at least one Primary Reviewer assigned for review sent '
them to the Principal Investigator which is also referred to as Comments Sent (Cycle 1). ‘[

Responses Received (Cycle 1) appears when the Principal Investigator has responded to the
comments written by the Reviewer(s) and/or Panel Manager. The Principal Investigator must
then send his/her responses to the comments to the Reviewer(s) which is called Responses

Sent (Cycle 1).

Completing those four steps is considered a Cycle. Should the four steps be repeated,
the comments will then be in their second cycle and so on. Refer to Figure 2.9 for a visual
representation of the comments cycle.

COI Disclosure ID: 15-03-D62 (Investigator, Principal)

Comments

C_omment Sechon Comment/Response Date Reviewer Response: | Fanel Comment

Title Name Necessary Name Title

Cycle: 3

WL2 Personnel need to return to PI Reviewer, Primary o Test 4
Information Pl did not respond to this comment. 1013/2014 Fanel

Cycle: 2

Vil Personnel Pl pisnote the changes in the personnel secion 09/15/2014 Reviewer, Primary s Test
Information modification made in protocol 09/15/2014 Panel

Cycle: 1

- EOH-SdUFQiCEi' added anesthetic agent 09/15/2014 Reviewer, Primary " Test

rocedure - o

Details modified protocol 09/15/2014  (Presenter/ Primary) Panel

B Procedure. this needs detail 09/156/2014 Reviewe_r, F’rimary ves Test |,
Relationships | modified protocol 2 09/15/2014 | (Presenter/ Primary) Panel

Figure 2.9
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2.3 Active Disclosures

The Manager can access the list of active disclosures by clicking on the Active COIs tab under
the eCOI drop-down. The Manager will then be directed to the page shown in Figure 2.10.

TII
Comprenentive T for Hessarch

eCOl v | eProtocol »

2.4.28.01| Sign Out| Help
eCOl » RCA » Home » Active COI Disclosures

Col
. L Last .
COI Disclosure Principal Approval Expiration T
2 Approval Form Type Decision
ID Investigator Date Date
Date
15-03-067 Investigator, Principal 03102015 0302015 03092018 NEW

® Close

Figure 2.10

Close Disclosure

To close a disclosure, check the circle under the "Decision” column on the grid [Figure 2.10].

A pop-up will appear like the one in Figure 2.11. Fill out a note giving reason for closing the
disclosure and complete the action by clicking the Confirm action button.

- A
& eCOI- University - Close Protocol Decision @Eﬁ

Close COI
Disclosure

COl Disclosure [D: 15-03-067

Principal Investigator: Investigator, Principal

COI Disclosure Title:

Notes:

Figure 2.11
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2.4 Non Active Disclosures

A user can access the Non Active Disclosures page by clicking on the appropriate tab in
the top menu bar drop-down. This page displays a list of all the non-active disclosures. The
Manager can filter through the disclosures by using the status drop-down bar. [

Checking the circle of a non active disclosure under the Reactivate Disclosure column, will
generate a pop-up window where the Manager can reactivate the disclosure.

2.9 Submitted Disclosures

To access the Submitted COIs page, go to the top menu bar drop-down and click on the
Submitted COIs tab which will direct the user to a page like the one shown in Figure 2.12. The
functionality within the Submitted Disclosures page can be found on pages 85 and 86.

eCOl » RCA » Home » Submitted COI Disclosures list

e
COI Disclosure . Submitted Meeting COI Disclosure
D Investigator CMNTS/RSPNS Date Date Status Form Type
[l 7 Investigator, Principal Comment 03/10/2015 PAMNEL REASSIGNED NEW
[l 15-03-063 Investigator, Principal Comment 03/09/2015 IN-PROGRESS NEW
O 15-03-062 Investigator, Principal  Comment 0311012015 IN-PROGRESS NEW
Figure 2.12
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Reassign Panel

To reassign a panel follow the directions below:
1. Check the box next to the disclosure you would like to reassign reviewers [Figure 2.12].

2. Click on the blue Reassign Panel action button which will direct you to the page like the
one shown in Figure 2.13.

3. Select a panel from the Panel drop-down followed by clicking the blue Reassign Panel
action button.

eCOl » RCA » Home » Assign Reviewers

COI Disclosure ID: 15-03-065 (Investigator, Principal) Further Review: (Please Select |v] GErarulaue]
Panel: |Expedited COI E Meeting Date: !E Review Type: If‘lease Select ll}
Panel Member Presenter PR SR Rad.Saf BioS. Expert NPR
Member, Panel B ) ) T & 5] _
Member, Panel 1] ) & ) 6] O _
Member, Panel B = ) @) Q O _
Member, Panel [ | g & & & O _

Figure 2.13

Reassign Reviewers

To reassign reviewers, please follow the directions below:
1. Check the box next to the disclosure you would like to reassign reviewers [Figure 2.12].

2. Click on the blue Reassign Reviewers action button which will direct you to the page like
the one shown in Figure 2.14.

3. Select the reviewers you would like to assign to the disclosure to followed by clicking on the
Assign action button to complete this process.
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gC0l » RCA » Home » Assign Reviewers

COIl Disclosure ID: 15-03-063 (Investigator, Principal)

Further Review: (Please Select [v)

Panel: [COI ii' Meeting Date:llﬁ"zﬁz_ﬁa&-} Review Type: [Designated Raview Iih
Panel Member Presenter PR SR Rad.Saf BioS. Expert NPR

Member, Panel

~ Sy e ™
| £y [ 55

{
S Wt ot S

Member, Panel

) |

[CORS)

\

Member, Panel

R E Y

Member, Panel

O

Figure 2.14

2.6 Returned Disclosures

To access the Returned COIs page, go to the top menu bar drop-down and click on the
Returned COIs tab. Clicking on this tab will direct the user to a page listing returned
disclosures. If there are any disclosures to eliminate, check the box of the disclosure and click
on the Delete action button complete the process [Figure 2.15].

eC0Ol » RCA » Home » Returned COl Disclosures

O COl Disclosure ID Principal Investigator Submission Date Returned Date
[1 15-D3-068 Investigator, Principal 03/25/2015 03/25/2015
Figure 2.15

Return a Disclosure

The steps in returning a disclosure are similar to that of assigning a disclosure, however the
Manager must write a Return Note in the disclosure giving reason for the return. Follow the
steps below to return a disclosure back to the Principal Investigator.
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1. Open the disclosure you wish to return by clicking on the COI Disclosure ID number. A
pop-up will appear asking if you want to edit or view the disclosure. Click the Edit button to
proceed.

2. The disclosure will open in a new window. Click on the Return Notes tab to generate
another pop-up window [Figure 2.16].

3. Enter the reason for return in the Return Notes pop-up, followed by clicking the Save action
button and closing the disclosure.

4. Proceed to the Submitted Disclosures page.

5. Check the box next to the disclosure you are returning followed by clicking on the Return
Disclosure action button to complete the process.

NOTE: You cannot return a disclosure if the review is still in progress.

e
@ eCOI - University - Personnel Information == | =]

COIl Disclosure ID: 15-03-065 (Investigator, Principal)

Return Notes m

Figure 2.16

Once the disclosure has been returned, a blue message appears in the content area notifying
the user of the return [Figure 2.17].

15-03-065 CO| Disclosure has been returned.

eCOl » RCA » Home » Submitted COI Disclosures list

Reaszign Panel Reaszign Reviewers

Figure 2.17
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3.1 Reports

To access the Reports page, go to the top menu drop-down and click on the Reports tab,
directing the user to a page like the one shown below in Figure 3.18. Select the necessary
drop-down tabs on the Reports page to continue creating a report.

eProtocol » RCA » Home » Reports
Committee Name: [GOI 4 _\ﬂ
Please select a Report: [Please Select ™
Figure 3.1

Setup Criteria

The criteria in setting up a report will differ based on the type of report. Some reports will
generate more data fields and some allow the user to make changes and add comments. The
most common report looks like the one in Figure 3.2 on page 90 where the user will only have
to fill out the Panel Name and dates.

Report Display and Types

Once the report is complete, the Manager can choose how the report will be displayed by
selecting any of the format options [Figure 3.2].

C
l
)

eCOI | User Role & Dashboard Functionality Manual 89



Manager Role | Meetings & Reports

eCOl » RCA » Home » Reports

Committee Name: [col [v]

Please select a Report: |Active COI Disclosures ﬂ

Active COI Disclosures

Pangl Name: * [Select Panel Name

From{mm/iddfyyyy): *

Bz |

To(mmiddhyyyy): ®

Select a format to export the report

| ® HTML O PDF O Excel |

Figure 3.2

3.2 Generic Report

To access the Generic Report page, go to the top menu bar drop-down and click on the
Generic Report tab which will navigate the user to the page seen in Figure 3.3.

eCOl » RCA » Home » Generic Report
Generic Report Please select format:  [CSV “Ji
Available Search Criteria: [-— Flease Select — | i'
Search Criteria: Public [] w
Input Criteria QOutput Criteria
General
[ Commites = |— Please Select — e Il
[ | Panel |— Please Select — v O
[] COl Disclosure Status [— Please Select — [v] 0
[ | Form Status |— Please Select — v O
[ Review Type |— Please Select — s Il
[ |Review Cycle Type |— Please Select — v O
[] COl Disclosure ID [— Please Select — [v] ¥
[] Form Names [— Please Select — [v] O
] | Approval Date From Date To Date O
[] |Expiration Date From Date To Date O
Action Date From Date To Daie
Form
Figure 3.3
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How to Build and Generate a Report

report. When a box has been checked, it activates the drop-down bar in that row.

1. Check any of the boxes under the “Input Criteria” section you would like added to the "
2. Select a category from each of the active drop-down bars. [

3. Check the boxes under “Output Criteria” to manage what information is displayed on
the report. Once all the necessary data fields have been entered and checked, click on the
Generate Report action button.

4. A pop-up will notify the user the report has been created by asking the user to save or open
the report.

NOTE: Some data fields will appear active or inactive depending on what boxes and general
information have been selected.

Report Output Formats

Choosing an output format is dependent on how the user would like to view the report.
Selecting a CSV or MS Excel file will open the report in a spreadsheet format. The HTML format
opens the report in another browser and the PDF format is most commonly used for print
[Figure 3.4].

Please select format: [&:08
HTML
M3 Excel
PDE

Figure 3.4

3.3 Meeting Agenda

In order to access the Meeting Agenda page, go to the top menu bar drop-down and click on
the Meeting Agenda tab, navigating the user to the page seen in Figure 3.5. The Manager can
filter the agendas displayed by the “Panel” and “Meeting Date” drop-down bars.
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eCOl » RCA » Home » Meeting Agenda
Panel: (COl [~] Meeting Date: [03/27/2015 [v]
Agenda ID Meeting Date Reminder Sent Date Agenda and Previous Minutes Sent Date
O &2 0372712015
Figure 3.5

Delete Agenda

To delete an agenda, select the box next to the agenda you intend to delete. Click on the blue
Delete action button to terminate the selected agenda.

Accessing Agenda

Upon selecting the active agenda link under the “Agenda ID” column, the user is navigated to
a page with details pertaining to the agenda.

M D

Planned Attendees Se;-:gnli:ﬂy Preview Early Agenda Ag-enda Ih!ef.mu Attendees Minutes of Meeting

Figure 3.6

Pre-Meeting Set-up

1 The Planned Attendees tab displays a list of attendees who are expected to join
the meeting [Figure 3.6]. The Manager may check the boxes under the “Specify if
Attending” column to note panel members that are attending.

A - Clicking the Save action button will save any information the user has entered.

B - Clicking on the RSVP Email action button will generate a pop-up window with an
email addressed to the selected attendees.

C - To add a guest to the meeting agenda, the Manager must click the blue Add Guest
action button where they will be able to search and add a user by their User ID, First
and Last name. Once the user has been found, select the box next to their name and
press OK. The user will then be added to the list of attendees.
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Next

Planned Attendees Se;:snflzﬂy Preview Early Agenda Meeting Attendees | Minutes of Meeting
A B
@ RSVP Email

Panel Member :rt‘::il::'ng " Presenter PR/SR NPR Expert
Member, Panel v .D l{} .4 lD
Member, Panel v o 0 4 0
Member, Panel Wl ] 1] 4 1]
Member, Panel o 0 4 0

|

Next

Figure 3.7

c Set-up Early Agenda displays the details of the meeting. It is on this tab that areas
such as the location, start and end time are entered and modified.

e sekggnﬁi’“ Preview Early Agenda Meeting Attendees | Minutes of Meeting
A Previous B Next
== e
Meeting Location: Mext Meeting Location:
Detroit Deiroit
Planned Meeting Start Time:™ Planned Next Meeting Start Time:™
, - 0
0]%) : 0[¥) (hhemm) 2 AM @] : B8] thhemm) O AM
® pM (@ pM
Planned Meeting End Time:* Planned Next Meeting End Time:*
i - 0
@[S : @) thhmm) 8‘::: 0] : @[] thhimm) A
C D E F G H
Add ltem Add End Hem Create ltem Sequence [ﬁ‘sdcztljogf.l)rle Create COI Disclosure Sequence
Item Name Notes Documents
y 5 - Time to be used for general
v
[] |General Discussion do
: Report of disclosures approved
[[] [Report of Disclosures for the Quarter el e e i

Figure 3.8
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A - To attach a document, check the box next to the item you wish to attach under
the “Item Name” column followed by clicking the Attach Document action button. A
small pop-up window will appear with the option to browse and add an agenda item
attachment.

NOTE: Only one attachment may be added at a time. Please upload a file with
extension .pdf, .doc or .docx.

B - Clicking the Save action button will save the recent information entered.

C - Clicking on the Add Item action button will create a new drop-down bar [Figure
3.9] in the Item Name column of Figure 3.8. Use the drop-down bar to choose and
Item Name and click on the pencil icon to add any necessary notes.

[] [——Please Select— [+~] El
Figure 3.9

D - Tee Add End Item action button has the same functionality as the Add Item button.

E - To add an item sequence, click on the Create Item Sequence action button which
will result in a pop-up as seen in Figure 3.10. Select items from the “Available Agenda
Items” section and transfer them to the “Selected Agenda Item” section using the
arrow in the center of the pop-up.

@eProtocol - University - Agenda ltems List i = | =
&
m Meeting Date: 10/22/2014 ﬂ
Available Agenda ltems To/From Selected Agenda Items
Confidentiality of Panel Proceedings
Educational ltems
Introduction of New Panel Members o
IMeeting Reminder
I Panel Chair announcement
Special Discussion
Other O
Educational ltems
Figure 3.10

F - In order to add a disclosure to the Meeting Agenda, click the Add COI Disclosure
action button. A window with a list of disclosures will appear allowing you to check the
box next to the disclosure you wish to add, followed by clicking the Add action button.
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G - Clicking on the Create COI Disclosure Sequence action button will result in a pop-
up shown in Figure 3.11. Follow the same steps used in creating an item sequence to

create a disclosure sequence. '

"
FeCOI - University - Agenda Items List E@ﬂ

Protocols List Meeting Date: 10/2212014 @

Available Agenda Protocols To/From Selected Agenda Protocols

14-09-117 (NEW)
14-10-133 (NEW)

c

(<

Figure 3.11

H - The Delete action button is used to delete an item from the Item Name column.
Check the box next to the item you want to delete, followed by clicking the Delete
action button.

3 Preview Early Agenda is an overview of the items, notes and disclosures involved in
the meeting [Figure 3.12].

eProfocol » RCA » Home » Meeting Agenda » Meeting Agenda Details
Agenda ID: 26 (IACUC) Meeting Date: 10/22/2014
© Set-up Early : 2 B
Planned Attendees Agenda Preview Early Agenda | Agenda | Meeting Attendees | Minutes of Meefing
' Previous Next
Item Name Item Notes Documents
Education ltems, if any, that are
useful to the Panel Members and are
Fducational Hems helpful in review process shall be
discussed as part of the meeting.
- , Guidelines  regarding  meeting
Meeling Remindes reminder snall be discussed
Panel Chair shall be announced at
the start of the meeting. And, panel
Fanel Char aRnodncement chair is obliged fo take charge of the
meefing
Figure 3.12
4 Agenda is a tab similar to the Preview Early Agenda tab in that it allows the user to

review the items. Clicking on the blue active links allows the Manager to look at the
agenda in different formats.
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eProtocol » RCA » Home » Meeting Agenda » Meeting Agenda Details

Agenda ID: 26 (IACUC) Meeting Date: 10/22/2014
Planned Attendees Meeting Attendees | Minutes of Meeting
A Previous B Next 1
oo MORD 20F Vewtaon o

Figure 3.13
A - Clicking the Send Agenda and Previous Minutes action button results in a pop-up
window that displays an email from the Manager to the meeting attendees.

B - The Attach Agenda action button permits the user to upload an attachment to the
Meeting Agenda.

NOTE: Please upload a file with extension .pdf, .doc or .docx.

Meeting
5 Meeting Attendees is a tab used to specify quorum for the meeting.
S goesa” oV s Auend] ] e s e of et
Previous Next
Number of votes to be considered for Quorum * I:I Save
Scheduled Meeting Start Time: 01:00 PM Scheduled Meeting End Time: 02:00 PM
Meeting Start Time® Meeting End Time*®
(00 : (00[%] (hh:mm) gﬁ: (00[¥) : (00[~] (hh:mm) gl’:‘:
Panel Member Voted Attended ~Late Arrival Time DEarIy Departure Time
Member, Panel flj | [ 1 | . {m—l;mm} I . (hh-_mn-lj
Member, Panel O O (Rh:mm) 5 (nh:mmj)
Member, Panel [ 1 [ 1 (hh:mm) S {hh:mm)
Member, Panel [ ]
Member, Panel 1

Figure 3.14
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A - If a Panel Member voted, check the box in the same row as their name under the
Voted column.

NOTE: Checking the voted box will auto-fill the Attended box.

B - If the member did not vote but attended the meeting, check the appropriate box in
the Attended column.

C - If a member showed up after the meeting start time, enter their arrival time in the
Late Arrival Time column.

D - If a member left the meeting early, enter their departure time under the Early
Departure Time column next to their name.

Post Meeting

6 Minutes of Meeting is a tab that allows the user to view the actions taken in the
meeting by clicking any of the blue active links as seen in Figure 3.15.

A - To add an attachment, click on the Attach Minutes action button which will
generate a pop-up allowing the user to search and add an attachment.

NOTE: Please upload a file with extension .pdf, .doc or .docx.

Preview Early Agenda Meeting Attendees | Minutes of Meeting

A Previous

Minutes: WORD PDE View below History

Figure 3.15
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3.4 Meeting Minutes

To access the Meeting Minutes page [Figure 3.16], go to the top menu drop-down and click
on the Meeting Minutes tab. Once on the page, the Manager can filter the meeting minutes by
both the ‘Panel’ and ‘Meeting Date’ drop-downs.

Comments

If there are comments attached to a disclosure, the active link Yes will be present at the end
of the disclosure row and under the comments column as seen highlighted in Figure 3.16. If
there are no comments, the link will read No.

eC0l » RCA » Home » Meeting Minutes
Panel: [COI [v] Meeting Date: (03/27/2015 [~ m m
Sl Cotbsclaswre Principal Investigator Form Type Action Expiration Date Comments Notes
Range 1D
O 15-03-063 Investigator, Principal NEW [Please Select I~ | Yes No |
O 15-03-066 Investigator, Principal NEW (NOCOWFLICT __ |R] B Yes No
Figure 3.16

Clicking on the active link will result in a pop-up like the one below [Figure 3.17]. Here,

the Manager is able to view all of the comments in a grid format. To order the comments,
click on the Sequence Comments action button. The pop-up has the same overall look and
functionality as Figure 3.10 and 3.11 on page 94 and 95 of the manual.

COl Disclosure ID: 15-03-062 Investigator, Principal

Comments Sequence Comments Save

Cycle: 1 Reviewer

Comment " < Response Panel

Title Substantive Comment/Response Date Reviewer Necessary  Name
test

D31 (I . Reviewer MNo Col
Comment not submitted to PI.
Looks good

Ds2 [l - Reviewer Mo ol
Comment not submitted to PI.
ok

D54 D Reviewer Yes Col

Comment not submitted to PI.

Figure 3.17
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Notes

If there are meeting notes available, the active link Yes will be present at the end of the
disclosure row and under Notes column as seen highlighted in Figure 3.16. If there aren’t any

notes, the link will read No. Upon clicking the active link, a pop-up is generated displaying
three tabs: Meeting Notes and Voting.

A B

Figure 3.18

A - Meeting Notes is a tab that allows the Manager to view any notes on the meeting
[Figure 3.19].

Meeting Notes Voting Motion: [Tabled ,il @

meeting notes for 14-06-002 are eniered here based on what occurred in the meeting
some additional notes

1) one

2) two

3) three

4) four

Figure 3.19

B - Voting is a tab that is used to record the vote, motion, and verify quorum [Figure

3.20].
Meeting Notes Maotion: ;TEbIedn :v_} @
Voting Member Vote
For Opposed Abstain Col Arrived Late Out-of-Room Left Meeting
Member, Voting ) ] O O ICl & @
Member, Voting O 0 ®
Member, Voting .

Figure 3.20

eCOl | User Role & Dashboard Functionality Manual 99




Manager Role | Meetings & Reports

Action

The action drop-down has different functionality for submission depending on the action
selected [Figure 3.21].

Meeting Date: (03/27/2015 [v]
Form Type Action Expiration Date Comments Notes
NEW |Please Select ﬂ Yes No
Flease Selot p—
NEW 5 Yes Mo
NEGOTIATION
NEW (MO CONFLIET [~] gamerze | L) Yes Yes
NEW [Pleaz= Gelect = BE] Yes No

Figure 3.21

A - The remaining Meeting Actions are the result of the meeting and the vote on the
disclosure and will change the status as appropriate.

1. No Conflict - goes to the Investigator’s active disclosures section of their
dashboard.

2. Negotiation - goes to Investigator’s new section of their dashboard.
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1 OVERVIEW

The Reviewer Role chapter examines the functions, job duties and requirements of an
eCOI user logging in as a Reviewer. The following pages show screen shots as well as
examples of the Reviewer dashboard and walks the user through the process of reviewing
a disclosure.

)
I
p

1.1 Things to Remember

Before getting started on the Reviewer Role chapter, please review information from the
Functionality & Dashboard Overview chapter.
1. Choose a supported browser.

Using an unsupported browser may cause the software to not work properly,
limiting the users full functionality. The browsers compatible with eProtocol are:
Firefox 12 and above and Safari 7.

2. Make sure the Pop-Up Blocker is turned OFF.

The steps in the Reviewer Role chapter cannot be completed if the pop-up
blocker is still active. See the Functionality & Dashboard Overview chapter for
more information and instructions

3. Avoid using the Back button.

Using the Back button can cause errors in the system and log the user out.

4. Resizing the screens

There are numerous pop-up windows used in the software. Don’t forget to resize
the screens to better suit your view.

NOTE: For the purpose of this manual, COI is used as an example. Based on your research
discipline, some options may vary.
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2 REVIEW PROCESS

2.1 Reviewer Role Overview

Your responsibility as a Reviewer is to view the disclosures that have been assigned to

you. Every disclosure you have been assigned to as a Reviewer will appear on your home
dashboard. To view a disclosure, click on the COI Disclosure ID number listed under the COI
Disclosure ID column on the home dashboard. To view reviewers, or guidelines within the
disclosure, click on the disclosure event link listed under the Disclosure Event column. If
comments or guidelines are being viewed, click on the eCOI drop down in the top menu bar,
and choose Reviewer Home to return to the previous page [Figure 2.1].

C
l
)

(Reviewer) University - Reviewer

eCOl - | eProtocol «

2.4.40.7 | Sign Out | Help

eCOl » Reviewer » Home

Ccol
COIl Member {Action ltems) ¥
NEW ¥
Role COI Disclosure 1D Inﬂggt{i::;ﬁ!)r COl Disclosure Event Status/Comments Panel Mgt;tti;g
Presenter 15-03-062 Investigator, Principal Assigned as Reviewsr IN-PROGRESS ol
Presenter 15-03-066 Investigator, Principal Assianed as Reviewer IN-PROGRESS caol
AMENDMENT %
CONTINUING REVIEW %
COIl Member {(COI Disclosures for Review) ¥
NEW ¥
Role COIl Disclosure ID Inzgzg:gilor COI Disclosure Event Status/Comments Panel ME‘?{EU

No data available in table

»

AMENDMENT

»

CONTINUING REVIEW

Figure 2.1
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2.2 Disclosure Event Types

The Disclosure Event column of the grid displays the status of the disclosure [Figure 2.2].

Protocol Event

O | Assigned as Reviewer

Comments Sent (Cycle 1) O_e

Responses Received
(Cycle 3)

Recommended for
Approval

No Conflict

779

Figure 2.2

1 Assigned as Reviewer - You are assigned as the reviewer for that specific disclosure.
c Comments Sent (Cycle 1) - Comments on the disclosure have been sent to the PI.

3 Responses Received (Cycle 1) - The PI sent responses to the comments from the
Reviewers and Panel Manager.

4 Recommended for Approval - The disclosure has been recommended for approval.

4] No Conflict - The disclosure has been approved.
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2.3 Comments Page

The Comments Page is an important page for any reviewer and is where the majority of user '
interactions take place. The following pages will examine the functionality of the comments
page as well as explain and show what each button is responsible for. [

To access the comments page of a disclosure, click on the active link located under the
Disclosure Event column and in the same row as the specified COI Disclosure ID number
[Figure 2.1 page 103]. Each comments page is tied to a specified disclosure. To verify you are
within the correct disclosure, check that the COI Disclosure ID number, as seen highlighted
below, is accurate.

eProtocol » Reviewer » Home » Comments

COI Disclosure 1D: 15-03-oaj (Investigator, Principal)
s Fype: Hesgiened Gevmn Conflict Mgmt Plan | Get COI Disclosure
e Write Comment(s) | Recommend for Approval

Comments

Please click on Write Comment(s) to add Comment(s).

Figure 2.3

Comments Page Functionality

o
5

Conflict Mgmt Plan | Get COI Disclosure
wits Cammenits [Ear Al Comment] Svaw Al Commonts R 4
Recommend for Approwval

Figure 2.4
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1 Conflict Management Plant - Clicking on the Conflict Mgmt Plan button will result in
a pop-up like the one in Figure 2.5. This is where the Conflict Management Plan will be
written and reviewed. After viewing the CMP, the Reviewer may then recommend it by
clicking the blue Recommend for Approval action button on the comments page. If the
CMP is lengthy “View Attachment” will be displayed here. If that is the case, click on
the “Attachments” section to view the CMP.

& eCol - University - Guidelines (=] [=]6 )
&
- ~
Conflict Management Plan
This is where the Conflict Management Plan will be written and reviewed at
W
\
Figure 2.5

c Get COI Disclosure - Clicking on the Get COI Disclosure button activates a pop-up
window that allows reviewers to move back and forth between the disclosure and
comments window.

3 Reviewers - The Reviewers button results in a pop-up window [Figure 2.6] displaying a
list of reviewers assigned to the disclosure.
Ve : : ~
I @ eCOlI - University - Reviewers E@ﬂ
oS — .
&
| ER
|
Reviewers
Reviewer Name PresenterPR SR Member Type
ll Reviewer, Secondary No No Yes NVOTING
| Reviewer, Secondary MNo Mo Yes MOTING
Reviewer, Secondary Mo Mo es NON VOTING
N Reviewer, Primary Yes Yes Mo VOTING
————————————————————
Figure 2.6
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4 Show All Comments - The Show All Comments button allows the user to view a list of
all the comments and notes within the disclosure [Figure 2.7].

eProtocol » Reviewer » Home » Comments » Show All Comments I[

C0OI Disclosure ID: 15-03-065 (Investigator, Principal)
Comments
Comment | Section Response |Panel P
) Comment /| Response Date Reviewer P Comment
Title Name Necessary Name __
Title

Cycle:2
e added an Anesthetic agent 10/1472014 g - Ere-

ok 10/14/2014 Re%?emr)”maw o Review
WL4 added ear notch for rodent ID [10/14/2014 i " N Pre-

ok 10/1412014 geﬂ?ewer)“ma” © Review
Cyclei1

made change in the species
WL number of animals from 1010 20 0 1 2014 ISI:a No E"E'_ 4

changes made 101412014 512 i
Motes to COI Disclosure

_ Date
Reviewer Recommend for Approval
e Submitted
Cycle: 1
fna247 YES 03252015
Figure 2.7
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4] Recommend for Approval - If the disclosure has been reviewed and ready to submit,
the Reviewer can click the Recommend for Approval button which results in a pop-up
like the one shown in Figure 2.8.

Check the circle under the Approved Notes section to verify your approval and add
any notes necessary under the Notes to COI Disclosure section. Clicking this button
indicates that all of your comments or questions have been answered appropriately.

Once complete, click Submit to COI to send off the revised disclosure.

(& eC0l - University - Recommendation Notes =™

Submit to COI

This COI Disclosure is satisfactory, and | recommend approval for 12
~ months, pending a satisfactory annual review.

~~ This COIl Disclosure is satisfactory, and | recommend approval for (e.g., 6
“~ months, 5 subjects, etc.)

Approval Notes

Notes to COI Disclosure

Figure 2.8

6 Edit All Comments - The Edit All Comments button enables editing on all comments in
the disclosure.

7 Write Comment(s) - Clicking on the Write Comment(s) button will navigate to a

page like the one shown in Figure 2.9. Any comments made by a Reviewer appear as
anonymous to the PI. See how to write a comment below.
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eProtocol » Reviewer » Home » Comments

COIl Disclosure ID: 15-03-062 (Investigator, Principal)
Review Type: Designated Review

Cycle: n Conflict Mgmt Plan | Get COI Disclosure
Write Comment(s) | Recommend for Approval

Comments

Select Section: |Personnel Information m Cancel

® Response Necessary for ' Suggestion Not Necessary for Save & Add
Approval Approval Comment

Figure 2.9

How to write and save a comment:
1. Click the Write Comment(s) button on the comments page.

2. Select a Section from the panel drop-down and check one of the two circles
below the comments box determining if a response is necessary for approval.

3. Write your comment in the text box followed by clicking the Save button.

NOTE: Once the comment is saved, the option to Edit or Delete the comment is
available as well as the ability to add additional notes.

4. If the necessary comments have been added and the disclosure is reviewed,
you may now click Submit to COI.
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Comments Cycle Explanation

Each comments cycle has 4 steps: comments received, comments sent, responses received
and responses sent. Completing the four steps is considered a Cycle. Should the four steps be
repeated, the comments will then be on their second cycle and so on. Refer to Figure 2.7 on
page 107 for a visual representation of the comments cycle.

Comments Received (Cycle 1) means at least one Primary Reviewer assigned for review sent
comments on the disclosure. The Manager is responsible for taking the comments and sending
them to the Principal Investigator which is also referred to as Comments Sent (Cycle 1).

Responses Received (Cycle 1) is when the Principal Investigator has responded to the
comments written by the Reviewer(s) and/or Panel Manager(PM). The Principal Investigator
must then send his/her responses to the comments to the PM which is called Responses Sent
(Cycle 1). If necessary, those comments are then sent back to the Reviewer(s).

Cycle 1

o

Disclosure

3~

Figure 2.10
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3 SUMMARY '
[
.
(

You have successfully completed the User Role & Dashboard Functionality Manual. We hope

you have a better understanding of the overall functionality, job duties and requirements of the
roles that pertain to an eCOI user.
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