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Questions and Issues

For policy related questions and issues including how to fill out the application, please
contact the Stony Brook University Institutional Review Board (631) 632-9036 or
email at ORC_OVPR@stonybrook.edu.
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What is myRESEARCH?

MYRESEARCH is the new electronic system that will replace IRBNet. It will automate the
development, review, and approval processes of your study while managing all major
administrative aspects of the research and compliance lifecycle — from application submission,
through amendments, continuing reviews and any type of compliance reporting (i.e., protocol
deviations, unanticipated problems involving risks to subjects or others).

Getting a myRESEARCH Account

Faculty and staff users will log into the system using their SBU NetID and password. If your
login attempt is unsuccessful, please contact ORC_OVPR@stonybrook.edu.

Overview

This training pertains to the following:

Research Study Details related to the specific
information related to a study

Research Study Site Details related to a specific
institution’s site (study team, consent
forms, etc.)

Modification Details related to changes made to a
study
Continuing Review Details related to the review of an

already approved study

Reportable New Information (RNI) Report of information related to the
specific study

myRESEARCH integrates the following aspects of research management into a single system:

* Conflict of Interest (COIl) applications
* IRB applications

* |ACUC applications

* Institutional Biosafety applications

* Grant applications

* Research Agreements
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Roles in myResearch

Registered User Individuals authorized to input information in MYRESEARCH (must
have an SBU NetID Single Sign On)

Principal Individual in charge of the research. Only this person can submit
Investigator the initial study, continuing review application, or modifications.
This is also the only person that can submit a response.

Study Staff Individuals involved in developing the study application and listed
on the application as a study team member. A co-investigator or a
study coordinator is a study team member.

Submission Process

* Pre-submission state: Principal Investigator (PI) or study team members are working on an
application

* Pre-Review: IRB Coordinator reviews the application for completeness

* IRB Review: IRB member(s) review the application and make a determination about the
study

* Post Review: The IRB Coordinator sends the determination information back to the Pl and
study team members

Logging into myResearch Portal

Navigate to myResearch.stonybrook.edu — Click the Login using the NetID button (under
IRB)

\
QY stony Brook Research RESEARCHERS STUDENTS BUSINESS COMMUNITY NEWS

myRESEARCH

| cOl Gramts  Agreements  RB Safety IACUC
Login using NETID Login using NETID Login using NETID Login using NETID Login using NETID

Click the tiles above to get more informythe various myResearch tools.
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Accessing the myResearch Portal

All SBU-affiliated personnel can access the portal using their SBU NetID and password. If your
login attempt is unsuccessful, please contact ORC_OVPR@stonybrook.edu.

My Inbox—IRB Tab

When you first log into the system, you will see your inbox (My Inbox). From this page, click IRB
from the top menu bar. The tabs available to you on the menu bar are based on the user roles
that you have for your account.

» My Inbox col IRB
=2 Components
» IRB My Inbox
- EEl Firer® 1D w | | Enter text to search for + Add Filler
} Grants D Name Date Created v Date Modified State Coordinator
i IRB20195-00001  jam_testing_After_patch_deploymentl_short i’;}wzma 10:24 ;GO"ZOH 10:25 Pre-Review
i) STUDY00000153 1234 jay3/20181035 LIBIOIS2S e Review

IRB Main Screen Navigation

On the IRB page, you can do a variety of functions including “Create New Study”. You can also
search for specific study applications (through the use of the filter bar) and sort the data based
on column name (by clicking on the respective column heading). To view details of a particular
study application, click on either the ID or the name.

» My Inbox Col IRB

Submissions Meetings Reports. Institutional Profiles Help Center

Submissions

In-Review New Information Reports ExternalIRBS dies i “ibmissions
Create New Study

Fiter® 1D v || Enter text to search for [ - Xt

Report New Information

wDate PIFirst PIL3st Coordinator Coordinator

D Name Modified  t° Mame Name  FirstName LastMame °
i IRB2019-00001  jam_testing_After_pdkh_deploymentl_short 1/10/2019 Pre-Review Pl Twenty
10:25 AM five
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Main Workspace

The Main Workspace page can be subdivided into the left navigation area and the main content
area on the right.

q\\w Stony Brook Research ‘ myRESEARCH Hello, Rebecea Dahl ~

» My Inbox col

Submissions Meetings Reports Library Institutional Profiles Help Center

Pre-Submission IRB2019-00002: Test

Last updated: 1/14/2019 1:46 PM Principal investigator: Rebecca Dahl IRB office: Office of Research Compliance
Submission type: Initial Study IRB coordinator:
Primary contact: Rebecca Dahl

Next Steps Pl proxies:

Edit Study

Printer Version Pre-Submission

IRB Review Post-Review
Clarification Clarification Modifications
Requested Requested Required

History Funding Contacts Documents Reviews Snapshots

Review Comp@

View Differences

@ submi
&+ Assign Primary Contact
0@ Manage Ancillary Reviews

@S ManagecuestList Filter & Activity w || Enter text to search for [ co [EFTE

) AddRelated Grant Activity Author ~ Activity Date

Add C t
o ommen B Study Created Dahl, Rebecca W. 1/14/2019 1:46 PM

°fﬂ Copy Submission

Left Navigation Main Content
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Approved

Entered IRB: 1/8/2019 3:04 PM
Initial approval: 2/7/201%
Initial effective: 2/6/2020
Effective: 2/6/2020
Approvalend: 2/6/2020
Lastupdated: 1/3/2015 3:10FPM

Next Steps

View Study
Printer Version
View Differences

Create Modification/CR

Report New Information

&+ Assign Primary Contact

[

Manage Guest List

2]

Add Related Grant

e
1)
|y

Add Comment

Copy Submission

STUDY00000167: ORC

Principal investigator: Pl One
Submission type:

Initial Study

Primary contact: P1One

Pre-Submission

Pre-Review

Clarification

Requested

Enter text to search for

History Funding
Fi If.er9 Activity v
Activity
4 Letter Sent

& Corre spondence_for_STUDY00000167.pdf

- Guest List Updated

o Comment Added

WHERE IS MY STUDY, LU-ANN???
o= IRB Coordinator Assigned
Assigned to Lu-Ann Kozlowski

a&+ IRB Coordinator Assigned

Assigned to Lu-Ann Kozlowski

IRB Module

Within the main
workspace, you can
view the Current State
of the application on
the left navigation
area and the main
content area. The left
navigation area
contains all the
buttons and activities
that are available to
you based on the state
of the application. One
of the buttons on the
left navigation side of
the Main Workspace
is called “Copy
Submission”. This
allows you to make an
exact copy of an
existing application.



myRESEARCH

Entered IRB:

Initial approval: 2/7/2019
Initial effective: 2/6/2020
Effective: 2/6/2020
Approvalend: 2/6/2020
Last updated:

Next Steps

11

&+ Assign Primary Contact

B K

o
Ij.l

Create Mod

Approved

View Study
Printer Version

View Differences

Report New Information

Manage Guest List
Add Related Grant
Add Comment

Copy Submission

1/8/2019 3:04 PM

1/5/2015 3:10 PM

ification/CR

STUDY000001

Principal investigator: Pl One
Submission type:
Primary contact:

Filter9 Activity

Pre-Submission

4

o

WHERE IS MY STUDY, LU-ANN???

o

Assigned to Lu-Ann Kozlowski

&

A Correspondence_for_STUDYC

Guest List Updated

Comment Added

IRB Coordinator Assigned

IRB Coordinator Assigned

IRB Module

If the application is still in a state
where you can edit the application,
you can edit the application by
clicking on the Edit Study button in
the left navigation area. In
addition, there will be a View
Study button to enable you to view
the application in a read-only
format on page at a time. Printer
Friendly Version will allow you to
scroll through the entire
application on one page.

The right side contains the Main Content. The application title and ID appear at the top of the
Main Content area. A summary box is displayed right below. Depending on the application,
there is different information that is displayed in the summary box. The Main Content area
includes the flow chart indicating the current status of the submission.
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The History and Documents tabs always appear for all applications. The History tab contains a
chronological log of all of the activities that have happened in the application. It includes the
person responsible and the date/time the activity occurred.

Clarification Clarification Modifications
Requested Requested Required

Review Complete

History Funding Contacts Documents Fallow-on Submissions Reviews Snapshots

Filtere Activity ¥ || Enter tex:]sear:w‘or n + Add Fitter

Activity Author ¥ Activity Date

4 Letter Sent Kozlowski, Lu=Ann 1/5/2019 3:10PM
ks Correspondence_for_STUDY00000167.pdf

) Guest List Updated Kozlowski, Lu-Ann 1/5/2019 2:37PM

Creating a New Application

To create a new application, click on the Create New Study button on the left navigation area.
After you click to create the new application, you will automatically be redirected to the first
page of the “SmartForm” or area where the questions are located. From there, you can
navigate the page using the controls found at the top and bottom of the page.

Need Help?

1\\\‘ Stony Brook Research ‘ myRESEARCH Edit: IRB Submission - IRB2015-00002

Youdsakicre: fig Test

=)

°Seve @ Exit A Hide/ShowErrers &) Print !"JumpTo'
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While completing your application, several areas will ask you to attach a related file. Examples
are listed below.

Protocol: (Basic Information page)

Drug/Device: (Drug/Device page)

* Investigator Brochure
* Package Insert
* Product labeling/device instructions

Consent/Recruitment: (Local Site Documents page)

* Consent Forms
* Advertisements
* Recruitment Materials and Scripts

* Review the New Study Submission Requirements Checklist (available on the ORC website)
for guidance regarding required documents.

A “Jump To” menu item will appear after you save the initial page of the application that will
enable you to jump to specific sections of the application.

Need Help?

q\\\‘ Stony Brook Research myRESEARCH Edit: IRB Submission - IRB2015-00002

You Are Here: i Test

OS5 Bt Adersmowerors ap,m

IMPORTANT NOTE: It is advised that you complete the application questions in order because the
application shows questions/sections based on answers to earlier questions.

The “Hide/show Errors” menu item enables you to see if you have any unanswered questions
on the application.

Need Help?

q\\\‘ Stony Brook Research ‘ myRESEARCH Edit: IRB Submission - IRB2015-00002

You Are Here: i Test
°Ssve (® Exit A Hide/ShowErrors ) & Print f’JumpTc-'
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When the “Hide/Show Errors” is clicked or when you attempt to submit your studyall of the
questions that are unanswered will appear in an “Error/Warning Messages” section.

For each error message, there is a “Jump To” link that will take you directly to the question
which applies to the error message. The application can only be submitted when all issues are
fixed.

Error/Waming Messages
Message Field  Jump To
Name
© MISSING REQUIRED FIELD - 3a.4. Will the research be conducted through the CTU? 03. Required Department Approvals
° MISSING REQUIRED FIELD - 4b.5. Does the research involve human subjects who are not US citizens or Department of Defense personnel? 04b. Department of Defense Funded Research
@ MISSING REQUIRED FIELD - 4b.1. Does the research involve more than minimal risk to subjects? 04b. Department of Defense Funded Research
© MISSING REQUIRED FIELD - 4b.3. Does the research involve military personnel as subjects? 04b. Department of Defense Funded Research
° MISSING REQUIRED FIELD - 4b.4. Is the research funded by the Department of the Navy and involve any of the following? 04b. Department of Defense Funded Research
© MISSING REQUIRED FIELD - 4b.2. Does the research involve prisoners of war as subjects? 04b. Department of Defense Funded Research
© MISSING REQUIRED FIELD - 6.2 Is this a multi-site study? 06. Study Location(s)
° MISSING REQUIRED FIELD - 6.1 Indicate the locations where this study will be conducted by the USC/CHLA investigator(s) (check all that apply) 06. Study Location(s)
© MISSING REQUIRED FIELD - 9.1 You must indicate whether the study will involve the use of retrospective data/specimens or collection of prospective data/specimens ([))‘J Methods and Procedures - Selected
escriptors

Overview of the Application SmartForm

® Each question on the SmartForm is numbered and those questions that have a red asterisk
(*) must be answered.

® A question mark appears beside many of the SmartForm questions. If you click on the
guestion mark, information will appear that will assist you in answering the question.

n

2. * Brief Lay Description:

o+

Test

If you need to leave the application for any reason, you can save the document and return to
the application at a later time. If you attempt to move to a different page within the SmartForm
without saving your responses, you will receive the following prompt.

11
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Changes were made to the form. What would you like to do?

Save Changes & Exit Ignore Changes & Exit Cancel

Manage Ancillary Reviews

Once you have completed the application SmartForm you will reach a Final Page. Read the next
steps on this Final Page carefully to ensure that all required ancillary reviews are requested.

* For example, if your research involves an investigational drug, you will be required to
click on “Manage Ancillary Reviews” in the left navigation area and add the hospital
pharmacy. You must receive approval from the pharmacy before you begin your
study.

IMPORTANT NOTE: New studies still require Department Chair approval prior to submission.

* The PI's Department Chair can be selected as an ancillary reviewer by carefully
following the instructions on the Final Page.

¢ Submission of new studies prior to Department Chair approval is not permitted in
myResearch. The Pl must wait for an email notification of Department Chair
approval before submitting the study.

Submitting the Study

Once an email notification of Department Chair approval is received, the study can be
submitted for review. The Pl must click on the Submit button in the study’s left navigation area.

An attestation page will pop up. The Pl must carefully read the attestation page and click the
OK button on the bottom-right hand side of the page.

When the Pl submits the study, it is then routed to the Office of Research Compliance — Human
Research Protection Program.

12
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W NUps://NCtestapp2.campus.SonyDrook.eau/ IK - 1851/ Sa/KesourceAaMINISITaTIon /ACtVIty/ TOM fACTVILY |ype=com.weDr...

Pre-Submission i [
Jj sumic Need Help?

Lastupdated: 1/18/2019 1:04PM Pr ; N . ; Compliance
su Certification of Principal Investigators
Pr

Next Steps Pl My electronic signature accompanying this submission certifies that the research activity, as approved by

the IRB of record, will be conducted in full compliance with Stony Brook University's policies and federal

Edit Study regulations governing human subject research.

Furthermore, | confirm:

Printer Version ‘ = In consultation with my chair and dean as required, that | have adequate resources to conduct and eview Complete

complete the Study and safely. Sp

= |have assessed that the proposed subject populationl(s) are available in sufficient numbers to meet
View Differences the study requirements,
= |have sufficient funds to conduct and complete the research compliantly and safely,

= My study team and | have sufficient time to conduct and complete the research compliantly and
safely, and
= |have assessed that the named study team is qualified to compliantly conduct the research, and
= effectively monitor the safety and welfare of the enrolled research subjects
& ATegn Primary Contact
B —
Meb Manage Ancillary Reviews = Are fully aware of their involvement in this study, as well as the details of the associated protocol,

and

Clarifications Requested

If clarifications are required, you will receive an email notification with the submission ID link.
Click the submission ID link in the email to be routed to the study page with details. Click the
“History” tab and review the “Clarification Requested” activity. NOTE: If the reviewer attached
a document, a link to open it appears on the “History” tab.

ElIBULVES EI01 EUEY NEYWIatU Y aULIIUIILY. | IT LU LD NSyun Sins

Approvalend:  2/6/2020
IRB Review

Lastupdated: 1/5/2019 3:10PM
ificati Modifications

Clarification
Requested Required

Pre-Submission Pre-Review

Review Complete
Next Steps

View Study

Clarification
Requested

Printer Version

History Funding Contacts Documents Follow-on Submissions Reviews Snapshots

View Differences
Filtero Activity ¥ | | Enter text to search for B + Add Filter

Activity Author

Create Modification/CR

a | ntbne Cand Vrrlrureld 1o

Ann

Respond to Clarification Requests

On the submission workspace, click “Submit Response”. In the Notes box, explain your response
to the review. Click “OK”. The study has now moved back to the reviewer’s inbox to continue
the review.

13
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Clarification IRB2019-00009:
REques-t:Ed (Pre_ Principal investigator: Pl One
Re"’.leW} Submission type: Initial Study
Primary contact: Pl One

Entered IRB: 2/5/2019 1:07 PM
Lastupdated: 2/5/2019 1:16 PM

Pre-Revie

Mext Steps

Edit Study

Printer Version

“View Differences

Filtero

3 Activity - End
——) Submit Response
- - Activit
&+ Assign Primary Contact cEvEY
- Clarification R ted
°'.== Manage Guest List arification Requeste
Dept Chair approval is required prior to IF
B Add Related Grant
[ Submitted
¢ Add Comment -
- Managed Ancillary Reviews

Continuing Review

You can submit a continuing review/annual review by clicking on the study in your inbox. Then
click on Create Modification/CR in the left navigation area. This will take you to the questions
asking about a modification or continuing review of your research. If you are submitting the
first continuing review in myResearch for a given study, you must choose Modification and
Continuing Review and both modification scopes (Study Team Member Information and
Other Parts of the Study). This will allow you to add all required information, confirm accuracy
of the imported study team list and upload documents associated with this study. Future
continuing reviews will require only selection of Continuing Review if no
information/documents need revision.

‘ Need Help?

q\\\ Stony Brook Research ‘ myRESEARCH View: IRB Submission - CR00000007
You Are Here: a Retrospective Review on Musc-5... a Continuing Review for Study Re...

@ Exit A Hide/ShowErrors  &Print ¥ Ju mpTo~

Modification / Continuing Review / Study Closure (If requesting a subject-specific protocol exception, select
Modificgtian

What is the purpose of this submission? &

Centinuing Review

Modification

Modification and Continuing Review

Modification or Protocol Exception Request

Click on Create Modification/CR in the left navigation area. Click on Modification if you are
submitting a modification request and/or a protocol exception request.

14
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You Are Here: fjg ORC (&

° Save &= Print

Modification / Continuing Review / Study Closure (If requesting a subject-specific protocol exception, select Modification)

What is the purpose of this submission ™
o] Continuing Review
@ Modification

&L Modification and Continuing Review

€ To change the P, choose 'Other parts of the study/site’ scope
Modification scope:

O study team member information

O Other parts of the study

Reportable New Information (RNI)

You can submit new information (e.g. unanticipated problems, serious adverse events, protocol
violation/deviation, etc) about your study by opening your study and clicking on Report New
Information in the left navigation area.

Approved STUDYO0000016

Entered IRE: 1/8/2019 3:04 PM Principal investigator: Pl One
Initial approwval: 2/7/2019 Submission type: Initial Study
Initial effective: 2/6/2020 Primary contact: Pl One
Effective: 2/6/2020

Approval end: 2/6/2020
Last updated: 1/5/2019 3:10 PM

Pre-Rewvi

MNext Steps

View Study

Clarificat
Requesi1

Printer WVersion

“View Differences

Filtero Activity - Ex
Create Modification/CR Activity
) Letter Sent

— Report New Information

(A Correspondence_for_STUDYO0OOC

&+ Assign Primary Contact - Guest List Updated
L)
°¥' Manage Guest List Coemment Added

WHERE IS MY STUDY, LU-ANNZ???
Add Related Grant

) ®

e IRB Coordinator Assigned
-
5 Add Comment Assigned to Lu-Ann Kozlowski

°"rﬂ Copy Submission e IRB Coordinator Assigned
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Reportable New Information

"
Q\\\ Stony Brook Research ‘ myRESEARCH New: IRB Submission
fou Are Here: &

° Save &= Print Continue %»

Reportable New Information

RNI short title: (uniquely identify this new information report)

* Date youbecame aware of the information:

s}

Identify the categories that represent the new information: (Check all that apply. Risk and Harm items listed are for example purposes only. Only one checkbox is provided for each category.)
Riek Infarmatinn that indicatac a naw arincraacad rick ara eafatvicena Faravamnla®

Reportable New Information

You will be asked to choose a category that represents the new information. You will also be
asked to provide details regarding the information you are reporting and whether the
information indicates a new or increased risk, or a safety issue. Upload applicable
documentation where prompted (e.g. Reporting Form for Unanticipated Problems (including
SAEs)). If the RNI is associated with modifications to the study, submit the modification
promptly to allow for timely review of the RNI and associated study changes. Refer to the RNl in
the modification submission. NOTE: The RNI can be submitted by the individual that created the
RNI only. If an individual other than the Pl creates the RNI, the Pl must use the “Add Comment”
option in the left navigation area to confirm review and accuracy of RNI details/documentation
before the RNI is submitted.

16
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* Provide full detail regarding the information you are reporting.

Test

In the submitter's opinion:

* Does this information indicate a new or increased risk, or a safetyissue?
O Yes @ No Clear

From the Reportable New Information workspace, click “Submit RNI”. Click “ok”.

Submissions Meetings Library Help Center

STUDY00000167_RNIOOL: A

Lastupdated: 2/5/2019 1:36 PM Reported by: FlOne
Submission type: Reportable Mew Information

-

Pre-Submission IRB Review
Clarification
Requested

Manage Ancillary Reviews Documents Related Submissions

Next Steps

Clarification
Requested

cet
-
+ Add Related Submission
)

Filtero Activity b4 Enter text to search for E
J Add Comment
Activit
°f._ﬂ Copy Submission Y
(i) Reportable Information Opened
® Discard
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