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Before You Start

University of Notre Dame Network ID (NetID)

In order to access the eProtocol application you'll need a ND NetID.

Here are some tips for Success in eProtocol:

Recommended Browser

We do our best to make eProtocol compatible with the most popular browsers, including Internet
Explorer, Safari, and Mozilla Firefox. However, if you do not have a strong browser preference, we
recommend the following: If you are on a Windows machine, use Internet Explorer. If you are on a
Mac machine, use Safari.

Allow Pop-Up Windows
Pop-up blocking software prevents the eProtocol application from opening certain windows. You'll
need to make sure that your browser has all pop-up blocking software disabled while using eProtocol.

Avoid Using Browser's BACK Button
Instead, use the menus and links within the application to navigate.

SAVE Frequently

eProtocol will time out after 45 minutes of inactivity. Only actions which cause the page to refresh or
reload (such as saving or navigating to a new section) are indications to the system that your session
is active.

Read Instructions/Help
Many pages in the application offer instructions right on the page to help guide you and answer the
most common questions.

Be Patient
Some processes can take a minute to run. Although data is loading, your browser may not indicate
activity.

Sign Out When Done

Always click “Sign Out” and shut down your browser completely (close all browser windows) when
you are finished using eProtocol. This will not only help keep your information secure, but will also
release any edit locks you may have had on protocols, and allow your colleagues on the project to
open the protocols in edit mode.
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Getting Started With eProtocol

Navigate to: https://nd.keyusa.net/userLogin.do

Create New Protocol (also Clone, Delete, Search, and Review Approved Protocols)

1. Click on the IRB tab to create a human subjects protocol. Please note that IACUC (Institutional Animal Care U
Committee) is used only for animal protocols.

2. Mouse over eProtocol options to “Create” New Protocol (or to “Clone,” “Delete,” “Search,” “Review Non-Active
Protocols,” and “Review Approved Protocols”)

RV NIV ERSTT T UT Mouse-over “eProtocol”

) NOTRE DAME and “Investigator to

activate drop-down menu.
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3. To edit or view an existing protocol.

lACUC

Click to open existing IRB protocol.

Protocols (In Preparation [ Submitted)

w
Vo

NEW ¥
Protocol 1D Principal Investigator Protocpl Event Status/Comments Panel Meeting Date
11-08-021 Investigator, Principal Yet to Submit to IRB NEW

11-08-020 Investigator, Principal SUBMITTED TO IRB SUBMITTED

AMENDMENT

.<—<

Currently there are no Amendment protocols,

CONTINUING REVIEW

3

Currently there are no Continuing Review protocols.

UNANTICIPATED PROBLEM REPORT (UPIRSO/UADE)
Currently there are no Unanticipated Problem Report (UPIRSO/UADE) forms.

|<-<

REPORT OF NON COMPLIANCE

4

Currently there are no Report Of Non Compliance forms,

FINAL REPORT

£

Currently there are no Final Report forms.

Approved Protocols

.S{

Currently there are no Approved Protocaols.

Non Active Protocols

144

Currently there are no Non Actlve Protocols.
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4. Principal Investigator (PI) information. Personnel information associated with the University of Notre Dame researchers
will automatically populate the form. You can edit this information if necessary (e.g., add degree or update phone
number).

IRB - Exempt Rasearch Protocal ID: 11-09-021 (Investigatar, Principal)
Protocol Tite: test Next

Principal Investigator *

Nama Degree (MD/PhD/MS) Title

Invesiigator, Principal Principal Investigator

E-mall * Primary Phone Numf] . . . ey
Identify center, institute, or program affiliation.

Golrishifind edu (574) 631-0000

Center and institule Afflliations ax

Institute for Church Lifie (574) 631-0000

Alternate e-mall address for Pl Provide malling address for P

Indicate current investigator tralning.

pieted the mandatory human subjects training through CITIT

Each label corresponds to
a section of the protocol.

Check here if you have completed CITI training.
Undergraduate Studeni £ Click the link to go to the CITI website. All
researchers are required to complete the CITI

e ; -
ostdoctoral feliow certification.

Faculty Advisor
Titha

Altarmate Phone

Center and Institute Afflliations Fax
All students are required to have a faculty

advisor, and faculty advisors are required to

Alternate e-mall address for Faculty  Provide (Y (e]aBle] 1ol gl  (Ve[Igl (Sl o] (o] (oYetel F
Advisar

Indicate current 5 ponsor training.

Has the Faculty Advisor completed the mandaiory human subjects training through CITT?

Are you7
Faculty Staft
Undengraduate Student Graduaie Student
Postdocional fellow Other:
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5. Primary Subject Pool Population Checklist. This form is for listing the types of subjects involved in your study.

IRB - Exempt Research Protocol ID: 11-08-021 {investigator, Principal)
Protocol Title: test APrevious MNextc

Select all subjects involved in your study.

Select All That Apply:
ege students (le.. University of Notre Dame. St. Mary's Coliage)
Community research (., local organizations)

Individuals within organizations (Le., NGOs, military)

Individuwals residing in & foraign country

Internatianal population

Intermet based rasaarch

Patients (l.e.. Epworth Center, Oaklawn, Memaorial Hospital)
Students - Secondary + Elamantary (need Latter Approval)

Cither, piease Indlcats

Click to advance to Funding screen.

&IPrevious Nextch

6. On the Funding screen, indicate if the research is funded and the source of funding.

IRB - Exempt Research Protocol ID: 11-08-021 (Investigator, Principal)
Protocol Title: test I Previous Nextcy

os | Check Iel-ml =) Save ol‘.‘lm

Funding Administration

Ie it funded? () Yes () Mo
if Yes, by wham?
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7. You must now select the Expedited Review Criteria that is appropriate for your protocol. Leaving the expedited criteria
blank indicates that protocol must be reviewed by full IRB Committee.

Purpose, Study
Procedures,

Review type Back d Add
selection LR Attachments

Exdmpl
Paragraphizi m

Please Read Carefully Before Answering the Questions

Applicability

If you are requesting Exempt Status, your research activities must:

- Presant no more than minimal risk (Minimal risk meargl@fe]eae] (1 (CHCY-Tol sl-T=Tel ifo] g Mol il iaT=W o] (o) (oTeto] @A 1ol

or discomfort anticipated In the research are not greate « . “« » o
encounterad In dally iife or during the performance of previous or next” will save your work.

or tests; and

- Involve only procedures listed in one or more of the Exempt Ressarch Categories listed balow. The
activities llsted should not be deamed to be of minimal risk simply because they are Included on this
list. Inclusion on this list merely means that the activity is eligible for exemption when the specific
clreumstances of the propesed ressarch invoelve no more than minimal risk to human subjects

= Mot invalve prisoners as participants
- Mot be subject to FDA regulations except In accordance with 45 CFR 46,101 (b){E).

- Not invalve children under category 2(b) UNLESS research involves abservations of public behavior
AND the [nvestigators do not participate In the sctivities being obssrved

Tho categories In this list apply regardiess of the age of subjocts, excopt as notod

Pisase Indicata which of the following categories are applicable to your resaarch (within some categorios,
additional Information must be provided).

1. Educational Research 45CFR46.101(b)(1) - This research will be conducted in an established
of commaonly sccepted educational setting, Invalving normal educational practices, such a8:
{a) research on regular and special education instructional strategles, or (b} research on the
effectiveness of or the comparison among instructional techniques, curricula, or classroom

managament methods.
AND (All of the following must be true, please read and anter a check mark for eachjl:

[Thesa statements must also be applicable to the research using this category)
This research is minimal risk. AND

This research does not Involve prisoners as participants. AND
This research ks not FOA regulated human research

University of Notre Dame
eProtocol-HS-Investigator Guide



8. This screen is for entering the details of the study and research design.

IRB - Exampt Research Protocol ID: 11-09-021 (Investigater, Principal)

Please do not leave any required sections blank. Specify N/A as appropriate.
1. Purpose and Objectives - List the purposs and objectives: insert purpose, objectives and resaarch
questions/hypotheses haro.

1. Enter (or copy/paste) purpose,

objectives, research questions, and
hypotheses here.

2. Background - Describe past experimental and/or clinical findings leading 1o the fTarmulation of your
study. Critically evaluale existing knowledge, and specifically identily the gaps that the project is
Intanded to fill. Ensure background includes refarances.

2. Enter (or copy/paste) literature
review and previous results here.

1. Research Plan/Description of the research methods

3.a. Provide a comprehensive narrative describing the research mathods.

3. Enter (or copy/paste) a detailed
description of plans for collecting
data.

31.b. Describe the plan for data analysis.

4. Enter (or copy/paste) plans for
analyzing data, data security, and

O Previous Nextc)

After each field is completed proceed
to the next screen, “Attestation.”
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9. The last section to complete before signing the obligation is the attachment section. This is where you attach all
supplemental material for your research. These could include: Flyers, Collaborating Investigator’s IRB approval and
approved documents; Conflict of Interest information; Survey instrument and Questionnaires; Interview/Focus Group
Questions; Letters of Agreement/Cooperation from organizations who will help with recruitment; HIPAA Authorization or
Waiver Form from HIPAA-covered entity; and other files associated with protocol.

Most standard files can be uploaded (.xls, .pdf, .jpg, .if, etc.).

IRB - Exempt Research Protocol 1D: 11-09-021 {Investigator, Principal)

Exempt
Farag aphia)

4. Artachments

Add appropriale attachments (e.g., federal proposaliprolocol, questionnaires, surveys, adverlisements, reference kst

m sponsors profocel, investigator's brochure, etc.) in this section

Attwstution
Chaick For Codpl slnness
Submit Farm

Print Vies Attachments

Pleass click on Add to add Attachments

To update or revise any attachments, please delete the existing attachment and add the revised document 10 replace i

I Previous Nextc)

10. The next screen, “Attestation,” (NOT SHOWN) reminds researchers of their ethical responsibilities, federal guidelines,
and University of Notre Dame’s policies regarding research. It also utilizes a check box as the researcher’s electronic
signature.

Once the form is complete, submit the protocol by clicking on Submit Form in the blue side panel menu. A pop-up will
appear asking if you want to submit. Click on YES.
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11. Click on the Check for Completeness left-hand menu option when you believe you have finished entering all of the
necessary information. The system will then check to make sure that all of the sections in the protocol application have be
completed.

Note: The check for completeness feature cannot check to see if all of the necessary supporting documents have
been attached. Be sure to double-check that this has been done before you submit the protocol.

A. If any section is incomplete, the protocol will not be submitted and another pop-up will appear including a link to the
incomplete section. You will need to click on the link to add the missing information, and repeat steps6-8.

B. If the protocol application is complete, a message will appear on your Investigator Homepage thanking you for the
submission and the Protocol Event will change to read “SUBMITTED TO IRB.”

Once your protocol has been accepted, it will be assigned to the IRB for review, either exempt, expedited, or full
committee review. You will receive an email for each major event in the review process. You can also see the status by
looking at the protocol listing on your HOME page in the eProtocol application.

Approved Protocol Applications

Once the protocol is officially approved in the system, it will no longer appear on the top of your home page in the
Protocols (in Preparation/Submitted) section, but will be visible in the Protocols (Active) section. To see the listing of
your approved protocols, you will need to click the arrow on the right-hand side of the Protocols (Active) section header
bar, to expand this section.

= UNIVERSITY OI
B8 NOTRE DAME

Clic Probocod “ ”
e Mouse-over “eProtocol” and

B i “Investigator” to activate drop

Dedote Protocol
Irvestigator Home
Man Active Promesds To review approved
Inusstigator Home protocols, click here.
Saanch Protooal y

down menu.

Currersily thrs ire no Mew protocols

AMENDMENT ¥
Curengly thare are no Amendmant protocols
CONTINUMG REVIEW ¥
Currantly hare are no Continuing Review profocoia
FidAL REPORT ¥
Curramity thers ane no Final Beport forms
Appronmed Protocols &
Cauframily Thass ans no Approved Profoesis
Mon Active Profocais ¥
Cuffartly (hars Gre Ho Nan Active Protesis
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IRB Approval Letter

You will receive an email notification when your protocol application is approved with instructions on how to access the
approval letter on-line.

IRB - Exempt Research Protocel ID: 11-08-020 (Investigator, Principal)
Protocol Title: Testing Protocol (1)

Date Status View Attachmenis Letiers
0a8/30/2011 PROTOCOL CREATED
082011 SUBMITTED
09132011 PANEL ASSIGNED
09147201 APPROVED Approval Letter

To access the approval letter
for an approved protocol,
click on “Event History.”

Click here to access
the pdf version of the

IRB approval letter.
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Re-Submitting the Protocol Form (responding to IRB information requests)

If you receive an email that your protocol was returned, check the IRB Return Notes section to see why. The IRB may ask

for more information, updates, or clarifications. When you complete the necessary adjustments to the protocol, you will

need to re-submit the protocol, by again clicking the SUBMIT PROTOCOL option in the left-hand menu.

neve QD core o

Protocols (In Preparation ! Submitted) ¥
NEW ¥
Pratocaol 1D Principal Investigator Protocol Event Status/Commants Panel Meating Data

11-08-026 Investigator, Principal Resybmil the Protocol RETURNED |I‘|1e "

Notication of a returned

AMENDMENT protocol. The IRB may 2
Currently thera are no Amendment protocol require more information.

CONTINUING REVIEW Click here to return to the ]
Currently there are no Continuing Review protg investigator page.

UNANTICIPATED PROBLEM REPORT (UPIRSO/UADE) *
Currently there are no Unanticipated Problem Report (UPIRSO/UJADE) forms.

REPORT OF NON COMPLIANCE ¥
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IRB - Exempt Resaarch Protocol ID: 11-09-026 (Investigator, Principal)
Protocol Title: How To Use eProtocol? MNext=

Principal Investigator *

Mamo Degree (MD/PhD/MS) Title
Investigator, Principal Y Principal Investigator
E-mall * Primary Phone Number Alternate Phone

(574) 631-1389
Center and Institute Afflliations
Institute for Church Life

- Click Return Notes to review
the requested information.

Alternate e-mall address for Pl

Indicate current Investigator tralning.

W Has the Pl completed the mandatory human subjects training through C1T17
Ara you?

™1 Faculty Solect One ~| W Staf

On the return notes screen, the Pl can review the requested information. To respond to the IRB requests, the P will
simply edit the existing protocol and resubmit it following the process outlined above.

Protocol 1D: 11-09-026 ( Investigator, Principal }

Return Notes m

Added By Date Added

This protccol needs an update consent form. Flease

bt Alexander, Nakesha (Manager) 092712011
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Making Modifications to Approved Protocols

If you would life to make changes to a protocol that has already been approved, you will need to submit a Modification
(revision) and wait for IRB approval before implementing the change. Expand your Protocols (Active) section. Click on the
link for the protocol that you would life to modify.

Once you select Start Modification (Revision) and click OK, a new window will open. This is your Modification Application
Form. It is a “clone” of your most recently approved protocol, with an additional section in the front, the Modification Form.
Make the necessary changes to the appropriate sections of the protocol and click submit when complete.

Continuing Review

Federal regulations require an IRB to conduct continuing review at least annually. You will need to submit a Continuing
Review (Renewal) application approximately 1-2 months prior to the expiration date of your protocol to allow time for
processing and review.

A Continuing Review (Renewal) is started/submitted in the same manner as a Modification described above. However, in
place of the Modification Form section, there will be a Continuing Review Form section that you will need to complete.
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