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1 OVERVIEW

The IRB Investigator Role Manual examines the functions, job duties and requirements of
an eProtocol user logged in as an 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 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:
Internet Explorer 10 and above, 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. WSU Access ID and Password required

If you do not have, or have forgotten your Access ID and password, see
the General Functionality & Dashboard Manual for more information

4. Avoid using the Back button

Using the Back button will log the user out.

5. 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: Based on your research discipline, some options may vary.
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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.

(Investigator, Principal) University - Investigator

eCOl » | eProfocol -

24280 | Sign Out | Help

eProtocol # Investigator » Home

Create Protocol Clone Protocol Delete Protocol

Protocols (In Preparation / Submitted) ¥

NEW ¥

Protocol ID Principal Investigator | Title Protocol Event Panel Meeting Date
Turnor
Pharmacokinetics '

14-09-116 Investigator, Principal asthe Missing  Yetto Submitfo IRB
Link between In
Vit...

Figure 2.1
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Creating a New Protocol: Entry Screen

Study Title

Ftudy Title herg|

cs IACUC IBC ¥ IRB RSC

IRB

IRB Form

Figure 2.2

2. Enter full study title.

3. Select ‘IRB Form'. Upon your selection, more content will appear on your screen [Figure
2.3].

4. Search and add the Principal Investigator to the protocol. A PI must be named at the time
of the creation of the form. For more information on the search and add functionality, please
see page 15.

5. After completing the necessary data forms, click the Create action button.

Department Chair/Dean
Department Chair/Dean Name:
University Title: WSU Access ID:
Department: School/College/Division:

Select One :

Office Address: Office Phone:
E-mail Address: Emergency Phone:
Alternate Email Address: Laboratory or Other Phone:

Training Details: All research personnel are required te complete Human Participant Research Training frem CITI within the last 3
years prior to engaging in any research-related activity. Please visit CIT] Program to complete the training if needed.

Figure 2.3
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PROTOCOL ENTRY
3 PROCESS NAVIGATION

(
{
3.1 Top & Bottom Navigation Buttons ‘[

There are several ways to navigate through a 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.

Save | SpellCheck | Help | Close I
I —

ktigator

westigator” as an individual who conducts a research study. If the study is conducted by a team of indivig
s the responsible leader of the team. Students, Fellows and Residents may act as Investigator with a Fag

e: Investigator Role:

)

WSU Access ID:

Figure 3.1

o save | spell Check | Help | Close °

o0

Figure 3.2
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8

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.

ml Spell Check | Help | Close

Saving... Please wait...

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 Check | Help | Close Save | spell Check | Help | Close
previous (50 CPrevious QLI
Figure 3.4 Figure 3.5
3 The Next button has similar functionality as the Previous button, but 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 will
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 asking 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].

E 8 [erioiosol Universiy = NOTE: When the spell check window

| - — initially opens, it hides behind open

| S _____ @ 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.
nt 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.

eCOl - | eProtocol -

* Please select any one Protocol.

eProtocaol »= Investigator » Home #» Clone Protocol

Figure 3.7

eProtocol | Investigator Role Manual 9




4 | EFT 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.

Personnel Information

Participant Checklist
Study Location

VAMC Checklist

Protocol Checklist
Funding

DoD Questionnaire
Protocol Information
Addendum: Children a...
Addendum: Prisoners ...

Addendum: Pregnant
W...

PP790¢

0606000000

Addendum: Internatio...

Addendum: Internet U...

?

Addendum: NIH
Genomi...

Training Checklist

Obligations

COI Disclosure
Check For Completeness
Submit Form

Print View

P7¢19

Event History

Figure 4.1
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Left Navigation Bar

| Personnel Information - This section specifies who the Principal Investigator is on the protocol. [Page 15]

2un. Participant Checklist - This section identifies the specific participant population that will be included in the
protocol (check all that apply). [Page 18]

3...... Study Location -This section will identify where study activities will take place, whether that be a Wayne State
facility or an affiliate site. [Page 19]

4...... VAMC Checklist - This section will be completed if the study will be conducted at the J.D. Dingell Veteran ‘
Affairs Medical Center (VAMC). [Page19]

5...... Protocol Checklist - This section will be used to specify any checklists associated with the protocol. [Page 20] [

6...... Funding - This section allows for indicating the funding source for the protocol. [Page 21]

7. DoD Questionnaire - This section is completed if funded or sponsored by the U.S. Department of Defense.
[Page 21]

8. Protocol Information - This section’s form’s sub-tabs are used to give more detail about the protocol and the
protocol participants. [Page 29]

9...... Addendum: Children as Participants - This section is completed when children are included as research
participants. [Page 22]

10..... Addendum: Prisoners as Participants - This section is completed when prisoners are included as research
participants. [Page 23]

M..... Addendum: Pregnant Women, Fetuses and Neonates - This section is completed when Pregnant Women,
Fetuses and Neonates are included as research participants. [Page 24]

12...... Addendum: International Research - This section is completed when research activities will be conducted
outside of the United States. [Page 25]

13..... Addendum: Internet Use in Research - This section is completed when the internet will be used for
study recruitment or research activities.. [Page 26]

14...... Addendum: NIH Genomic Data Sharing - This section is completed when research activities include
collection/sharing of genomic data/material for a NIH supported study. [Page 27]

15..... Training Checklist - This section is used to keep track of all mandatory CITI training for all study key
personnel listed on the protocol. [Page 28]

16..... Obligations - This section is used by the PI and all study key personnel must acknowledge and complete the
study obligations section. [Page 31]

17..... COI Disclosure - This section is used to make note of any financial conflicts of interest within the research
team. [Page 32]

18..... Check For Completeness - This section is used to check for any unanswered questions or missing CITI
training for study key personnel. [Page 33]

19..... Submit Form- When the protocol is finalized and all mandatory signatures have been received, the PI must
click Submit Form in the left navigation menu. [Page 33]

20..... Print View -This section of the protocol is used to generate PDF’s with or without comments. [Page 35]

21..... Event History - This section is used to catalog dates in the life of the protocol and generate a list of all e-mail
correspondence from the system. 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 36]

eProtocol | Investigator Role Manual 11




PROTOCOL
O ENTRY PROCESS

9.1 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 Faculty Sponsor/Mentor 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 subject matter being used for an IRB module.

0.2 Interacting with Data Fields

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

o 3 4

Save Cancel

o—O Note: * denotes mandatory field.
Faculty Sponsor/Mentor

Faculty Sponsor/Mentor Name: aculty SponsoriMentor Role:

Select One 5
University Title: WsU Access ID:
Department: School/College/Division:
oi—o Select One =
Office Address: Office Phone:
E-mail Address: Emergency Phone:
Alternate Email Address: Laboratory or Other Phone:

Training Details: All research personnel are required to complete Human Participant Research Training from CITI
within the last 3 years prior to engaging in any research-related activity. Please visit CITI Program to complete
the training if needed.

Figure 5.1a

Figure 5.1b

Mlel

McLaren

Feferrals

Other (Please Specify)

5 4 :
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Protocol 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. ‘

2 Single-Line and Multi-Line Text Box

Single and multi-line text boxes are found throughout eProtocol. Multi-line text boxes
are usually much larger and allow for multiple lines of text.

3 Drop-down Data Fields

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

4 Searchable Data Fields

Certain instances an icon will appear, such as a calendar or binoculars, that will allow
the user to search for information browse for specific information.

5 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
inputted information. The example in Figure 5.1b shows a text box that is dependent
on other information to be entered in order to become active.

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.

NOTE: Any gray text boxes indicates the box is not active.

eProtocol | Investigator Role Manual 13




Protocol Entry Process

Will the study include interactions, interventions and or procedures involving study No
participants? =
Describe in chronological order of event(s) how the activities will be conducted, providing information about all
procedures (e.g. interventions/interactions with participants, data collection, photographing, audio and video
recording}, including follow up procedures.

Figure 5.2

Will the study include interactions, interventions and or procedures involving study ¥
participants? - o
Describe in chronological order of event(s) how the activities will be conducted, providing information about all
procedures (e.q. interventions/interactions with participants, data collection, photographing, audio and video
recording), including follow up procedures.

Figure 5.3
o
Co-Principal Investigator Add | Delete

Please click on Add to add Co-Principal Investigator

Figure 5.4

6 Add/Delete Functionality

The Add/Delete Functionality allows for the Investigator to change information within
the protocol. An example of this can be seen under the Personnel Information when
adding or removing individuals information to the protocol. [Refer to page 15 for more
information on Personnel Information.]

Add - Clicking this button will generate a new window where the additional individuals
can be added to the protocol as needed.

Delete - Check the box next to the individual 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
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Protocol Entry Process

Co-Investigator Add @ Delete
Co-Investigator Name: E-mail Address
Murphy. Sandra @ @ eProtocol - Wayne State University - Confirmation

Other Investigator(s) ‘ & Secure | https://ksqawebZ2.ovprwayne.edu/applicationformy... h Add | Delete

e Are you sure you want to delete selected user(s)?

Study/Regulatory Cu-url n I Add | Delete

Administrative l:nntactl l Add | Delete

Figure 5.5

5.3 Personnel Information

The Personnel tab is the area of the protocol where all study key personnel are entered. Study
key personnel should be entered for each applicable section (i.e. Co-Investigator, Study
Regulatory, Other Investigator, Study/Regulatory Coordinator(s) etc.). All study key personnel
will need a WSU Access ID & password. All study key personnel will need to log into eProtocol
to complete the Obligations and COI Disclosure sections.

Find User Search Functionality

Some fields have a binocular icon next to them [Figure 5.6] which signifies the search and add
functionality. Clicking on the icon generates a pop-up window like the one in Figure 5.7.

eProtocol | Investigator Role Manual
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Protocol Entry Process

Department Chair/Dean
Department Chair/Dean Name:

Gao— |

University Title:

Department:
Select One

Office Address:

ik

Figure 5.6

Find User Find

User ID: | |

First Name: | |

Last Name: | |

Figure 5.7

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.

16 eProtocol | Investigator Role Manual




Protocol Entry Process

Auto-Population of Stored User Data

After selecting a member using the search and add function, any previously saved information '
regarding the user will auto-populate in the data fields. After adding the 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]. [

Department Chair/Dean

Department Chair/Dean Name:

Advisor, Faculty %

University Title: WsU Access ID:
Department Chair

Department: School/College/Division:

e 12

Office Address: Office Phone:
1-888-555-5555

E-mail Address: Emergency Phone:
name@email.edu

Alternate Email Address: Laboratory or Other Phone:

Training Details: All research personnel are reguired to complete Human Participant Research Training frg
years prior to engaging in any research-related activity. Please visit CITI Program to complete the training)

Figure 5.8
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Protocol Entry Process

0.4 Module Specific Work Flow Sections

The following pages further investigate several of the tabs on the left menu bar. The tabs
that will be explained in section 5.4 are: Participant Checklist; Study Location; VAMC
Checklist; Protocol Checklist; Funding; DoD Questionnaire; Addendums: Children as Research
Participants; Prisoners as Research Participants; Pregnant Women, Fetuses and Neonates as
Research Participants; International Research; Internet Use in Research; and NIH Genomic
Data Sharing; and Training Checklist.

Participant Checklist

The Participant Checklist is a module specific tab for the IRB and is required to indicate

the study population that will be included as research participants in the study. Check all
instances that apply to the proposed research project. If there is a group that will be included
in the study that is not listed, check the “Other” box. After checking the “Other” box, a multi-
line data field will become active to specify the additional type of participants that will be
included in the research project.

To unselect a group, click the box again to remove the check mark.

Personnel Information

Participant Checklist
Participant Checklist
Check All That Apply :
~| | NiA(Please only select this option for Not Human Participant Research)
—| | Children Under 18
~| | Pregnant Women
~| | Fetuses/ Neonates
—| | Prisoners (If using Prisoners, you must select Full Board Review in the Study Details)

Study Location
VAMC Checklist

Protocol Checklist

Military Personnel

Adult Volunteers

Economically or Educationally Disadvantaged

Mentally Il

Students

Mote: Instructors cannot recruit their own students as research participants

Employees

Mote: Supervisors cannot recruit their own employees/direct reports as research participants
llliterate

Homeless

Public Officials / Candidates for Public Office

Institutionalized Patients / Residents

Persons with diminished capacity or unable to give consent(comatose, dementia, has a legal guardian)
Healthy Individuals

Other (please specify):

DoD Questionnaire
Protocol Information

Addendum: Children

Addendum: Prisoners

Addendum: Pregnant

-
'?"E
G
F]
B
£
3

=
2
&
F]
o
%

a
=
]
2

m: NIH
Genomi...

Training Checklist

Figure 5.9
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Protocol Entry Process

Study Location

The Study Location tab is used to specify what location(s) the protocol will take place at. '
Users may select all options that apply. Several of the options will require more information

if selected. If WSU will function as the coordinating center or lead institution, the user will be

required to attached the coordinating center application form at the bottom of the section. [

Personnel Information

Study Location
Participant Checklist

Select all that apply

Study Location

VAMC Checklist

Mote: Check Other and input text iffwhen:

1.} Your study location is not listed below

Protocol Checklist
2.} You would like to list additional details of a location from the list below (2.g., specific school within a school

district).
DoD Questionnaire Study Location
Protocol Information | WSU Department / Institute SelectOne 3
WSU OnCore

:f_de"d"“ Sl ~| Location. Please Specify

Department of Psychiatry and Behavioral Neuroscience
Kresge Eye Institute Outpatient Care

WSU University Physician Group (UPG). Please Specify

Addendum: Prisoners

Addendum: Pregnant
Barbara Ann Karmaneos Cancer Institute (KCI}

Detroit Medical Center
Children's Hospital of Michigan
Detroit Receiving Hospital/University Health Center
DMC Heart Hospital
Harper University Hospital
Huron Valley/Sinai Hospital
Hutzel Woemen's Hospital
Kresge Eye Institute Operating Room
Michigan Orthopedic Specialty Surgery Hospital
Rehabilitation Institute of Michigan
Sinai-Grace Hospital
—| J.D. Dingell Veterans Affairs Medical Center (VAMC)
—|  Other WSU affiliated site

£

=
3
8
g
Fl

Addendum: Internet

I

=
-3
-3
]

-]

a
E

=
=
k4

Training Checklist
Obligations

COI Disclosure

Sl 1) Has this protocol been submitted to any other Institutional Review Board? 7 ves B

HbmIt Form 2)  Is this a multi-site project? (A multi-site study is one where different Pls at different N
institutions are conducting the same study or aspects of the same study.) o u

Print View
3)  Will Wayne State University function as the coordinating center or lead institution?

. < Yes No
Event History
It Yes, please attach the WU coordinating center application form

Attachment Add | Delete
Click the "Add" button to add 'Attachment’

| =) )
—_— - ]
Q a H
< : :
o g

o

-

-

VAMC Checklist

This section of the module will only be required if the user selected the J.D. Dingell Veterans
Affairs Medical Center on the Study Location Form [FIGURE 5.12]. Fill out the form accordingly
and attach any required documents.

NOTE: This section will be inactive if it was not checked on the Study Location and the user
may press NEXT to continue to the next tab.

eProtocol | Investigator Role Manual 19




Protocol Entry Process

Department of Psychiatry and Behavioral Neuroscience
Kresge Eye Institute Outpatient Care
—|  WS3U University Physician Group (UPG). Please Specify

Barbara Ann Karmanos Cancer Institute (KCI)
Detroit Medical Center
Children's Hospital of Michigan
Detroit Receiving Hospital/University Health Center
DMC Heart Hospital
Harper University Hospital
Huron Valley/Sinai Hospital
Hutzel Women's Hospital
Kresge Eye Institute Operating Room
Michigan Orthopedic Specialty Surgery Hospital
Rehabilitation Institute of Michigan

Sinei-Sraee-Heoaptal
@ J.D.Dingell Veterans Affairs Medical Center (VAMC)
LANET VWoLr all U Sl
. . _— . -
1) Has this protocol been submitted to any other Institutional Review Board? Yes
2 o thic o multiocite neniect? (A& multicite ctidy ic nno where difforent Ple at difforent A

Figure 5.12

Protocol Checklist

Use this section to specify further details of the protocol. Certain sections may require more
information in a single-line data field once selected.

Focus group
| | Participant observation
Funding _| | Internet use in research
- % | | International research
DoD Questionnaire ~| | Thesis or dissertation project
Protocol Information - Record rfﬂew [i.g: mEdE:?_l record _rLewew. E!::!I.IC_&HOI‘I rico.r_d re)weuijn R R
- - Researchrtatwilt-te-nsediosrppor-arapplicatortote-Feod-amd-Brogirmimstrationr =Bl
Addendum: Children Clinical trial that is or will be posted on ClinicalTrials.gov
e Please provide your ClinicalTrials.gov registration number: (e.g., NCT12345678)
Addendum: Prisoners ~ Pending
SMIMErciany avananie arugs, rTeagente, qevices requiated oy e
Addendum: Pregnant FDA (even if they are not being studied)

W... Investigational medical device

Humanitarian Use Device (HUD)

Investigational drug, reagent, or chemical

8 Expanded use of an investigational drug

Addendum: Internet Chemotherapeutic drug (cytotoxic, anti-neoplastic) used in research facilities owned by Wayne State University)

. — Lefoctioas o

Figure 5.13

Addendum: —
Internatio...
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Protocol Entry Process

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 button as seen in Figure 5.14. 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. [

VAMC Checklist Add external and internal grant funding source(s) below: Federal Government, Other Government
[stateflocal]‘ Foundation, Other, Irldusterrlvate or Cnoperatlve Group.
Protocol Checklist

Federal Government Add | Pelete

Please click on Add to add Federal Government

[ NN ] eProtocol - Wayne State University - Federal Government
sh‘ @ Secure | https://ksgawebZ2.ovprwayne.edu/applicationform/FORM_ATTACHM...

Federal Government Save Cancel
Name of Funding Source: Select One n

v

R

Index Number:
) Institute Proposal Number:

\\I" Award Title (If different from Protocol Title):

T

Period of Funding:
A copy of the grant/funding proposal andfor Choose File | No file chosen
o I contract must be submitted for review.

Training Checklist

N |

Dbligations

Figure 5.14

DoD Questionnaire

This section of the module will only be required if the user selected the Department of Defense
as a funding source [FIGURE 5.15]. If the Department of Defense was added as a funding
source, fill out the form accordingly.

NOTE: This section of will be inactive if it was not checked on the Funding section and the user
may press NEXT to continue to the next tab.

= TeweraTwUverTTTENTT LT[ e —
Funding

Please click on Add to add Federal Government

@ © ®  eProtocol - Wayne State University - State/Local Government
1 @ Secure | https://ksgaweb?2.ovprwayne.edu/applicationform/FORM_ATTACHM... *"
a...

Addendum: Prisoners State/Local Government Save | Cancel
Name of Funding Source:
adendum: regnan [ (R BN >

Institute Proposal Number: Funding Source?

Award Title (If different from Protocol Title): Funding Source3
Internal Grant Program

Period of Funding: National Science Foundation |
State or local government

A copy of the grant/funding proposal and/or Other 9

contract must be submitted for review.

Figure 5.15
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Addendums

The following sections are only required if the appropriate categories were selected from the
Participant Checklist. If the category was not selected from the Participant Checklist, click
Next to continue to the next step of the module.

NOTE: These sections will not be activated if the appropriate selection was not checked on the
Participant Checklist.

Children as Research Participants [FIGURE 5.16 and 5.17]

This tab requires the risk assessment and any documents when the protocol involves
children (study participants under the age of 18). Users will answer the following
questions by using a series of check boxes, single-line data fields, and multi-line data
fields. If needed, appropriate documents can be uploaded to the Protocol Information tab
in the blue menu on the left of the screen.

¥ Describe how (s Gholoe of an appropriae mechanism Is defermined by 1he nalure and pUTpose of e
Pe | Informati activities described in the protocol, the risk and anticipated benefit to the research subjects, and their
reonnel Information g7 it Chitdren under 18 is not checked in the Participant Checklist, please click ‘Next”to proceed. age, maluriy, status, and conditon

e

T | Addendum: Children as Research Participants
g,n,

_ . | For assistance in answering the following guestions, please refer to the IRB Policy for "Vulnerable Subjects:
Children" at htip://research. wavne.edu/irb/

Addendum: Children

Gategory 2 - Research involving greater than minimal isk but with a potentialfor direct benefit to the
individual participants (45 GFR 46.405)

How will the child's assent be obtained?
ssent not required (age 6 or below)

ry3- than minimal risk and prospect of direct beneft to the Oral Assent (age 7-12)

child, butkely to yield generalizable knowledge about the child's disorder or condition (45 CFR 46.406)" nformation Sheet (age 13-17)

Written Adolescent Assent (age 13-17)

Consent Form with line for Written Assent (age 13-17)

Waiver of Assent

* BOTH PARENTS MUST GIVE SIGNED INFORMED CONSENT FOR THEIR CHILD TO PARTICIPATE IN

CATEGORY 3 RESEARCH.

a. ControllPlacebo Group (if applicable): Select the risk category for the. NA
child participants that will be in a control/placebo group:

4. Wil research involving children be conducted ouiside of Michigan? "
H Category 1- Research not involving greater than minimal isk (45 CFR 46.404) NOTE: Attach supporting documentation (e.g., copies of national, state, or local law, or opinion of
legal counsel) as Document Type ‘Other’ in the attachment section.

Category 2- Research involving greater than minimal sk but with a potential for direct benefit to
Training Checkist the individual participants (45 CFR 46.405) 2. Describe who under the law of the lcal jurisiction has ot reached the Isgal age to conset o the
procedures involved in this protocol

£ Category 3 - Research involving greater than minimal risk and with no prospect of direct benefit to
he child, but kely to yield generalizable knowledge abou the chid's disorder or condition (45 CFR

46.408)"
Check For .
Completeness BOTH PARENTS MUST GIVE SIGNED INFORMED CONSENT FOR THEIR CHILD TO PARTICIPATE IN b, For research involving chidren conducted outside of Michigan, will a guardian, o
(CATEGORY 3 RESEARCH. instead of a parent, be providing permission for a child? -

(Select all that appl legal counsel) as Document Type ‘Other in the attachment section.
esearch Informed Gonsent FormyParental Permission (signature of atleast one parent obtained)
Event History If Research Informed Consent Form/Parental Permission is selected, answier the following three . Describe who under the law of the loca jurisdiction is authorized to consent on benaif of the child

questions
Wil one or both parental signatures be required?
one
Boin
Wil chidren who are wards be enrolled i the proposed research? 3 @

If only one parental signature wil be required. provide justification for NA

only needing one signatre: a. Provide supporting documentation for the above (e.g. copies of national,state, or local law, or opinion of
legal counsel)

If both parental signatures are required (i. research is more than NA

‘minimal risk], how will the researchers document cases when only one b. lf?gzri’g’gff;’ research Risk Category 37 es

parental signature can reasonably be oblained?
Will the study be related to the chid participants' tatus as wards? =
Wil the study be conducted in schools, camps, hospitals, nstitutions, or similar =
Settings In which the majory of chidren involved as partcipants are not wards?

Walver of Parental Permission (select if not obtaining parental permission of Using the School-

Parental Information Letter with Decine Participation Option) Federal reguiations do not allow wards to be enroled In the proposed Risk Category 3 research. Ward

Describe provisions for a child advocate or other plans for protection of fights of child during enroliment status should be an exclusion critera

and throughout the study:
Describe who wil act as a child advocate for wards in the proposed Risk Gategory 3 study:

Provide evidence that the waiver of parental permission is consistent with federal, state, or local law:
NOTE: a child advocate must be appointed for each child that is a ward, in aditon to any other
individual acting on behalfof the chid as guardian of in loco parentis. One individual may serve as
advocate for more than one child. The advocate shall be an individual who has the background and
experience to act n, and agrees to actin, the best inerests

Figure 5.16 Figure 5.17

% 2 Sslectine typels) of parental permision that il be used NOTE: Attach supporting documentation (e.g., copies of national, state, or local law, or opinion of
)
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Prisoners as Research Participants [FIGURE 5.18]

This tab is to gather additional information when the protocol involves prisoners. Users
will answer the following questions by using a series of check boxes, single-line data

fields, and multi-line data fields.

NOTE: If Prisoners is not checked in the Participant Checklist, please click ‘Next’ to proceed.
Addendum: Prisoners as Research Participants

1. To comply with research protections for prisoners, 45 CFR 46.306(a)(2), the proposed research must
fall within one of the following categories. Select the category that best describes the involvement of
prisoners in the proposed research:

a)  astudy of the possible causes, effects, and processes of incarceration, and of criminal behavior,
presenting no more than minimal risk and no more than inconvenience to the participants;
b)  astudy of prisons as institutional structures or of prisoners as incarcerated persons, providing that
the study presents no more than minimal risk and no more than inconvenience to the participants;
¢}  astudy of conditions, particularly affecting prisoners as a class of people (e.g., research on
diseases that are much more prevalent in prisons than elsewhere, such as hepatitis; research on
social and psychelogical preblems, such as alcoholism, drug addiction, and sexual assaults)
d)  astudy of practices (both innovative and accepted) that have the intent and reasonable probability
of improving the health or well-being of the participants
e)  an epidemiologic study (e.g., related to chronic diseases, injuries, or environmental health) that
meets ALL of the following conditions:
The research presents no more than minimal risk for prisoners-participants;
Prisoners are not a particular focus of the research;
The sole purpese of the research is either to describe the prevalence or incidence of a disease
by identifying all cases or to study potential risk factor associations for a disease.

NOTE: for categories c, d, and e, research conducted or sponsored by DHHS may proceed only after
the DHHS Secretary has consulted with appropriate experts including experts in penology, medicine,
and ethics, and published notice in the Fedreal Register of his/her intent to approve the research.

2. Name of the penal institution:
Penal institution location:
Type of facility (e.g. local, state, federal, etc.):

3. Describe the i to par (i.e., compared to general living conditions,
medical care, quality of food, amenities, and opportunity for earnings in the prison):

4. Describe any additional steps that will be taken to avoid undue influence (considering the limited
choice environment of prison):

5. Explain how the risks involved in the research are similar to the risks that would be accepted by non-
prisoner volunteers:

6. Explain how prisoners will be selected for the study and/or assigned to treatment groups:

NOTE: The selection of participants within the prison and procedures for assignment to various
groups within the research (e.g., experimental vs. control groups) should be designed to be fair to all
prisoners and immune from arbitrary intervention by prison authorities or prisoners.If the study uses
non-prisioners, as well, the prisoners should have a separate consent form.

a.  Describe the safeguards in place to provide assurances that parole boards will not take into account a
prisoner's participation in the research when making decisions regarding parole:

NOTE: Prisoners must be clearly informed in advance that participation in the research will have no effect on
their parole. This must be clearly stated in the informed consent document.

7. Describe foll P i or care of par to be p after their par has
ended (| quency and that will be avai as taking into the
varying lengths of individual prisoner's sentences:

8. Describe where the copy of the informed consent form and/or information sheet will be kept (e.g.,
arrangements made with prison warden):

Figure 5.18
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Pregnant Women, Fetuses and Neonates as Research Participants

[FIGURE 5.19]

This tab is to gather additional information when the protocol involves pregnant women,
fetuses, and neonates. Users will answer the following questions by using a series of
check boxes, Yes/No buttons, single-line data fields, and multi-line data fields. If needed,
appropriate documents can be uploaded to the Protocol Information tab in the blue menu

on the left of the screen.

NOTE: If Pregnant Wemen, or Fetuses [ Neonates is not checked in the Participant Checklist, please click
‘Mext’ to proceed.

Addend Py N "

3 as

gnant Women, Fi h Participants

SECTION A: Research Invelving Pregnant Women and Fetuses Where Research is Directed at Pregnant
Women, Fetuses, and/ior Neonates

1. Does this research involve pregnant women and fetuses? Yas No

a. Describe the preclinical studies, including studies on pregnant animals, and clinical studies that include
studies on nen-pregnant women, where scientifically appropriate, that provide data for assessing
potential risks to pregnant women and fetuses:

b.  Select all groups where there is a prospect of direct benefit of participation:
Pregnant Women
Fetuses
Nong

c. The risk to the fetus is:
Mot greater than minimal risk - prospect of direct benefit for the women andfor fetus
Not greater than minimal risk - without prospect of direct benefit but the purpose of the research is
development of important knowledge that cannot be obtained by any other means
Greater than minimal risk - caused solely by procedures that hold the prospect of direct benefit for
the women and/or fetus

d. Explain how the risks to participation are the least possible for achieving the objectives of the research:

SECTION B: R

h With N ites Of Uncertain Viability and Non-Viable Neonates

1. Does this research involve necnates of uncertain viability and non-viable neonates? ez No
a. State who, other than investigators and key personnel, will determine the viability of a neonate and
what procedures will be used to determine viability:

b. Describe preclinical studies and clinical studies, where scientifically appropriate, that provide data for
assessing potential risks to neonates:

c. Select the viability of necnates in the proposed research:
(Select all that apply)
Uncertain Viability - see Note 1or 2 at the end of this page
Non-\Viable - see Note 1 or 2 at the end of this page

d. For necnates of uncertain viability, the risk to the neonate is: NIA
{Select one)
The least possible and the research holds the prospect of enhancing the probability of survival to
the point of viability
No added risk will result from the research and the purpose of the research is development of
important knowledge that cannot be obtained by other means

@. Describe the potential risks to neonates of uncertain viability: NIA
f. Describe the potential direct benefits to neonates of uncertain NIA
wiability:

NOTE: If there are potential risks, explain how the research holds the prospect of enhancing the probability
of survival to the pointof viability.

g. For nen-viable neonates, there should be no added risk to the NIA
neonate resulting from the research. Explain how this will be
accomplished in the proposed research:

NOTE: If there are potential risks, explain how the research holds the prospect of enhancing the probability
of survival to the pointof viability.

g. For nen-viable neonates, there should be no added risk to the NIA
neonate resulting from the research. Explain how this will ba
accomplished in the proposed research:

h. Explain why the knowledge gained by studying nen-viable neonates in NIA
the proposed research cannot be obtained by other means:

MNOTE 1: The consent of either parent or either parent's legally autherized representative {if neither parent is
able to consent because of unavailability, incompetence, or temporary incapacity) is required, except that
the consent of the father (or his legally authorized representative) need not be obtained if the pregnancy
resulted from rape or incest.

NOTE 2: The consent of both parents is required. The consent of a legally authorized representative of
either or both of the parents of the non-viable neonate will not suffice. If either parent is unable to consent
because of unavailability, incompetence, or temporary incapacity, the consent of one parent will suffice,
aexcept that the consent of the father need not be obtained if the pregnancy resulted from rape or incest.

Figure 5.19

24 eProtocol | Investigator Role Manual




Protocol Entry Process

International Research
[FIGURE 5.20]

conducted outside of the United States. Users will answer the following questions by
using a series of check boxes, single-line data fields, and multi-line data fields. If needed,
appropriate documents can be uploaded to the Protocol Information tab in the blue menu

This tab is to gather additional information when the protocol involves research "
on the left of the screen.

NOTE: In addition to completing the submission in eProtocol, appropriate documentation
will need to be submitted to the Export Control Office

note:wintemal  Addendum: International Research
Addendum: Inte:
Expart conial 1| EXPOTt Control review is required for all international research. Submit the following documents to the Export Control
Conrol 0= 24 Office at exportcontrol@wayne.edu:

o Al Lok +  Scientific Protocol, Proposal, or Grant Application with References
ttocol Checklist <A »  Letter(s) of Support (if applicable)

\ding NOTE: For reseal +  MNames of contact persons, groups, etc.

I required. . it H 4 o

D Questionnaive [N Any additional information deemed appropriate

1 or e

tocol and "Department of Defense Requirements for Human Subject Research Protection.”

1
oo 1 Country where intemational research-related activities will be conducted:

dendum: Children

NOTE: If international research-related activities will be conducted in more than one country, complete a
separate Appendix A for each country.

a. Has the Export Control Office reviewed the proposed international research?

2. Listthe specific site(s) in the country listed in Q#1 whera research will be conducted (i.e. institution,
organization, or community):

- 3 Is there a local IRB, research review board, government official/board, or equivalent ¥
ining Checklist available to review the ethics of the proposed research for the intermnaticnal site(s)? . m

P | NOTE: The individual(s) providing approval must be familiar with the cultural background, local context, and
xck For community attitudes of the country in which the research will be conducted and should not be associated
npleteness with the conduct of the proposed research.

tions a. Is alocal expert or community leader available to review the proposed research
and provide documentation of approval?

[ Disclosure

» orm b.  Will only social, behavioral, or educational research methods be used?

nt View
int History

4, Describe gualifications from relevant coursework, past experience, or training to justify international research
capabilities:

5. Concisely describe the research setfing of the host country. Include socialfcultural nerms, socialicultural
ies, and/or political conditions of the location(s) in which this research will be conducted. Also include
any provisions that will be made to conduct the research in this context (for example, monetary compensation
for participation in a research study may need to be adjusted according to income standards of the host
country to avoid offering a sum of money that might be coercive. )

6. Does the P| speak/read/write the language of the potential participants?

a. Explain provisions for recruitment and consent translation(s):

7. Has the Pl been invited into the community?

a. How did the Pl identify the community that will be studied?

b.  How will the researchers enter the and become with the 7

8. Anticipated Dates of Travel:
Departure : Returmn:

o | Figure 5.20
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Internet Usage [FIGURE 5.21 and 5.22]

This tab is to gather additional information when the protocol involves internet usage.
Users will answer the following questions by using a series of check boxes, Yes/

No buttons, single-line data fields, and multi-line data fields. If needed, appropriate
documents can be uploaded to Protocol Information tab in the blue menu on the left of
the screen.

Personnel Information| oy e it \niermet Use in Research is not checked in the Protocol Ghecklist, please click ‘Next’ to proceed.

Participant Checklist

Addendum: Internet Use in Research

Study Location
1. Selectalli

VAMC Checklist adverisemd Addendum: Internet Use in Research
See IRB pdg
Protocol Checklist http:/iresed
{,ﬂ; 1. Select all internet recruitment methods that will be used. The submission should include copies of
Wayn advertisements, posting language, or e-mails that will be used for internet recruitment.

DoD Questionnaire Fomal

Protocol Information Listse See IRB policy on advertising:

Persor e : Feyr / = r . 121 C T - 1Ty z 2 2
T ——— ot http://research. wavne.edu/irb/docs/07-04-advertising-for-research-participants-10-10-2012.doc
A Organi Bl
e o Internet Survey/Research Website
Other:
3. Wil private internet posts, messages, broadcasts (.0. webam, chat), social media, or ([N
e;ldenduw Pregnant other private intemat content be collected for ressarch purposes? m
a. Desoribe what content or information will be collected?
Addendum:
Internatio... a.  Will a private or restricted website be used for recruitment {i.e. personal website, m
organization website, message board, closed social media group, ete.)?
Addendum: Intemet List website names:
u... b, How will informed consent for intemet activities be oblained?
(Select all that apply.)
Addendum: NIH Electronic Information Sheet with "check box” for consent
Genomi... E-mail with name
In-person written informed consent
Training Checkdist NOTE: Support letters/e-mails are required to recruit using a private website, restricted website, closed social In-person oral consent or information sheet
networking group, or non-WSU academic internet participant pool Waiver of informed consent wil be requested
Obligations Otner:
b.  Will a publicly available website or social media be used for recruitment? m
€O Disclosure )
List website names:
Check For
Completeness . How willindividuals' identities be protected?
Submit Form
Print View NOTE: If you are using a publicly available website or social media for recruiting only: (1) gain IRE approval
via Appendix B, (2) gain permission from the site adminisirators and (3) post fo sites only where you have 4 Wil N have interactive fons with part s using the intemet (e.g. -
Event History gained permission to advertise. webcam, cha, message boards, intemet posts, Social media, e-mail? vo: Ji o]
c.  If e-mail will be used for recruitment, how will potential participants’ e-mail addresses be NIA a.  How will investigators identify themselves as researchers?
obtained and stored?
5. How will internet data (i.e. lists of e-mails, messages, surveys, etc.) be NiA
stored?
d. If e-mail or a listserv will be used, how will e-mails be sent? NIA (Select all that apply.)
On a secure server
PI's personal computer
Encrypted website
Other:
y . - 2. Who will have access to the data?
NOTE: Include the e-mail template with the protocol submission. Include the "Subject” line that will be used fol
the e-mail
2. Does this study make use of an internet survey service (e.q., Qualtrics, Zoomerang, m b, Describe the confidentalty pian for the data
Survey Monkey, etc.)? B
a.  Whatis the name of the internet survey service?

Figure 5.21 Figure 5.22
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NIH Genomic Data Sharing [FIGURE 5.23]

This tab is to gather additional information when the protocol involves NIH Genomic
Data Sharing. Users will answer the following questions by using a series of check boxes,
Yes/No buttons, single-line data fields, and multi-line data fields. If needed, appropriate
documents can be uploaded to the Protocol Information tab in the blue menu on the left

of the screen.

Personnel Information

Participant Checklist

Study Location
VAMC Checklist
Protocol Checklist
Funding

DoD Questionnaire
Protocol Information

Addendum: Children
a...

Addendum: Prisoners
Addendum: Pregnant
W...

Addendum:
Internatio...

Addendum: Internet
u...

Addendum: NIH
Genomi...

Training Checklist
Obligations
COI Disclosure

Check For

Completeness

Submit Form

Print View

Event History

Figure 5.23

1.

Addendum: NIH Genomic Data Sharing

Is data submission and subsequent data sharing for research purposes consistent with m
the informed consent of study participants?

a.  How will the investigators obtain genomic data/material that will be submitted to NIH-designated
repositories?
Data/material will be collected in the future (prospective)
Existing data/material will be collected (retrospective)

b. Wil participants be contacted to provide informed consent for submission of
genomic data to NIH-designated repositories and subseguent data sharing?

Qo

¢.  Explain why it is not necessary to contact participants to abtain informed consent to submit to NIH-
designated repositories and subsequent data sharing:

If participants previously provided consent to share data, please attach a copy of the informed consent
document that was used as "Other’ document type in the attachment section.

What are the potential risks to individual participants (and their families) associated with data submitted to NIH-
designated data repositories and subsaquent data sharing?

a.  What are the potential risks to groups or populations associated with data submitted to NIH-designated
data repositories and subsequent data sharing?

Will datasets include Protected Health Information (PHI) or other individually identifiable m
private information that can be linked to participants?

Will the NIH-designated repository have the ability to link submitted genomic data with m
participant identifiers?

Previous m
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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
5.24] 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.

A - Training that is required before a PI 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 PI can submit the
protocol to the Department chair.

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

Personnel Information

Training Check List

Participant Checklist st —— ot "
Personnel SBE, 17" CITl or SBE, CITI HIPS Clinicians, 1°" CITI or Responsible Conduct of
Study Location Refresher or BioMed, 15! HIPS Clinical Investigators, Research-CITI
CITI or BioMed CITI 15! CITI or HIPS Students
VAMC Checklist Refresher and Instructors, 151 CITl or
HIPS SBE, 1% CITI
Protocol Checklist Investigator, Principal vl vl ¥l
. Investigator, Co-Principal o v ol
DoD Questionnaire Click on PDF to generate all the required training for the protocol.

Protocol Information

Addendum: Children a...

Addendum: Prisoners ...

Addendum: Preanant

Figure 5.24
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5.5 Protocol Information

menu of tabs [Figure 5.25]. The list of the secondary tabs will appear upon clicking the
Protocol Information menu tab. The new list of tabs are as follows: Study Details; Expedited

The Protocol Information tab is different than the rest because it is the only tab with a sub- ‘

Paragraphs; Summary & Purpose; Backgrounds, Rationale, Data Analysis, and Procedures;
Participant Population; Recruitment Process, Participant Compensation, and Costs; Risks; Data
Safety Monitoring Plan; Benefits; Procedures to Maintain Confidentiality; Consent Information;
Assent Information; HIPPA; Drugs, Biologic Agents, Dietary Supplements and Devices; and
Attachments. Depending on what module the user is working in will determine which tabs
appear. For this manual, IRB tabs will be used as an example.

Protocol Information

Study Details
Expedited Paragraphs
Summary & Purpose
Background, Rational...
Participant Population
Recruitment Process,...
Risks

Data Safety Monitori...
Benefits

Procedures to Mainta...
Consent Information
Assent Information

HIPAA

Drugs, Biologic Agen...

Attachments

Figure 5.25

expe. ] summ. ] sk | pan..] Recr{ iske ] osa. | enetts | proc..] cons. |
e

Figure 5.26

Top Tab Layout and Functionality

Not only does the Protocol Information Tab generate sub tabs,
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
through the pages by the top tab menu, side bar menu, or the

Previous and Next buttons [Figure 5.26].
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Working Through Tabs and Inputting Information

The row of tabs allows for easier navigation from one page to the other. Clicking on a tab
opens up a specific page. The majority of the pages under the Protocol Information tab are
forms for the protocol. Click each tab to fill out the necessary information on each form.

How to Add an Attachment

The following tabs may require attachments: Background, Rationale, Data Analysis, and
Procedures; Consent Information; Assent Information; Drugs and Devices; and Attachments.
For this example, the Attachment tab is shown.

1. Click the Add button highlighted in the image below. A pop-up window will appear [Figure
5.27] 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.

Please be sure to attach all documents associated with your protocol. Failure to attach the documents
associated with the protocol may result in this protocol being returned to you for completion prior to being

m reviewed. Documents may include (but not limited to) Questionnaires, Surveys, Flyers, Research Proposals,
etc. (Most standard file formats such as .doe, .xls, .pdf, .jpag, .tif, etc. are supported)

DoD Questionnaire

Protocol Information

[ NON ] eProtocol - Wayne State University - Attachment

_ & Secure | https://ksgaweb2.ovprwayne.edu/applicationform/FORM_ATTACHMENT.. &
Background, Rational

Participant Population

Attachment Add J Delete
Click the 'Add® button to add ‘Attachment’

Attachment Save | Cancel
Document Type * Select One v
Attachment * Choose File Mo file chosen

Data Safety Monit

Procedures to Mainta

Consent Information
e
Assent Information

Document Name

Recruitment Process,...

Figure 5.27
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0.6 Obligations

The Obligations section is to ensure all study key personnel comply and will abide by regula- '
tions and guidelines pertaining to the study/protocol and research that is being performed. ‘
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 obligations related to the pro- [

tocol.

The Department Chairperson, Dean, Institute/Center Director, or other authorized signatory
must sign off on the details listed under Scientific Review.

NOTE: Each person must individually open the protocol and check off their name. ONLY ONE
USER CAN SIGN IN AT A TIME TO SIGN OFF ON THEIR OBLIGATIONS.

Submit the Protocol Violation Form to report protocol Deviations/Violations or the Event Reporting Form to report
Adverse Event (AEs) or Unanticipated Problems that occur in the course of the protocol.

Obligations

) | Investigator, Principal
COI Disclosure The Principal Investigator has read and agrees to abide by the above obligations.

Investigator, Co-Principal
P Faculty Supervisor or Sponsor - By checking this box, the faculty supervisor/sponsor certifies that

he/she has reviewed the research plan and has approved the scientific and ethical aspects of this
research. The faculty supervisor/sponsor will supervise all compliance with the IRB's guidelines

.
Chair, Department

| agree to complete human participant research training and update my training every three years.
| agree to follow the direction of the Principal investigator to adhere to the study protocol, institutional

policies, and research regulations.

Scientific Review:

1. The research uses procedures consistent with sound research design:

The research design sound enough to vield the expected knowledge.

The aims/objectives likely to be achievable within a given time period.

The aims/objectives likely to be achievable within a given time period.

The scientific design described and adequately justified.

There iz a clear differentiation between research procedures and standard care and evaluation.

paesD

*Scientific review committees review research affiliated with (1) the Veterans Affairs Medical Center (Clinical
Investigation Committee), (2) the Department of Psychiatry and Behavioral Neuroscience (Department Review
Board), (3) the Karmanos Cancer Institute {Protocel Review Monitoring Committee) for review of all cancer-
related research, and (4) Detroit Medical Center (Research Review Authorization).

2. Any comments or feedback related to this certification should be in writing and accompany this research
proposal submission.

3. Insubmission of this research project, the Depariment Chairperson, Dean, Institute/Center Director, or other
authorized signatory certifies that (a) appropriate support will be provided for the research project including
adequate facilities and staff, (b) appropriate scientific and ethical oversight has been and will be provided; and
(c) the research uses procedures consistent with sound research design; (d) the research design is sound
encugh to yield the expected knowledge; (e) | understand that | am responsible for closing this study in the
event that the Pl leaves the institute and fails to close the study hisfher self.

Chair, Department
Department Chair has read and agrees to abide by the above obligations.
Please click "Check for Completeness”™ to your left to continue to the next step. If the protocol is complete
and ready for submission, please click "Submit Form™ to your left to submit your protocol for IRE Review.

Date Signed

Figure 5.28
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5.7 COI Disclosure

It is mandatory that the Principal Investigator and team members of the protocol sign and
complete the COI Disclosure in order for a protocol to be approved. A Yes/No button is listed
next to the names of all members on the research team. There is also a question relating to
children and spouses of the research team. Check the Yes or No button next to your name. Do
the same for the question regarding children and spouses.

NOTE: Each person must individually open the protocol and complete their own disclosure
form. ONLY ONE USER CAN SIGN IN AT A TIME TO COMPLETE THEIR DISCLOSURE.

SNEPRIRPSINMIN  CONFLICT OF INTEREST DISCLOSURE

Endersements and Financial Conflict of Interest Disclosure:
Ohbjectivity in research is a key component of any research project. One method for maintaining objectivity is to have

VAMC Checklist all individuals involved in research design, development, or data evaluation/analysis disclose any potential and/or
real financial conflict of interest. This includes all personnel listed on the protocol.
Protocol Checklist Note that you are being asked about all financial interests related to your responsibilities at WSU or its

affiliates, not just the financial interests that may be related the funded project.
Examples of relevant relationships for potential conflict of interest include but are not limited to:

DoD Questionnaire 1. Receiving past, current, or expecting future income in the form of salary, stock or stock optionsiwarranties,
equity, dividends, royalties, profit sharing, capital gain. forbearance or forgiveness of a loan, interest in real or

Protocel Information personal property, or involvement in a legal parinership with the sponsor;

Addendum: Children 2. Receiving past, current, or expecting future income in the form of consulting fees, honoraria, gifts, gifts to the

a... University, or payments resulting from seminars, lectures, or teaching engagements. or service on a non-

federal advisory committee or review panel;

Addendum: Prisoners

3. Sernving in a corporate or for-profit leadership position, such as executive officer, board member, fundraising

Addendums: P o officer, agent, member of a scientific advisory board, member of a scientific review committee, or member of a
LR data safety monitoring committee, regardless of compensation;

4. Inventor on a patent or copyright involving technology/processes/products licensed or expected to be licensed

Lalama, Amanda
Do you, your spouse or domestic partner, or any of your dependent children have “Yes No
a potential conflict of interest with the sponsor of this project?

Sankar, Andrea

Do you, your spouse or domestic partner, or any of your dependent children have

a potential conflict of interest with the sponser of this project? Yes UNo

Training Checklist

If yes, A "Financial Conflict of Interest Detailed Disclosure Form™ must be filed with the Financial
Conflict of Interest Committee annually or when changes occur.

01 Disclosure Correspondence from the Financial Conflict of Interest Management Committee MUST be attached as
Conflict of Interest Information document type in the attachment section.

Check For

Completeness

Print View
[ext]

Funnt Hicks e

Figure 5.29
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0.8 Check for Completeness

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.

5.Mo. Resolution

1 Funding - Please complete the funding section.

2 Summary - Complete the Section 1{a).

3 Purpose - Complete the Section 2(a) and 2(b).

4 Benefits - Complete Sections B{a) through 8(b). Specify N/A as appropriate.
5 Data Safety Monitoring Plan - Complete section Data Safety Monitoring Plan.
6
7
8
9

Complete the Certification section.
Complete the COI Disclosure section.
Working with the SBE 1st CITl is required for all personnel.

Working with the SBE, CIT| Refresher for all personnel.
10 Working with the BioMed, CITI Refresher is required for all personnel.

" Working with the BioMed, 1st CITI for all personnel.

Working with the HIPS Clinicians, 1st CITI or HIPS Clinical Investigators, 1st CITI or HIFS Students and Instructors
SBE. 1st CITl is required for all personnel.

13 Working with the Responsible Conduct of Research-CITI is required for all personnel.

14 Working with the SBE andfor BioMed CIT| Prisoner Participant is required for all personnel.

15 Working with the SBE and/or BioMed CITI Pregnant Women & CITI Fetuses/Neonates is required for all personnel.

Figure 5.30

0.9 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 Obligations and COI Disclosure. 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 for Department Certification does not submit the form to the IRB. Once
Department Certification is completed, an additional step is required to submit to the IRB.
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Department Certification Process
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.

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 Obligations page and check the circle next to the user’s
name to confirm they understand the Obligations of the protocol.

4. After confirming the obligations, go to the COI Disclosure page within the protocol. Check
the Yes or No button next to the user’s name to indicate any financial conflict of interest the
user (or children and/or spouses) may have with the protocol.

NOTE: The first of the two check-boxes shown below in Figure 5.31 will remain disabled until
steps 3 and 4 have been completed.

Home » Dept Certification

| Protocol ID: 14—D7—011|(Investigator, Principal)

Department Chair (or signatory

o Lo [t

Your certification and COI disclosure must be completed in the protocol application before completing this step

O My Certification is complete.Submit the protocol to Pl for submission to 1rR8
] I do not want to certify at this time.Submit the protocol to PI.

Figure 5.31

5. Save and close the changes in the protocol and return to the Department Certification pop-
up window [Figure 5.22].

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

8. Click the Submit button to send the completed certification to the PI.
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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
5.32. The user may then check which sections they would like to view and print, followed by
the page orientation and whether or not they would like any comments within the protocol to
be viewed. Click the OK action button to see the Print View PDF.

Please select any one of the following:

© Protocol Only

Protocol with Comments

Comments only
Sections to Print Select Orientation
All Portrait Landscape
Personnel Information )
Participant Checklist
Study Location
VAMG Checklist
Protocol Checklist
Funding
DoD Questionnaire
Study Details
Expedited Paragraphs

Summary & Purpose

Background, Rationale, Data Analysis and
Procedures

Participant Population

Recruitment Process, Participant
Compensation and Costs

Risks

Data Safety Monitoring Plan

Benefits

Procedures to Maintain Confidentiality
Consent Information

Assent Information

HIPAA

Drugs, Biologic Agent, Dietary
Supplements or Devices

Attachments

Addendum: Children as Research
Participants

Addendum: Prisoners as Research
Participants

Addendum: Pregnant Women, Fetuses,
Neonates as Research Participants

Addendum: International Research
Addendum: Internet Use in Research
Addendum: NIH Genomic Data Sharing
Training Checklist

Obligations

COl Disclosure

000000000 000C00000000000000000000

Event History

Attachments

Currently there are no Attachments

Mote: File types of more than 10 MB in size and the files which cannot be
converted to PDF are in disabled mede.

Figure 5.32
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0.10 Event History

The Event History section of the protocol [Figure 5.33] 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 5.32], allowing
the user to see a list view of the form. Approval Letters can be found in the “Letters” column.

Event History
Date Status View Attachments Letters

CONTINUING REVIEW 1
0972212014 FORM CREATED

NEW FORM
TPy Approval Letier
097222014 APPROVED Approval Letter

NEW FORM REVIEWER(S)
ASSIGNED

MEW FORM PANEL
ASSIGNED

NEW FORM
SUBMITTED
NEW FORM
PREREVIEWED
NEW FORM DEPT
CERTIFICATION

NEW FORM PROTOCOL
CLOMNED (14-09-109)

09/22/2014
09/22/2014
09/22/2014
09/22/2014
09/22/2014

09/22/2014
Email History
Figure 5.33

0.11 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
PI 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 5.34].

Do you want to open or save Approval-Letter_IRB1875.pdf frarm web.edu?

Open Save (T Cancel

Figure 5.34
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B APPROVED PROTOCOLS

Whether proposing a change to an existing study, requesting a renewal, reporting safety
information, or officially closing an Expedited/Full Board study, users may create another form
or change an approved protocol. In order to do so, read pages 37 and 38 as they will guide
you in the process of changing a protocol.

B.1 Start an Amendment

In order to start an Amendment, go to the PI 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.

Approved Protocol Decision
Please select any one of the following:
() Cpenin View Mode
7 Protocol Details

) Start Amendment
() Start Continuing review

Figure 6.1

Amendment

1. Is this an amendment to add personnel? Yes No

This person will need to have all reguired fraining completed prior to amendment approval, which will not allow
any additional amendments to be submitted until that time.

i ¥
2. s this a general amendment? Yes No

Review General Amendment Requests for guidance. All changes must be incorporate into this protocol
application.

a. Describe why this amendment is necessary and how it integrates with the original protocol (and
approved amendments).

b. Does this amendment include new procedures that may require additional
training of personnel by DLAR (e.g. oral gavage, i.v. injection}?

Please list the person/people and procedure(s):

Figure 6.2

i
l
)
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B.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 PI may fill out the
required data fields.

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. Please refer to your initial approval document for the protocol’s expiration
date.

i rmarmaree] [afirreeation Cnteinmg Havwrsy

Purticipen. Chuackiien Ao FDU Making charges i this Sudg?

Sty L ooaton

Tie PN & profocod p [ bl Dl il

AR Dl

Prptidsl Chickiist

Fomdng

Froromnd [adermanos

Huldmrabern: Chddren a..

Adderdam Imemanes. .

Fuldeeabirn Grdemer U

Fadwrabem: WIH

e

Trminireg Cheeckfinr

AT
Ol Drscdosone
1B e Taky
Srw Fotes
Bt Mty

Pt Vi

Cwart History

Figure 6.3
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[ EDIT/CLONE/DELETE

I
(
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.

The only other study key personnel that can edit a protocol are study personnel listed within
the Investigator or regulatory coordinator roles.

PProtocol » Investigator » Home

Create Protocol Clone Protocol Delete Protocol

Protocols (In Preparation /| Submitted) ¥
NEW ¥
Protocol ID Principal Investigator | Title Protocol Event Panel Meeting Date
14-09-113 Investigator, Principal Test Study 2 Dept Cerification Reguired
14-08-111 =
14-08-078 ':% eProtocol - University - Confirmation - Internet Explorer [ = &J
14-09-085 [ g T —
= f#

c | @
AMENDMENT :
Do you want to open  IRB- Protocol 14-08-078 (Investigator) for
Protocol 1D Editing'?
14-09-108 m s
14-03-109

CONTINUING F
Principal 2 I Lor
Protocol ID Investigator Title Protocol Event Panel Meeting Date | Expiration Date
Figure 7.1
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eProtocol » Investigator » Home » Clone Protocol
Clone Protocol
| IRB_ ai =

Protocol ID Principal Investigator Title Protocol Event Form Type Panel M%Eﬂtti:“
() 14-09-085 Investigator, Principal  Example Study NEW NEW
Figure 7.2
2 The Clone Protocol action button is used to duplicate a protocol. Clone Protocol can

be used if resubmitting an expired protocol or submitting a new protocol that has a
previous study’s similar attributes. 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]. Please remember
to change any information that may vary from the original protocol

Protocol 14-09-121 is created by cloning the protocol 14-09-110

eProtocol # Investigator = Home

Create Protocol Clone Protocol Delete Protocol

IRB

Protocols (In Preparation / Submitted)

1<

NEW £
Protocol 1D Principal Investigator | Title Protocol Event Panel Meeting Date
14-08-121 Investigator, Principal | &% Protocol for additional - e s cerification Required
14-09-085 Investigator, Principal ' Example Study Dept Certification Required
14-08-078 Investigator, Principal ' Test Study Dept Certification Required

Figure 7.3
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 Figure 7.4. 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.

NOTE: Only protocols “In Preparation” can be deleted.

eProtocol » Investigator » Home » Delete Protocol
ke |
[] | Protocol ID In?rrelgfi::;g?:!)r Title Protocol Event Form Type Panel Meeting Date
e . aing MEW  protocol  for
[l | 14-00-120 Investigator, Principal additional test NEW NEW
s | - Princioal | MEW protocol for CONTINUING
[ 14-09-110 nvestigator, Principa addiliorial test NEW REVIEW IRB
[] | 14-09-085 Investigator, Principal | Example Study MEW NEW
Figure 7.4
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8 COMMENTS/RESPONSES

eProtocol » Investigator » Home

Create Protocol Clone Protocol Delete Protocol

C
l
)

Protocols (In Preparation /| Submitted) ¥
NEW ¥
Protocol ID Principal Investigator Title Protocol Event Panel Meeting Date

Tumor
. o Pharmacokinetics
14-10-153 Investigator, Principal as the Missing Submitted to IRB IRB
Link between In
Vit...
Tumor
Pharmacokinetics
14-10-139 Investigator, Principal as the Missing Comments Received (Cycle 1) IRB
Link between In
Vit...
14-10-154 Investigator, Principal Test Dept Certification Reguired

Anather Tumor
Pharmacokinetics Yet to Submit to IRB

14-10-149 Investigator, Principal | a5 the NMissing
liok heriwee
14-10-127 Investigator, Principal | metio Ca Responses Sent (Cycle 2) (TABLED) | Test Panel
Figure 8.1

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 IRB action button to send off your response. The protocol event on
your dashboard will now read “Responses Sent (Cycle 2).”
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eProtocol » Investigator » Home » Comments

Protocol 1D: 14-10-132 (Investigator, Principal)

Cycle: n

Comments

Get Protocol | Show All Comments Submit To IRB

Section: Purpose and Value
Comment: 1

please expand on the purpose and value
® 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 RCA 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 Research Compliance Administrators [RCA(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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9 SEARCH PROTOCOL

Overview ‘[
No matter your role, all IRB eProtocol users have the ability to search a protocol. A user can
access the Search Protocol page by first selecting the eProtocol menu on the top left menu

bar. Hover your mouse over your role and click on the menu tab titled Search Protocol.

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.

eProtocol # Investigator » Home » Search Protocol

£ 6D @ &2

Protocol 1D Study Title
Principal yecti
Investigator Mveshiaine
Form Type |---Please Select— i’ Panel |---Flease Select--- ﬂ
Department [—Please Selsci— :g_j Meeting Date H
_ " - .

Figure 9.1
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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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