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The UMCIRB expects Department approvers to provide a robust and complete review of any
human research study submission coming from their department. The electronic application
should be reviewed in its entirety as well as all uploaded documents.

The purpose of the Departmental Review and Approval in ePIRATE is to ensure the following:

1. The project is consistent with the mission, goals and objectives of the
Department/Division/School;

2. The investigator and study staff have the appropriate expertise to conduct the research
as described in the submission;

3. The science of the project is sound; and
4. The Dept/Div/School has the resources required to support the project.

As the Department Reviewer you will receive a notification from UMCIRB@ecu.edu, generated
by ePIRATE, informing you that a study has been submitted and requires your review and
approval. This notification will go to your regular email account. There will be a link in the
notification you receive which will allow you to log into ePIRATE to review the study. When you
log in from this link you will be taken directly to the workspace of the study which requires your
review and approval. If you are accessing the study via the link provided in this notification,
begin with slide 5 of this tutorial.
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If you are accessing the item by
logging into the system rather
than using the link in the email,
click on “Dashboard” once you

are in the ePIRATE system.
— YVEICUINE 10 EFTRATE, e erecrone rortal for Institutional Research at
East Carolina University.

This site enables East Carolina University to manage all aspects
of Institutional Review Board (IRB) compliance processes.

Click on Dashboard in the upper left hand corner of this screen to create a
study, create and edit your Profile, and perform other actions on existing
research studies.

*UPGRADE NOTIFICATION: ePIRATE was upgraded on Wednesday,
March 17, 2021. The biggest change that existing users will notice is with the
look of the IRB application smartform. The “Jump To" menu has moved to the
left side of the screen and several other navigation tools on the application pages
have been moved. Please review the following 5 minute tutorial explaining this
newest upgrade: ePIRATE Upgrade

***8.11.2020: Existing research studies that are changing their method of paying

Find out more about...
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Hello, UMCIRE UMCIRB -

East Carolina University

IRB

>W  Dashboard Studies

_ DPagne for LIMCIRR I IMCIRB

Make sure you are in the

My Roles Dept/Div approvers role

e the following guidelines to process your Studies:

IRB Submissions

Dept/Div Approvers Your Inbox will show any items that require your
iy P . A : = Review all submissions in yq . L.

Faculty Advisor/Supervisor Approvers Changes that the study tead @ttention. The “Test StUdy” below is in a state of

New Registered User = Find studies you have rey

“Department Review”. This means that the
submission is awaiting your review.

Departments | Approve For My Inbox Studies Heporis Promne
UMCIRB Offica
1itemspage | 1 | 10 ! page
+ Date
ID Name Date Created Modified ate Pl
UMCIRB 18- Test Study TI23/2018 1:21 6/16/2021 6:08 Department Gilbird
0016 PM PM Review
UMCIRB 14-  Neil study h/i2%/2014 8:35 Ti6/2020 12:32 Pre Submission UMCIRB
001022 AM PM
UMCIRB 18- Copy of Neil's Template J2/2018 2:09 22018 2:09  Pre Submission UMCIRE
000600 PM PM

Click on the item name to
access the workspace.

UMCIRB 17- Whaole Group Instruction verses 1172972017 1172972017 Pre Submission UMCIRE
002837 Small Group Instruction 9:37 PM 9:37 PM

B UMCIRB 17- Whole Group Instruction verses  11/29/2017 1172972017 Pre Submission UMCIRE
0023835 Small Group Instruction T7:58 PM 9:33 PM

UMCIRB 15- How to Upload Documents in 6/22/2015 9/8/2017 416 Pre Submission UMCIRE
001136 ePIRATE 10:40 AM FM




East Carolina University Hello, UMCIRB UMCIRB ~

» | Dashboard Home IBE}
Studies

Amendments Continuing Reviews Final Report Reportable Events
9 Help
The “View Study” button will
Study:Test S y
Descring allow you to see the screen
[ B3 view Study Principal Investigator: views of the StUdy one at a time. Coordinator:
[E,l: P ——— ] Study Type: There are no items to display Review Type: Exempt
(7 view oifferences ] The “Printer Version” button will
open all the screen views in one
- i age that you can scroll through |
MY Activities History Attach| pPag Yy g S
pept| ISsue Deparimental
Approval Activity Author « Activity Date
Dept gz;gﬂﬁfeﬁtegﬁiﬁ;ﬁf;y [ss] Submitted Changes Gilbird, Neil 6/16/2021 6:08 PM
T Log Public Comment 0 Changes Logged. Changes made
pept]| Changes Requested by Department Reviewer Gilbird, Neil 61612021 6:07 PM

0 Reviewer Motes Logged. Changes Requested
[ ] ] Administration Gilbird, Meil 6/16/2021 6:06 PM

Moved to UMCIREEB Office
[ ] ] Administration Gilbird, Neil 6/16/2021 6:01 PM

Moved to departmental review for tutorial

. Participant Agreement Recorded Test, ECU 212572019 11:13 AM




East Carolina University

= dIﬂ Compare

v 1 - Study Personnel & Funding

1 Study ldentification

«

F

1.1 Study Staff Roles
and Responsibilities

1.2 IRB Researcher
Training Records

1.3 Funding Sources

1.31 Industry Sponsaor
Information

1.32 Federal Government
Sponsored Studies

1.33 Non-FProfit Sponsored
Studies

1.34 State or Local
Govermnment

1.35 Other University or
College

1.36 Internally Funded
(ECL)

1.4 Conflict of Interest

1.43 Sponsored Programs
& Confiict of Interest

1.5 Study Locations

1.31 Multi-Site Coordination
Center

If you click the “View Study” button

you will be able to navigate the
form using the side bar on the left
or by scrolling the page using the
scroll bar on the right-hand side.

This is the first step in your Human Research Application. You will autormatically be guided to the

appropriate page views needed to complete your submission. If a
as your response. Please read the help text located on the righ

1.0 * Study Name (Short): |_|_,|
Test Study

2.0 Study Name (Long): |_|_,|
test

3.0 * Summary of Research in Lay Termsl |_|_,| m—
test

screen view. A bubble at the top of

while bubbles next to questions will

Hello, UMCIRB UMCIRE

9 Help

4 Go to forms menu E Print 0 lcons

guastion is not applicable to your stu

As you review the submission, you
may have questions, comments or
concerns for the study team.
Clicking the speech bubbles will
allow you to log comments in each

the page is for general comments

be specific for that question.

4.0
* Principal Investigator: LI_J
Meil Gilbird
5.0 . . Oy e ,
Faculty Investigator (Serving as the responsible individual in
the oversight of the research study when the Pl is a studant,
resident, fellow or visiting faculty.) |_|_,|
Faculty Investigator IRE Ceriification Renawal Deadline: |_|_,|
6.0 Study Coordinator or Contact Individual: |_|_,|
7.0 Contact Individual(s) (if different from Study Coordinator or

Principal
Investigator): I_L_J

Last First N IRB Certification
MName MName Organization Profile Renewal Deadline

People added here will be able to edit the study.

Clicking the "Add" button allow

individuals that are already regi
ePIRATE. This function will not
that have not registered in ePl
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You Are Here: gl Test Study

~ 1 - Study Personnel & Funding Readlng UMCIRB 18'001624 4 Go to forms menu E Printw @ Icons © Help

1 Study ldentification

0]

1.1 Study Staff Roles

and Responsibiities Study Identification Information
i '\
This is the first step in your Human Resear - . .
1.2 IRB Researcher appr.:.priate page views needed to .:Dmp|et Remewer Notes fur 1 St“dY Identlﬁcatlon e Close
Training Records as your response. Please read the help te
Add New Reviewer Notes
oA s 1.0 * Study Name (Short): |-|_—| Department Draft Change Request ¥
Test Study
fh%ﬂiﬁﬁw Sponsor I'm not sure the Principal Investigator is qualified to conduct this
CIICkIng the bUbbleS research. Please provide additional information on his credentials and
relevant research experience|
1.32 Federal Government
e o at the top of pages |, .
will open comment
;éﬁj‘:;’”": rofit Sponsored windows like this [] Response Required Attach Files OK
1 34 State or Local 4.0 . ) o Drop files in the text area to upload
Government * Principal Investigator: LI_J
Meil Gilbird

1.35 Other University or
College 5.0 - 4

Faculty Investigator (Serving as the responsible individual in

1.36 Internally Funded the oversight of the research study when the Pl is a studant,
(ECL) resident, fellow or visiting faculty.) |_|_,|

. Faculty Investigator IRE Ceriification Renawal Deadline: |_|_,|
1.4 Conflict of Interest

1.43 Sponsored Programs 6.0 Study Coordinator or Contact Individual: |_|_,|
& Conflict of Interest
7.0 Contact Individual(s) (if different from Study Coordinator or  People added here will be able fo edit the study.

: Principal
1.5 Study Locations Investigator): I_L__| Clicking the "Add" button allow
Last First ' IRB Certificati individuals that are already regi
: _ 5 irs ot erurication PIRATE. This function will not
1.51 Multi-Site Coordination Organization Profile . £
Center - Name Name d Renewal Deadline that have not registered in ePl
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- 1 - Study Personnel & Funding ©  Reading: UMCIRB 18-00] Andclickingthe |@pie @ @ e
1 Study Identification 1] bubbles for specific

questions will open (1
comment windows

You Are Here: gl Test Study

1.1 Study Staff Roles
and Responsibilities

Study Identification Information

This is the first step in your Human Research Applica . . the

1.2 IRE Researcher appropriate page views needed to complete your sub Ilke thlS. For bOth lo your study, you may state this
Training Records as your response. Please read the help text located CliCk ”O K” once you his application.
1.3 Funding Sources 1.0 * Study Name (Short): '1_" have |0gged you r hame is limited to 255 characters.

Test Study
131 sty St comment to save It. _ -
Informatian 2.0 Study Name (Long): I_I__l _ oxes do not have any limits on

tast number of characters.
1.32 Federal G t
Spﬂns;;;ﬂswgr;esmmen 3.0 “ Summary of Research in Lay Terms: LI_J The lay summary should be no more than 400

tast ' words and shouwld include the following:

Background/Purpose of Study
1.33 Non-Profif Sponsored /\ Description of Subjects/Participants
. Yyrch Methods/Procedures
€ Close
1 . & . je “select” or "add” button to choose from a
e Chaﬂge HlStﬂl’Y Reviewer Notes ndividuals for each applicable role.
) Add New Reviewer Notes
d Department Draft Change Request w
1 This is not sufficient as a summary of the fesearch
[
1
; [[] Response Required Attach Files  OK
e added here will be able to edit the study.
1 o Drop files in the text area to upload ng the "Add” button allow
Juals that are already regi

4 \TE. This function will not
q Bve not registered in ePl -
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6 Risks & Benefits
Assessment

6.1 Potential Benefits and
Alternatives

» 7 - Informed Consent &
Recruitment

7 Informed Consent
Determination

7.01 Exempt Informed
Consent Determination

7.02 Exempt Consent
Forms & Process of

Consent

7.1 Consent Forms &
Process of Consent

7.11 Non-English Speaking
Participants

7.2 Waiver of Written or
Signed Consent

7.3 Waiver or Alteration of
Caonsent

7.3.5 Waiver or Alteration of
Consent Jan 2019

v 8 - Data Privacy &
Confidentiality

& Data Privacy &
Confidentiaiity

6.01 Exempt Data
Privacy & Confidentiality

«

=l
Research .
4 Go to forms menu E Print = 'o' lcons

Consent Template: More Than Minimal Risk Research
Consent Template: No More Than Minimal Risk Research

Genetic Testing Consent Template

Local Boilerplate Language for NCI-CIRE Approved
Consents Only

Local Boilerplate Language for MCI-CIRE Approved Youth

lnfrrrnating Cheoste (hezontel

Documents that have been
uploaded by the study team
will appear in the form like this.
You can click the link to save or [ Zeseach Purposes

view the documents
throughout.

br's Consent Template
i studies)

Maore than Minimal

*1.2) Upload consent forms, assent forms, or information
sheets here

Name Modified Version
A 4
m_; 6 years.docx(0.02) i’ggﬁ%ﬂr‘jg 0.02

1.3) Upload Tracked Changes versions of consent forms,
assent forms, or information sheets here: E'

Name Modified Version
There are no items to display
2.0 * Describe how, when, and where the consent process will be

initiated: LT,'
tesestiesties

Once you have reviewed the
entire submission and made
any comments you would like
to make, click the “Exit” button

9 Help




East Carolina University Hello, UMCIRB UMCIRB ~

» | Dashboard Home IBE}
Studies

Amendments Continuing Reviews Final Report Reportable Events

© Help

Study: Test Study (umcrs 18.001624)

Description: test
[ B3 Vview Study ] Principal Investigator: Neil Gilbird Study Coordinator:
[E,lx ——— ] Study Type: There are no items to display Review Type: Exempt
[TE View Differences ]
M‘Y Activities History Attachments Pre Beview Status Reviewer Notes
soo Issue Deparimental If you would like to request
Approval changes or clarifications from Author » Activity Date
i SE;QE&?;EF%”;?Q??* — the study team, click the Gilbird, Neil 6/16/2021 6:08 PM
o"
1 | Log Public Comment Changes ReqUEStEd by
Department Reviewer” button Gilbird, Neil 6/16/2021 6:07 PM

0 Reviewer Motes Logged. Changes Requested

[ ] ] Administration Gilbird, Meil 6/16/2021 6:06 PM
Moved to UMCIRE Office

[ ] ] Administration Gilbird, Neil 6/16/2021 6:01 PM

Moved to departmental review for tutorial

. Participant Agreement Recorded Test, ECU 212572019 11:13 AM




Changes Requested by Department Reviewer

Changes Requested by Department Reviewer:

When you submit this form, the Principal Investigator will be notified that changes or additional information is required to the protocol before you will approve it. Use the box below to add
instructions or indicate the changes which you require.

Type below the changes or additional information you are requesting:
You have logged 2 Reviewear notes:

Page Notes
1 Study Identification This is not sufficient as a summary of the research
1 Study Identification I'm not sure the Principal Investigator is qualified to conduct this research. Please provide additional information on his credentials and relevant research

experienca.
* Comments:
o
Documents:
+ Add
Name Version

There are no items to display

Any additional comments you
would like to send to the study
team can be included in the
—_— OK Cancel
Comments box above. Once oL ccel
you are ready to return it to
the study team, click “OK”.




After the study team has re-submitted the
study for review, you will receive a notification
from UMCIRB@ecu.edu, generated by ePIRATE,
informing you that the study requires your
review and approval. Accessing the study will

use the same process as described earlier in
this tutorial.
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East Carolina University Hello, Neil Gilbird +

«
- UMCIRB UMCIRB Department Change Request

€ Close

Reviewer Notes for 1 Study Identification
= [_!I{',.- Validate ﬁ:tﬁ(}umpare

* 1 - Study Personnel & Fundin L . ) : )
y g I'm not sure the Principal Investigator is qualified to conduct this fenu  §=h Print n ©Oicons @ Help

1 Study ldentification a ‘ research. Please provide additional information on his credentials
) and relevant research experience.
1.1 Study Staff Roles posted 36 minutes ago Delete guided to
and Responsibilities licable to your _vou may state this as
Show 1 Reply L. .
12 IRB Researcher Clicking on a gold speech bubble will open
Training Records a window such as the one on the left. This
1.3 Funding Sources contains the reviewer notes you logged F
If the study team has associated with that speech bubble.
1.31 fﬂdi_.l'st."].-f Sponsor . p——
Information provided a reply to your oy s 0
H of characte
1.32 Federal Government reviewer note, you can
Sponsored Studles view it by clicking the P
1.33 Non-Profit Sponsored “Show Reply” button
Studies The lay sur
should be r
than 400 w
1.34 State or Local . .
should inclt
Govemment fallowing:
Eackgroun:
1.33 Other University or g Stu:_:fy .
Caoll escrption
e Subjects/P:
Research
1.36 Intemnally Funded Methods/P
(ECLY)
1.4 Conflict of Interest s a
1.43 Sponsored Programs e
& Conffict of Interest
40 .. .
1.5 Study Locations Principal Investigator: 0 Exit a Save

UMCIRB UMCIRB

1 54 Miiti-Rita Cnnrdinatinn




East Carolina University Hello, Neil Gilbird +

Reviewer Notes for 1 Study Identification = @ Close

= [_!I{',.- Validate ﬁ:tﬁ(}umpare « |
- UMCIRB UMCIRB Department Change Request
v 1 - Study Personnel & Fundin o : i : i
y g J I'm not sure the Principal Investigator is qualified to conduct this fenu  §=h Print n ©Oicons @ Help
1 Study Identification a ‘ research. Please provide additional information on his credentials
) and relevant research experience.
1.1 Study Staff Roles posted 34 minutes ago Delete guided to the
and Responsibilities . . pplicable to your study, you may state this as
Hide Replies ghout this application.
1.2 IRB Researcher UMCIRB UMCIRB
Training Records . : : :
g Additional information on the Pl's credentials have ,]Tg;gﬁgﬁ;
. been included in the protocol document. 255 charac
1.3 Funding Sources
posted 13 minutes ago Delete _
1.31 fﬂdi_.l'st."].-f Sponsar Eiiﬂ;g:f;
information any limits o
of characte
1.32 Federal Government
Sponsored Studies
e
1.33 Non-Profit Sponsored
Studies The lay sur
should be r
than 400 w
1.34 State or Local : :
should inclt
Govemnment following:
Eackgroun:
1.33 Other Universify or of Study
College Description
Subjects/P:
Research
1.36 Intemnally Funded Methads/ D)
(ECU)
1.4 Conflict of Interest s £
1.43 Sponsored Programs P
& Conffict of Interest
40 . . .
1.5 Study Locations Principal Investigator: 0 Exit a Save

UMCIRB UMCIRE | se»

1 54 Miiti-Rita Cnnrdinatinn




East Carolina University Hello, UMCIRB UMCIRB ~

» | Dashboard Home IBE}
Studies

Amendments Continuing Reviews Final Report Reportable Events

9 Help

Study: Test Study (umcrs 18.001624)

Description: test
[ B3 Vview Study ] Principal Investigator: Neil Gilbird Study Coordinator:
[E,l: P —— ] Study Type: There are no items to display Review Type: Exempt
[TE View Differences ]
MY Activities History Attachments Pre Review Status Reviewer Notes
pept| ISsue Deparimental
Approval .. .
Activity Author « Activity Date
Dept gz;gﬂﬁ;ﬁt‘agﬁ?’;ﬁfﬁ [ss] Submitted Changes Gilbird, Neil 6/16/2021 6:08 PM
T Log Public Comment 0 Changes Logged. Changes made
pept]| Changes Requested by Department Reviewer Gilbird, Neil 61612021 6:07 PM

0 Reviewer Motes Logged. Changes Requested
[ ] ] Administration Gilbird, Meil 6/16/2021 6:06 PM

Moved to UMCIREEB Office
[ ] ] Administration Gilbird, Neil 6/16/2021 6:01 PM

Moved to departmental review for tutorial

. Participant Agreement Recorded Test, ECU 212572019 11:13 AM




East Carolina University Hello, UMCIRB UMCIRB ~

» | Dashboard Home IBE}
Studies

Amendments Continuing Reviews Final Report Reportable Events

9 Help

Study: Test Study (umcrs 18.001624)

Description: test
[ B view Study ] Principal Investigator: Neil Gilbird Study Coordinator:
[ L Printer version ] Study Type: There are no items to display Review Type: Exempt
[TE View Differences ]
My Activities If you are satisfied that the study team has met [

the requirements for approval outlined in slide
e e o f——— two of this tutorial (either when initially
submitted or following submission of changes)

click the “Issue Departmental Approval” button.
ﬁ Log Public C’ﬂn-ln-lent o UIIEIIHE:‘_“ I_UHHEU UIIEIIHE:‘_“ rads

« Activity Date

pept| Changes Requested by

Department Reviewer 6/16/2021 6:08 PM

pept]| Changes Requested by Department Reviewer Gilbird, Neil 61612021 6:07 PM

0 Reviewer Motes Logged. Changes Requested
[ ] ] Administration Gilbird, Meil 6/16/2021 6:06 PM

Moved to UMCIREEB Office
[ ] ] Administration Gilbird, Neil 6/16/2021 6:01 PM

Moved to departmental review for tutorial

. Participant Agreement Recorded Test, ECU 212572019 11:13 AM




Issue Departmental Approval

Issue Departmental Approval:

1. The following is the list of Approval Departments. All the Approval Departmants must approve this application before it can be forwarded on in the IRB Review process.

Department Name

UMCIRE Office

By clicking “Okay” below, | am certifying that

= Theare are adequate rescurces including space and support personnel available to the Principal Investigater to conduct this study in the proposed manner.

= The Principal Investigator has the appropriate expertise and/or knowledge to conduct the research as proposed; and
= The proposad research is scientifically sound, contributes to the scope and mission of the Department, and, therefore, to that of the University

* Department Approvals:
Departments | Approve For

UMCIRE Office |g

Comments:

Make sure to check the box next
to the Departments you approve
for and click “OK”
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