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eProtocol | Investigator Role Manual

1 OVERVIEW

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

1.1 Things to Remember

Before getting started on the Investigator Role Manual, please review the following the
following information from in the General Functionality and Dashboard 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 the Investigator Role Manual cannot be completed if the pop-up
blocker is still active. See the General Functionality & Dashboard Manual 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, IACUC is used as an example. Based on your research
discipline, some options may vary.

CREATING A NEW
PROTOCOL: ENTRY SCREEN

2.1 Administrative & Standard Protocol
Application

In order to create a new protocol, follow the steps below. It is important to note the initial
setup for both the administrative and standard protocol application is the same. You may
follow the same general steps when creating the protocol, however some data fields may
differ depending on the form type.

1. Click on the blue Create Protocol action button on your home screen [Figure 2.1] or select
the tab from the top menu bar drop-down. You will then be directed to another page as seen
in Figure 2.2.
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Creating a New Protocol: Entry Screen

PROTOCOL ENTRY
3 PROCESS NAVIGATION
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Figure 2.2

2. Give your study a title.

3. Select a form type from the two options available. Upon your selection, more content will

appear on your screen [Figure 2.3].

4. Search and add the Principal Investigator to the protocol. A Pl must be named at the time
of the creation of the form. For more information on the search and add functionality, please

There are several ways to navigate through your newly created protocol. The top and bottom
of the page contain the same menu bar for easier navigation throughout the protocol 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.

-
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see page 16.
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Protocol 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 protocol.
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.

spcll Lheek | Help | Clasc

Saving... Pinass wailf.. |

Figure 3.3

2 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 Cheek | Help | Clase Cave | Spell Check | Help | Close

Figure 3.4 Figure 3.5

3 The Next button has the same functionality as the Previous button only it moves to the
next consecutive page rather than the one prior. [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 protocol, 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 protocol.

eProtocol | Investigator Role Manual

Protocol Entry Process Navigation

5 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].

g cProtocol - Universit T NOTE: When the spell check window
! . = initially opens, it hides behind open
- : = windows. It also gets hidden after clicking
| | ot in Dictionary: any of the action buttons within the spell
Senten check pop-up. Resizing the windows and
Changs to: [ Cusse s} setting them side by side when editing may
Sentenced | lgnees | be the best alternative to avoid this issue.
Sngaeitions
T _lgnore M| Spell check does not work with Rich Text
Editor Fields.
,
.

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.

* Plugse select any one Prolocg

eFrgiolal = Investigator » Home » Clone Prodocol

Figure 3.7
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4 LEFT NAVIGATION BAR

4.1 Overview

On the left side of the protocol window is a blue menu bar. This menu is one of several ways
to navigate through the protocol forms. Clicking on a menu tab will direct the user to the
specified page. Every page contains important forms and information required to complete
and submit the protocol. Figure 4.1 below demonstrates what the left menu bar looks like and
gives a brief definition to the tabs on page 11. Next to the definitions is a page number where
the user can view a more in-depth explanation of each tab and its functionality.

o

Personnel Information

Species

o

(o)

Funding

Guidelines

Training Checkfist

Cartiticats

o

00T Disclosure

o]

Check For Completeness

Submit Form

(o)

Print View

P9t
6960000

Event History

Figure 4.1
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11

12

13

14

Left Navigation Bar

Personnel Information - Use this section to add all members of the research team
based on their individual roles [page 15].

Species - This is a module specific tab. For instance, the Species tab is shown for
IACUC protocols. This form is used to document any species being used in the protocol
[page 18].

Administrative - The Administrative tab shows a list of general questions pertaining to
the purpose and methods used in the protocol [page 19].

Are you using? - This form is used to document any occupational health and
hazardous agents being used in the protocol [page 19].

Funding - This page allows for any funding for the protocol to be entered [page 20].

Protocol Information - This navigation tab contains a sub-menu of different forms
and are specific to each module. For the purpose of this manual, IACUC pages are
illustrated by the following sub-menu tabs: Purpose and Value, Justification of Animal
Use, Husbandry and Breeding, List of Procedures, Non-Surgical Procedures, Surgery
Relationships, Schedule of Procedures, Euthanasia and Attachments [page 22].

Guidelines - A list of both mandatory and non-mandatory guidelines are displayed
[page 21].

Training Checklist - Provides a checklist form [page 21].

Certifications - The Certifications page is to ensure that you and the fellow research
members comply and will abide by the rules and guidelines pertaining to the protocol
and research being performed [page 24].

COlI Disclosure - The Conflict of Interest (COI) Disclosure is to make note of any
financial conflicts of interest within the research team [page 24].

Check For Completeness - Use this feature to check for any unanswered questions
before submitting the protocol [page 25].

Submit Form- When the protocol is finalized and all mandatory signatures have been
received, the Pl must click Submit Form in the left navigation menu [page 25].

Print View - PDF versions of all sections of the protocol with or without comments can
be generated with this tab [page 27].

Event History - A catalog of dates in the life of the protocol 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
protocol to be printed or saved [page 28].

eProtocol | Investigator Role Manual
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Protocol Entry Process

PROTOCOL
D ENTRY PROCESS

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.

5.1 Requirements to Begin

In order to begin the protocol entry process, the user must know the general information
regarding the protocol. A Principal Investigator and Department Chair are mandatory

in creating any protocol and must be known before the initial set up. Any required data
pertaining to specific modules must be known. For example, the user creating the protocol
must know the species being used for an IACUC module.

2 Single and Multi-Line Text Box

Single and multi-line text boxes are found throughout eProtocol. You can tell the
difference between the two as a single line box [Figure 5.1] typically 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 in the single line text box. Multi-line text boxes are usually
much larger and allow for multiple lines of text.

5.2 Interacting with Data Fields 3 TextBox with Rich Text Editor

The following pages will explore the functionality and user interaction with the data fields. The Rich Text Editor box only appears in some content area fields and allows the user
to change the look and feel of their text. Certain features of the rich text editor may be

useful in areas that the user wants to highlight or call out for importance.

Mult. = dermvles imanudaloay Tkl

Species to be used ¥ave Cancel 4 Drop-down Data Fields
Lpacips | Zajact Cine .
oio P grsctaie > Drop-down data fields allows the user to filter through specific data.
Sclentific Mame ° Lol x| o
o 5 Field Dependence and Input Display Linkage
Stram ° Seiect Cne W
— Upon entering information in mandatory data fields, the user may notice other data
o O ] fields have become active or inactive. Certain data fields are dependent upon the
inputted information. The example in Figure 5.1 shows an inactive text box that is
u dependent on other information to be entered in order to become active.
O This same functionality also holds true when using the Yes/No buttons within a form.

Certain data fields can become active or inactive depending on which of the Yes/No
buttons have been selected. An example of this can be seen in Figure 5.2 and 5.3.

¥
i | o Ao NOTE: Any gray text boxes indicates the box is not active.
w

Weight Renge . Selont S .
AQa Ranna : Sl Cma V'I
ISDwh Category Seiect One e
Couree of fheac animala Eioient Cinge
o o
Figure 5.1
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Protocol Entry Process Protocol Entry Process

s this wildlife field rescarch? m Mo Species o be used Add  Delete Clone
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—— e - .- = i Pl T T 5 L3
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Figure 5.5 | |

7. 15 this wildiife fisld ressarch? P
 Previous § Next
Clone - Check the box next to the species you wish to clone followed by clicking on the
Clone button. A window identical to the one that appears for the Add button [Figure
Figure 5.3 5.1] will appear, allowing you to alter any information necessary. Click on the Save
button to complete this process. Cloning allows for adding the same species, but with

6 different information.

Species to be used Add | palete | Clons
Hiease Chick on Add to add '5|'.'E cies to be used

Figure 54 5.3 Personnel Information

6 Add/Delete/Clone Functionality of Data Grids The Personnel tab is the area of the protocol where the members involved are entered. Every

. . . ) . members job title, function, role and contact information should be entered in this section of

The Add/DeIete/CIone Functionality a]lows for the Investigator to change information the protocol upon initial creation.

within the protocol. An example of this can be seen under the species tab on page 18.

Add - Clicking this button will generate a pop-up with a number of data fields to be Find User Search Functionality

completed. Complete the required data fields and press the Save button at the upper

right of the pop-up to complete the addition. An example of the pop-up created when Some fields have a binocular icon next to them [Figure 5.6] which signifies the search and add

adding a species can be found in Figure 5.1 on page 12. functionality. Clicking on the icon generates a pop-up window like the one in Figure 5.7.

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 5.5].

14  eProtocol | Investigator Role Manual eProtocol | Investigator Role Manual 15
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; Auto-Population of Stored User Data
Lab Manager
After you have selected a member using the search and add function, any previously
Name saved information regarding the user will auto-populate in the data fields. After adding the
EO/ designated Faculty Advisor, fields such as Office Phone, E-mail Address, and Training Details
will automatically be filled out from saved user data [Figure 5.8].
university Tite
Department Faculty Advisor Clear
Wi Degies
Salect COng bl
— Advisor, Faculty ﬁ
CCH iy University Tithe YWSU Access D
Figure 5.6 Aszoc[ir BRCR
Department Division
Find User Find Select O v]
Use [0 | | imice Address Office Phone
First Narme | | 1-888-555-5555
| At M | | E-mail Address Laboratory Phone
name@email.edu
Figure 5.7

Ememency PRONE

1. Find a user by filling out any one of the entry fields or a combination of the first and last Training Details

name, followed by clicking the Find button. Ciourselll '::'LE:FEE' TS Coursed ompletionDate CourseExpiration Date
Lruss mop IR TN T 1ET E 120

NOTE: The Find User functionality will not work if all three search fields are entered as they do ey T B - —

not work together. 2701 Resaarch - CIT1 V3O 2 1730 NAEN2NIT

Anmal Alliemgy Exposure

16

. . . L . . . 73853 Reduckon - O 11300201 2 17230 1973002013 17,20
2. After clicking Find, another pop-up window is displayed with a list of users matching the e T
information entered in the Find User function. 100 i T TENAENZ 1730 MR 31730
24TES Labaratory Sarety 1IANEN 2 17230 11EM0TE 1730
3. Select the user you wish to add by checking the circle next to their name. 27184 E!L‘r:::"'“"'? ng FaInand .. nmai2 1730 113002013 1730
Figure 5.8

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

eProtocol | Investigator Role Manual
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Protocol Entry Process Protocol Entry Process

5.4 Module Specific Work Flow Sections spocios Lo be usad add  Dalots | clone

K ek saim  Ammal Sag LEDA Category S e el TieeS @i bimests W T
The following pages further investigate several of the tabs on the left menu bar. The tabs ] Zebrsih | Oiher | Ether E Furthasad =
that will be explained in section 5.4 are: Species, Administrative, Are you using, Funding,
Guidelines, and Training Checklist. Figure 5.10
Species Administrative
The Species tab is a module specific tab for IACUC and is required if any animals are being The Administrative tab is a list of general questions that pertain to the overall purpose of the
used in the protocol. If the protocol created is for IACUC, entering a species is mandatory. protocol. This page requires the use of Yes/No buttons with connected data fields as well as

multi-line text boxes.
1.To add a species, click on the Add button highlighted in Figure 5.9 below. Clicking this
button will create a pop-up window of the Add Species form. An example of this form can be

i i RCUE  BACTN [Peddgead 00 44 B8 241 (Investigator, Principal)
found in Figure 5.1 on page 12. N S '

Save | wpaldl Lhech @ Role | Ulosa

2. Fill out all of the mandatory data fields. o o
3. After entering all of the necessary information, click the Save button and return to the TR
species page where the species has now been added [ Figure 5.10]. B B P i el il il -

Thads Fuibiala” 5" Pus i e GiThar 0l i

[ Presa 8 bra scewwry el S wed covoisied uoder Fa ooy ool ooy o beeRd o awlods
e i o o] e ok s e et melaisd S Fnow ey s sgeroresd an Fee- svreeg raeiornl
DLAN san wavsdks mas wilha el val 3771059

Fandescod i 2a-(3=111 (Investigator, Principal)

Do 1 o st G v et e el mesiplend mivsgamasead el chsymose on kel 1 tay
atiensil Tl e vt At b o b AT S et ] it Bk Bl i e S el
HRDG &% RS 10 LAFG™ SSUTe A0S [F BB Y ! PGt ME3E Bo0 Tl 37 W0 | AT S5
Fi It Paeta B @ R SN PO B BT e Dt 0 Bt G
Trich AL A

MUMBER OF AHIAAL R (T @ 30 il dediimdiabis of 8 e B ad @i Dot ol Th il 8 ' i 0
canizs wll e woerk and cumber of sniir-sls muy b rowded roba prsizosl appeeten Mo el oirer Bt naons
El T il mise o e ete b e caend e B 3 WESRE PERRCED odl il purlee i o T % o B geeapa ) 0
Tt Tz 3 padrn|

i ol i Pl BePer il Do g o Pl ol 0 D W0 [0 T PRt 0 MO el e
Fcace roiuda Fam e e fooctc cedon

Figure 5.11
Egcuics ko be uzcd Add bk | Ere

Fiaams clach oo Aed w0 pdd Bocmsy bo s oesd

IR pnn rprma Sn el s vard F-.rl-.. witmm o IETLE 'P.P..-.l... [ ™ ™

Are You Using?

Enil arampis

Catagrirp B Arsrai oo Beadl el rot il o s rpdsdsaslal poip-dad . . .

Al 2 ERDer PsaLl gl [k Wil SERraios B fn o SETes This form is used to document hazardous agents to be used in the protocol such as, but not

Calrpory B Evvmirola @ vz ehes smsileio v g, siw il as waml i ave s o deies limited to, recombinant DNA, toxins, infectious agents, chemicals, and radioactive materials.

et A If hazardous biological agents or toxins are being used, an application to the Institutional
Figure 5.9 Biosafety Committee (IBC) is required. This page has active links as well as Yes/No buttons

with connected data fields [Figure 5.12, page 20].
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Figure 5.12

Funding

The Funding page allows for the Investigator to enter how the protocol will be funded. Adding
a Funding Source can be done by clicking the Add but as seen in Figure 5.13. A pop-up
window will appear with required data fields. Clicking Save will complete this process and
allow for more funding sources to be added if necessary.

Pagdsied i 14-0%-1 1 1 (Investigator, Principal)

r | Sl Cheek | Blelp | Close

Fridrg Chackliad
My e wark w4 pragoaisg e prodocal [er ey wmidsr periece!| boon
snibwrniladin urlr.-.i.:lu phesh i ety e A

I g, FTCR Tl g s Piwied | el i ok Pmnlion il el vl Py 1 i) F oo o Dgiinrng
P R

Frmding - Grants| anlrs A T s
Paadai ¢ 1R O fled B8 dals]  pidieed . 1 ARSI DRl e

Fearilivy) - Folfis

il (0N O L 0 | iR

Tribcr Frandieg Al | kst
Fmaus chch o Sod bo shd Debims T osd mg

Figure 5.13
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Guidelines

The Guidelines page is a list of all Mandatory and Non-Mandatory guidelines for the protocol
that must be reviewed and affirmed by the PI. Each guideline is an active link that generates a
new window when clicked on [Figure 5.14].

Pratess I8 14 5% 111 (Investigator, Principal)

Save | Spell Ukeeh | fxlp | TEaix

Mirwdiiaty i b " allimi
i iege e (¢ Frgeibe) mod Fogiel Wiponds -0 e
e lmalin o Anros
Deliruog W omare [rdpoiniy

Mg of =g Mlerisin
Baien bewprm
TR LEIT
Bom Ml oy Dwdles ard sl
Tl H ]

et s p AR Arima

Figure 5.14

Training Checklist

As attributes within the protocol change, the check box becomes available. This function is
necessary for assigning a person to training. Clicking on the blue PDF action button [Figure
5.15] will generate a PDF view of the required and completed training. The training is broken
down into two parts and are as follows:

Part 1: Required training is based on the protocol submission (e.g biological hazards,
surgical procedures).

A -Training that is required before a Pl can submit the protocol to the
Department Chair.

B - Training that is required before the protocol can be approved.
Part 2: Required training for each individual.

A - Individual training that needs to be completed before a Pl can submit the
protocol to the Department chair.

B - Individual Training that must be completed before the protocol can be
approved.

eProtocol | Investigator Role Manual 21
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(Investigator, Principal)

e e Working Through Tabs and Inputting Information
S The row of tabs allows for easier navigation from one page to the other. Clicking on a tab
Vogiaing Clovals Lisk opens up a specific page. The majority of the pages under the Protocol Information tab are
Piiat Wenip Wty Ump Ug Uy ek St ety forms for the protocol. Click each tab to fill out the necessary information on each form.
Mt ot macme e bl
fils i) (Wi [T - PR 11 g L
= rl.-’rq 'Il"':':. . =
' Fovern How to Add an Attachment
pincioa = n ] - n n u| In order to add an attachment, go to the Attachments tab on the top tab bar or the side menu
Char _ _ _ _ _ _ bar and follow the steps below.
it Ainaliind Department
ko M o e g e i i 1. Click the Add button highlighted in the image below. A pop-up window will appear [Figure
5.18] with mandatory data fields.
Figure 5.15

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

5.5 PrOtOCOI Informatlon to the attachment pop-up window.

The Protocol Information tab is different than the rest because it is the only tab with a 3. Click Save as your process is now complete.
sub-menu of tabs. The list of the secondary tabs will appear upon clicking the Protocol
Information menu tab. The new list of tabs are as follows: Justification of Animals, Husbandry
and Breeding, List of Procedures, Non-Surgical Procedures, Surgery Relationships, Schedule of
Procedures, Euthanasia and Attachments. Depending on what module you are working in will
determine which tabs appear. For this manual, IACUC tabs will be used as an example.

(- st ] b =] o ] sure—] oo Evin ] s}

ALLachment Add || Dl
Clich the "Ade buttom (o add Altecherenls’

= eProtocol - University - Attachments - Internet Explorer || @ ﬁ ]
--h -
Frevious] 8 .
Prrmae gl ¥l A
Vil s e o i Attachment(s] Sawe | Concel
 Purp... | Just. | vusb.. | ust | Mon... ] surp.. ] sche... | Eum ] Ama. Documen Ty Swct Oni =
PURMIEE AMD POTENTIAL VALUE OF STUDY AR e aNE) ~
. Mesr womnamnl Mmns *
Figure 5.17
L
= — 1=

Top Tab Layout and Functionality

Not only does the Protocol Information Tab generate sub tabs, Figure 5.18
it displays a list of tabs at the top of the content area. Clicking
on each tab will view the selected page. The user may navigate NOTE: All files are uploaded here.

through the pages by the top tab menu, side bar menu, or the
Previous and Next buttons [Figure 5.19].

Figure 5.16
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Protocol Entry Process

5.6 Certifications & Disclosures

It is mandatory that the Principal Investigator of the protocol sign and complete the required
certifications and disclosures in order for a protocol to be approved. A check mark is listed
next to the names of all members on the research team. Check the box next to your name to
signify you have read and understand the document.

The Certification is to ensure you and fellow research members comply and will abide by the
rules and guidelines pertaining to the protocol and research being performed.

The Conflict of Interest(COI) Disclosure is to disclose any financial conflicts of interest within
the research team.

NOTE: Each person must individually open the protocol and sign their own certification and
disclosure form.
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Protocol Entry Process

5.7 Check for Completeness

As you near the end of filling out the protocol form, click the Check for Completeness tab

in the left 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.
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5.8 Submit Form & Department Certification
Process

Submit Form Process

Before the protocol can be submitted to the Department Chair for approval, it must have
electronic signatures for the Certifications and COI Disclosures. After you have signed the
proper forms and filled out the necessary data fields, you may click the Submit Form tab in
the left menu bar.

NOTE: Submitting the form for Department Certification does not submit to IACUC. Once the
Department Certification is completed, an additional step is required to submit to IACUC.
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Department Certification Process

The Department Chair must check for the agreement of certification in order for the protocol
to be approved. To approve the protocol, follow the steps below.

1.In the Dept Certifications section of the grid, click on “Receipt of Dept Certification” under
the Protocol Event column. A pop-up window will appear like the one seen in Figure 5.22.

2. Click on the protocol ID number in the top left corner of the pop-up window to open the
protocol in another window.

3. Once in the protocol, go to the Certification page and check the circle next to your name to
confirm you endorse the certifications made by the Pl [Figure 5.19, pg 24].

4. After confirming the certifications, go to the COI Disclosure page within the protocol. Check
the Yes or No button next to your name to indicate any financial conflict of interest you may
have with the protocol [Figure 5.20, pg 24].

NOTE: The first of the two checkboxes shown below in Figure 5.22 will remain disabled until
steps 3 and 4 have been completed.
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Figure 5.22

5. Save and close your changes in the protocol and return to the Dept Certification pop-up
windown [Figure 5.22].

6. Click the Refresh button to update the window - enabling the first checkbox.
7. Choose to send off your certification by checking the appropriate box.

8. Click the Submit button to send your completed certification to the PI.

Protocol Entry Process

5.9 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
5.23.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.
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Protocol Entry Process

5.10 Event History

The Event History section of the protocol [Figure 5.24] enables the user to view all

transactions and submissions regarding the protocol. Any of the blue links under the “Status”
column generate a pop-up window like that of the Print View window [Figure 5.23], allowing
the user to see a list view of the form. Approval Letters can be found in the “Letters” column.
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5.11 Approval Letter

Approval letters notify the user that their request has been approved. For example, upon
creating a protocol, the PI must submit it for review. Once the protocol has been approved, the
Pl will be notified with an Approval Letter, which can be found in the Event History tab. Clicking
on the Approval Letter link will prompt a pop-up asking if you want to ‘Open’ or ‘Save’the

letter [Figure 5.25].
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6 APPROVED PROTOCOLS

Whether you are proposing a change to an existing study, requesting a renewal, reporting
safety information, or officially closing an Expedited/Full Board study, you are looking to
create another form or change an approved protocol. In order to do so, read pages 29 and 30

as they will guide you in the process of changing a protocol.

6.1 Start an Amendment

C
l
)

In order to start an Amendment, go to the Pl home dashboard and click on a Protocol ID of
an‘Approved protocol’ 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
protocol [Figure 6.2]. Fill out the required data fields on the Amendment form and submit the

amendment for review when finished.

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

/ EDIT/CLONE/DELETE

6.2 Start Continuing Review

Continuing Review is necessary when a protocol is nearing the end of its allotted time period.
If the research is still ongoing, the PI must fill out a Continuing Review form to renew the
protocol. The continuing review process is similar to starting an amendment. Click on a
Protocol ID to generate a pop-up window with the option to Start Continuing review [Figure
6.1]. The Annual Review Form will open in a separate window where the Pl may fill out the
required data fields.

7.1 Who can edit a Protocol

The PI has the ability to edit or view protocols within the Protocols (In Preparation/Submitted)
grid on the home dashboard, highlighted in the image below. Clicking on any of the Protocol
Id numbers results in a pop-up, as seen below, prompting the user to either‘Edit’ or ‘View’the
selected protocol.

NOTE: In the case that you do not see the Continuing Review option, it is because continuing
review will not become available until the protocol is within a certain number of days of
needing a review. A protocol is good for three years but must go up for a continuing review The only other members that are allowed to edit a protocol within the Investigator role are the
each year. CO-Pl and Lab Manager.
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Edit/Clone/Delete
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2 The Clone Protocol action button is used to duplicate a protocol. Clicking on the

action button will direct the user to another page as seen in Figure 7.2. Check the
circle next to the Protocol ID number you wish to clone followed by clicking the Clone
Protocol button. A duplicate protocol will appear with a newly assigned Protocol ID

number [Figure 7.3].
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3 Clicking on the Delete Protocol button takes the user to a page where a list of ‘In

Preparation’ protocols are displayed as shown in Figure7.4. Check the box to the left
of the Protocol ID number you want to delete. Complete this action by clicking on the
Delete Protocol action button.
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8.1 Responding to Comments

Reviewers have to ability to comment on Protocols which are then sent to the Investigator.
Some of the comments sent require a response from the Investigator. If that is the case, the
Investigator will see a link in the Protocol Event column titled “Comments Received (Cycle1)”
[Figure 8.1].

In order to respond to the comment(s) follow the steps below.

1. Click on the link to be directed to the Comments page [Figure 8.2] where you can view the
comments sent and if your response is required.

NOTE: The checked circle next to Response Necessary for Approval [Figure 8.2] lets the
Investigator know a response is needed.

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

3. Click on the Submit to IACUC action button to send off your response. The protocol event on
your dashboard will now read “Responses Sent (Cycle 2)".
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Comments/Responses

O SEARCH PROTOCOL

Overview
ePrloon] = Imeesigator = Home » Commenls

No matter your role, all members have the ability to search a protocol. A user can access the
_— Search Protocol page by first selecting the eProtocol menu on the top menu bar. Hover your
o n mouse over your role and click on the menu tab titled Search Protocol.

m Show All Commants | Submiil o LACLC

Prodacal I 547012+ (Investigator, Principal)

You will be directed to a search page like the one shown in Figure 9.1. On this screen, you may
search for all protocols that you have access rights to. Protocols can be searched by Study
Title, Principal Investigator, and Protocol ID. Searches can be saved for future use. Saved
searches maintain the search criteria for faster subsequent searches.

Commanis

Secipdn: Pusposs and Vailud
Commpeis |

aane eepard on the purpcas amd value
* Responss Necessary lor Approval Smppesticn Mot Nscassary tor Approval

oo sove Jcrenr

PGt = InESSgaer = HOTH = Sdanth Proindo!
Fgure 5.2 o Jf o |
Frofocod 11 Shudy [itla
Comments Cycle Explanation esngates
Fi o Pogren Borbor ! '-':; L s LH 7 il ] S _"\-"I
Comments Received (Cycle 1) means at least one Reviewer assigned for review sent Pecartren ey ) Wewting Debs -
comments on the protocol. The RCA is responsible for taking the comments and sending them
to the Principal Investigator which is also referred to as Comments Sent (Cycle 1).
Form Nama —PHREE T — ini |
Responses Received (Cycle 1) is when the Investigator has responded to the comments diisaits e
written by the Reviewer(s) and/or Panel Manager. The Investigator must then send his/her FHase St )
responses to the comments to the RCA(s) which is called Responses Sent (Cycle 1). Animal Type —Plegss Seec|— wl
Completing those four steps is considered a Cycle. Should the four steps be repeated, the Figure 9.1

comments will then be in their second cycle and so on.
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10 SUMMARY

You have successfully completed the Investigator Role Manual. We hope you have a better
understanding of the overall functionality of the Investigator portion of eProtocol. To review the
overall functionality of eProtocol, please see the General Functionality and Dashboard Manual.

For more information on the functionality of other operating roles in eProtocol, please see The
Committee Manager and RCA Role Manual or the Reviewer Role Manual.
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