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Logging in to the iRIS system

e https://iris.einsteinmed.org/

e Login using your MMCAD and password.

— For more information about obtaining access to
iRIS and obtaining a MMCAD go to
https://www.einsteinmed.org/administration/insti
tutional-review-board/education/iris.aspx .
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Before beginning a new IRB application in iRIS

o All Key Personnel (KP) must obtain MMCADs

— KP are individuals who contribute in a substantive
way to the scientific development or execution of
the project, or the consent process.

— The iRIS FAQ has more information about
obtaining a MMCAD
(https://www.einsteinmed.org/administration/ins
titutional-review-board/irb.aspx?id=38577 )

e All KP must log on to iRIS and check their
training history

e Return to Table of Contents
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Check your iRIS e-mail address

el EINSTEIN
| £ Path: Home
l Albert Einstein College of Medicine
]

My Workspaces & My Profile My Account - Wi — -

Profile " Last Name: First Name: Middle Name: L
Biosketcl Pubs Fiiie Personal
] Question:
1-Click “M Taining sy rersons
- IC On y - Job Title: Answer:
Medical Li Contact
T/ . Status: Active Information Use for System Notifications
Proflle Feinurs (* ficlds required)
B LTI L L * Email Address: ®
Degrae: v =
— 2 Additional Email
Task List: |4 . “ ” [T ATz Gender: | nons— v Addresses: - -
2 — Click “My Account” k3 —
Specialty:
Cell Phone:
Relati hip to th Pager:
o tation | Afflisted () Non-affiliated =
Representational Personal URL:
ity — Scientist '~ Non-Scientist
_— Mailing Address:
Physical Address:
e
Internal Mailing
Address:
e

All e-mail notifications from the iRIS system will be sent to the e-mail
address listed in your profile and where “Use for System Notifications” has
been selected. You are responsible for checking this e-mail account. The
“preferred” e-mail address in your CITI member profile must also match any
of the e-mail addresses listed in your iRIS profile. If your primary e-mail
address in your iRIS profile is missing, add an e-mail address to the
“Additional Email Addresses” section. Select which of the additional e-mail
addresses you’d like for your iRIS notifications to be sent (notifications can
only be sent to one of the selected e-mails).

e Return to Table of Contents

Version 1 5



Check your current education status

1 - Click on “My Profile”

Task List: g

2 - Click “My Account”

Jdpert einstein Laollege of Meaedicing

My Workspaces ™

Profile

Biosketch, CV, Pubs

Training

Training History

GCP - IC

Humand;

apert Einstein Lollege of Medicine

My Workspaces = My Profile

Humand;

MNotes

My Account - e

[4]Back

Profile

Biosketch, CV, Pubs

Training History

Medical Licenses

Signature

Disclosures

Signoff Availability

Motes

Training Course

GCP - ICH

Human4/SBR-R1

Human4/SBR-R2

At least one Basic
or Refresher course
must be listed here
forany KP on an
IRB application.

All investigators and personnel
directly involved in new and
ongoing clinical studies that
involve the testing of drugs or
devices must also have a GCP
course.

Course Date

06/27/2018

06/19/2012

07/11/2017

Version 1

Course Expiration

06/26/2021

06/18/2017

07/10/2022

If your CIT] certificate is
being requested by your
Pl, or study or regulatory
coordinator, you can
upload your certificates
by clicking “Add a New
Document”. This option is
only available after your
training syncs to iRIS.

Score

e Return to Table of Contents




What if my Training History is blank?

 There are several possibilities:

— You have not yet taken the CITlI exam. If this is true, follow the instructions for the
CITI course here: https://www.einsteinmed.org/administration/institutional-
review-board/education/human-subjects.aspx .

— Your “PREFERRED” e-mail address in your CITI member profile does not match any
of the e-mail addresses associated with your iRIS profile.

— You are not affiliated with “Albert Einstein College of Medicine” in CITI.
— You have not completed all the required coursework.
— You have multiple CITIl accounts.

— You are missing an email address in your iRIS profile. Please go to your iRIS profile
and add an e-mail address in the “Additional E-mail Address” field. Your preferred
e-mail address in your CITI member profile must match the e-mail address you
enter in iRIS.

— It has been less than 24 hours since the last update to CITI training, CITI or iRIS
profile information, or your initial login to iRIS . Note that it will take at least 24
hours for CITI training to synchronize to iRIS.

e Return to Table of Contents
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Updating Information on the CITI program website

Website: http://www.citiprogram.org

COIHN |

=8 PROGRAM

Page 1 of the CITI
website

CITI Program offers CE credits &

11N11<

Subscriptions = Courses =

+1 888.529.5929

English~

Resources Support -

Q |

Register

Click “Log In” (if you
already have a CITI
account.

New CITl users should
‘ click “Register”

Page 2 of the
CITI website

OIN

< PROGRAM

LOGIN

LOG IN THROUGH MY INSTITUTION

Username Forgot?

Password Forgot?

Need Help? Support Center

Click “Register” if
you have never - -
used CITI.

%EGIS_ER/

Log in with your CITI
Username and
Password

e Return to Table of Contents
e Checking and updating in
CITl:
e E-mail address
e |nstitutional affiliation
e Coursework
* Merging CITl accounts

Click “Forgot?” If
you have forgotten
your CITl username
or password
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Checking and Updating E-mail Address in the CITI program

English — — Iris Einstein ID: 3685164 | Log Qut | Help
1 - Click “My Profiles” to

CI I h ] update your e-mail address.  FtiRe

at the Umversmy oI Miami
“ PRNCRAM

Main Menu @l My Profiles B CE Credit Status = My Reports | Support

Main Menu

» Albert Einstein College of Medicine of Yeshiva University Courses

= CITI Program Profile

First Name: Iris

LIS e 2 - The “Preferred” e-mail address must
Change my name - .

match the e-mail address associated with

Preferred Email: iris-support@einstein.yu,coe your iRIS account.
Secondary Email; -

Change my email address

Show CE credit information when available: No Participate in research surveys: No
CE credit types: Change my research survey preference

e Return to Table of Contents

e Checking and updating in

CITI:

¢ E-mail address
¢ |nstitutional affiliation

e Coursework

* Merging CITIl accounts
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Updating Institutional Affiliation in the CI

=X PROGRAM

Tl program

r i
Search S rt Cent
104 | N R m——

Main Menu | My Profiles | My CEUs = My Reports = Support

Main Menu ‘

¢ Albert Einstein College of Medicine, Inc. Courses

v Click here to affiliate with another institution

Institution on
record with CITI.

Change institutional
affiliation by clicking here.

Main Menu : My Profile : Affilitate with New Institution

* Select Institution

* indicates a required field,

Choose your institution from the appropriate dropdown menu. Choose only one institution. If you are affiliated
institution, you will be able to select additional institutions after providing the information required..

Participating Institutions
Albert Einstein College of Medicine of Yeshiva University

Veterans Affairs

Once you have completed registering with
it more tnan one Einstein, check the Main Menu to confirm
that you have completed the required
modules for Einstein CITI Certification.

Department of Energy

HIV/AIDS Network Coordination (HANC)

Canadian Institutions

Select Albert Einstein College
of Medicine , Inc. from the
first drop down menu. Leave
the other sections blank.

Then click Next. e Return to Table of Contents

India Participating Institutions

Korea Participating Institutions

¢ Checking and updating in
CITI:
¢ E-mail address
e |nstitutional affiliation
e Coursework
* Merging CITl accounts
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Checking and Updating Coursework in the CITI program

r /)
. rr - — v Search 5 rt Cent
EEC]T] | conborve msicutonst esting esiase

X PROGRAM
; ; Click here to check
Main Menu | My Profiles | My CEUs and update

coursework.

My Reports | Support = Admin
Main Menu
+ Albert Einstein College of Medicine, Inc. Courses

r Click here to affiliate with another institution

~ Albert Einstein College of Medicine

& Course & Status & Completion Report & Survey

Albert Einstei “« ” A Passed Print Report Take Survey

Only courses labelled “Group” qualify 12/13/2012

for the “basic”/“initial review group

.. /Passed ) .
GCP training” for CITI check. 107127200 Print Report VLS AR
Passed Completed modules. If you do not have

GrOUp E}IOMEDICAL RESEARCH with DRUGS/DEVICES 02/28/2011 training group courses ||sted in |R|S you

i may need to click on the “Add a course”

IRB Reference Resource ncompletg link to add a course .

edicine of Yeshiva University |

e Return to Table of Contents
e Checking and updating in
CITI:
e E-mail address
e |nstitutional affiliation
e Coursework
* Merging CITIl accounts

& Add a Course or U

€ Learner Groups

’7My Learner Tools for Albert Einstein C
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| have two CITl accounts. How do | merge them?

Send an e-mail to support@citiprogram.org and include the following information:

Your first and last name.

The name of your institution.

The username or Member ID for the account to keep.
The username or Member ID for the account to merge.

For further assistance please contact the CITI Program help desk at 888.529.5929 (U.S. toll free) or +1
305.907.3100 (Outside U.S.) and choose Option lor e-mail them at support@citiprogram.org .

Phone support is available 8:30 a.m. - 7:30 p.m., U.S. Eastern Time, Monday - Friday.

e Return to Table of Contents
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General Orientation to the Home Screen Logout from

anywhere in iRIS

Meed help? Take a look at our handbooks and guides
located in the iRIS help menu at any time during your iRIS

< EINSTEIN Hello Paula D Brown, B.A. session. Detailed instructions for all submissions,
x I responses and frequently asked questions are available
Albert Einstein College of Medicine 02/24/2020 11:06 AM EST

- there 24/7.
My Workspaces = Study Assistant

Create a New Study View All Tasks B

Start a Study Submission Form View Study Tasks n

View My Studies

View My Studies Submissions /

Track Approvals

e =~ A new option is available to you to open
your studies, view/track your current

approvals, submit new forms, and view
J—)

tasks from your iRIS homepage. The

vendor has included their own tutorial on
L how to navigate the homepage. To access
their tutorial, click the “Tutorial” button
located on the top of your screen.

Find a Study

Study Tasks Outstanding Completed Search
All Tasks Study Tasks
Board: | Al v

5 result(s) found...

Study Title
Principal _
- Re Board RB Number
Short Title/Sponsor Protocal Investigator e .
Number

. Reviewer status: All reviewers are complete with their reviews Copy of A study to play with -SAMPLE
o Analyst Assignment ?g{g;‘/i;]:g A study to play with Epstein, Melissa PhD, MBE Einstein IRB 2014-3670 - SAMPLE

umbrella admin
05/12/201%
= < er by
Ky Submission Reviewer by System Role 10:42 AM EST : :
umbrella admin Testing, PI+GCP+CITI Einstein IRB

2015-5002

e Return to Table of Contents
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The iRIS Help Menu

Conflict of
Interest
links

iRIS
instructional
manuals

IRB
policies
and
guidance

=

||

Conflict of Interest

® Conflict of Interest Disclosure Information

® How to Access the COI form

® Can't access the COI Disclosure Form

® co1 Disclosure Form

@ List of Individuals with COI Disclosures on
File

Current Form Version Dates

® IrB Application Version Date: July 2018

® How do I begin a new application?

IRE (Human Research)

® Researcher Handbook v5

® Migration Handbook v3

® Instructions for PI to Sign Off v2

Y Instructions for Chair/Signatories to Sign
Off v2

Review Submissi

Resp Form
Handbook v2

® Amendment Handbook v3
® Progress Report Guide v2
® Policies and Procedures
® RIS Information

Administrative Approvals for IRB
Applications

(] Signatories

IRBE (Templates)

2 D2252555 >

Consent/HIPAA Template (for Full Board /Greater than Minimal Risk
studies)

Consent/HIPAA Template (for Expedited /Minimal Risk studies)
C t/HIPAA Templ
Consent/HIPAA Template (for Exempt studies)

e (for Biobanking studies)

Assent Template (for enrollment of 7-12 year old participants)

Oral Consent Script (for survey studies ONLY)

Glossary of Terms for use in Preparing Informed Consent Documents

Consent Template (for non-research use of HUDs)

Support
Frequently Asked Questions (iRIS FAQ)

Email iri rt d.org

Call 718-430-2237

the Study Assi Tab?

Training

CITI Education Requirement Information
CITI Education Check Guide v2
List of Users with GCP Training (as of 12/17/18)

Consent templates. Templates
are also available at:
https://www.einsteinmed.org/ad
ministration/institutional-review-
board/education/iris.aspx#forms

CITlI and GCP training links

The Help Menu has iRIS instructional manuals, links to IRB
policies and guidance, and the Consent Document Templates.

Version 1

e Return to Table of Contents
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Panels on the Home Screen

Study Assistant — Depending on the type of system access granted to the user. Users with global/departmental
study access can find the “Find a Study” button here.

All Tasks — Shows both outstanding and completed tasks. The user can opt to see a brief description of the task
details via the “All Tasks” tab or view the study details via the “Study Tasks” tab. Requests for signoff, responses to
stipulations, and to address denied submissions will be seen here.

Studies Submission Status — Shows the status for both study submissions that are in progress and study
submissions that have been completed. The “Actions” column allows the user to view the steps/history of the
submission without the user having to open the study. The user is provided with the date each step was created,
completed, and the duration of each step. If a submission was returned with stipulations, the duration is also
calculated for each round.

All Studies — This panel replaces the “My Studies” option. Users can search for studies via IRB number, Title, or
Alias. When “Study Status” is selected, the user can choose to filter studies based on a specific study status. Under
the “Actions” column, users can view the history of all submissions for the specified study (this includes pending
and completed submissions, outcome letters, submission details). The following options are under the “Actions”
column:

—  The “items” option allows the user to select the submitted items (documents) and create a PDF packet.

—  The “forms” option allows the user to view the versions of a form, begin a new form, or complete an existing form.

— The “hide” option allows the user to hide the study from the panel. If you ever need to see the hidden study click the widget icon
in the right corner of the panel section to select “Show Hidden”.

—  The “copy” option allows the user to copy the study.
—  The “delete” option allows the user who initially created the study to delete the study.
—  Lastly, the “Corr” option allows the user to view all study correspondence.

e Return to Table of Contents




Start a New Study

A b bt b R i BT B e

My Workspaces [=

Study Assistant

Study Workspace

Study Assistant

1 - Use the mouse to hover

over “My Workspaces” View My Studies

2 — Hover mouse over
“Study Assistant”

3 - Click “Create a New

”
Study
bert Einstein College ot Medicine
My Workspaces = Study Assistant
[ Create a New Study ‘ ] View All Tasks B
Start a Study Submission Form View Study Tasks B
View My Studies
View My Studies Submissions
. /“
Click on the “Create a New
”
Study” Folder ©a

e Return to Table of Contents
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Returns to last level
in iRIS. DON’T use

General Navigation within a Study Application this to move

between application
Navigation within iRIS. sections.

Al t: Paula D Bi , B.A.
i E I N ST E I N D::ment: uEEiMMCr?Tn:titutional Review Board |

Albert Einstein College of Medicine Path: Home
My Workspaces & IRE Number: 2020-9003| Study Assistant Human Research Application (Version 1.0) (4] Back
printFriendly | [ save section | [ Save and Continue to Next Section |
Section view of Application G ‘ Entire view of the Application | R
1.0 B general Information \/
20 B i::‘;':sn""""'““t(‘) 1.0 General Information
To move to the
* Please enter the full title of your study: .
next section.
testing new version Cu rrent page
Navigate
must be error
between
. free.
sections on the
application. 2

“ Enter an ACRONYM, protocol nickname, or sponsor’s protocol #. This field should contain the name colloguially used to refer to the study. It will assist in identifying the study easily. (Velos users: 20 character maximum.)

test new ver
= This field allows you to enter an abbreviated version of the Study Title to quickly identify this study.

Your application will
have unique section
numbers depending on
the content of your
application. The section
numbers in the
Handbook may not
correspond to the * Return to Table of Contents
section numbers in your
application.
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Set up

Department Access

This department MUST match the Pl’s primary department. If it does NOT match change the department as follows:

2.0 Add Department(s)

2.1 List the PI's academic appointment department as the primary department here (for the Department of Medicine at Einstein/Montefiore, the
Division must be identified). IN ADDITION: ** For studies conducted at NBHN, an NBHN department must be listed here. **For studies
managed by the Office of Clinical Trials, OCT must be listed here. ** For studies conducted at the CRC, CRC must be listed here. **For Quality
Improvement studies conducted at MMC, Network Performance Group must be listed here.** For drug studies: list either the Einstein-
Montefiore Pharmacy or the NBHN Pharmacy here. :

Is Primary? Department Name

O E-MMC - Institutional Review Board

Add Department l l Remove Department

below.

9

Institution Name

1-ADD Department

School Code

3 result(s) found...
Select Institution

Einstein Montefiore

v Einstein Montefiore

New York City Health and Hospitals Corporation

3 - Select Primary
Department

N Select the Department(s) that you would like to filter by, then click Save.
) You may also filter these results by searching for Institution Name, Department name, Department Code or School Code on the inputs

Any Departments already added will not appear here.

[ 1]
[ ]

Adding Department - Search Window X

Department Name

Dept Code

1]

Department Name Schoal Ca Department Code
Microbiclogy & Immunology
Obstetrics & Gynecology and Women's Health

Obstetrics & Gynecology and Women's Health

Cancel Save

2.0 Add Department(s)

2.1 List the PI's academic appg

Division must be idenyj
managed by the
Improvemen
Montefio)

= Primary? Department Name

L) E-MMC - Institutional Review Board

of Clinical Trials, OCT must be listed here. ** For studies conducted at the CRC, CRC must be listed here. **For Quality
ies conducted at MMC, Network Performance Group must be listed here.** For drug studies: list either the Einstein-
armacy or the NBHN Pharmacy here. :

2- Search for the Department, then select the Department Name
in the checkbox and click on “Save”. You may need to scroll down
to find the “save” button.

4 - To REMOVE a department: select
department and then click “Remove

Department”.

ment department as the primary department here (for the Department of Medicine at Einstein/Montefiore, the
. IN ADDITION: ** For studies conducted at NBHN, an NBHN department must be listed here. **For studies

Add Department ] [ Remove Department

E-MMC - Obstetrics & Gynecology and Women's Health

Version 1

* When you are finished
adding/removing the
departments, click
“Save and Continue to
next section”.

e Return to Table of Contents
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Requirements for all KP

Meet human subjects education requirements
(https://www.einsteinmed.org/administration/institutional-review-
board/education/human-subjects.aspx).

— Drug/Device studies: Make sure all Key Personnel have satisfied the GCP requirement
(https://www.einsteinmed.org/administration/institutional-review-
board/education/gcp.aspx) .

— Check your current education status or check the education status of all KP on the study
by clicking on these links or by going to the CITI Education Check Guide in the iRIS Help
Menu.

Pl, Additional Investigators and Key Personnel (KP) (sections3.1 and 3.2A): Must
have a current (updated within the past 180 days) Conflict of Interest (COI)
Disclosure Form with the Conflict of Interest Office (see
https://www.einsteinmed.org/administration/conflict-of-interest/disclosure-form/

for further guidance).

What happens if these requirements are not met?

— The Migration Completion Form (MCF) may be submitted in iRIS, but the IRB will NOT
receive the submission. Check your study status (page 62) on a regular basis to see if the
submission is delayed due to COI check or CITI education check.

e Return to Table of Contents
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Assigning Key Personnel (KP)

A Pl must be assigned to all studies. Only faculty may serve as Pls. All other internal KP (individuals who contribute in a substantive way to the scientific development or

execution of the project, or the consent process) must also be added on this page. See the “External Researchers & Sites” page for guidance on external KP.
By default, only the Pl receives system notifications and can access the study. Any other person who needs to receive notifications or access to the study must be listed as a

Study Contact.

** Study contacts do not need to be listed as key personnel.

Click “Setup Study Personnel” to begin locating and adding personnel. Be sure to only search for personnel listed in the “iRIS Database”. The “LDAP Directory” option may consist

of inactive accounts as this option gives you all users listed in Montefiore’s active directory.

Select the personnel’s role during this step also. You will be given the option to add the user as “Study Contact” without having to search for the same user multiple times. Click
“Save” when you are done adding all your personnel. The personnel will then show in the key personnel section of the application.

Last Name: Brown

apment or execution of the project, or the consent process) here. Individuals from external institutions covered by their own TRB approval need nat be

Add Personnel Role X

uiring re Select the Role for Paula D Brown, B.A. :

Principal Investigator
any Mo ividi | 3.0 Assign Key Personnel access to the project

sring fwi e . — e
edive ® Additional Investigators none v LI
ar cont
Research Support Staff Co-Principal Investigator 3.1 * Please add a Principal Investigator for the study:
Co-Investigator
Other Faculty Collaboratar
Study Contact UNKNOWN ROLE - Migrated KP 1
Student Researcher 3.3 Tdentify all ather Key who s
listed here.

Resident/Fellow/Other Trainee
Site Investigator

A) Addbioral Investigators
Would you like to include as a Study Contact? O Yes ® no
Brown, Paula O, BA.

Co-lnvestgmer .

B) Besearch Suppernt S1al

3.3 * Please add a Study Contact:

Brown, Paula D, B.A.

1 this saction, kst the Pt snd sl indiiduals o
conduct of the progect m

Aus Clinscal Research Management

Setup Study Personnel X

First Name: Paula

by
Department, Al Departments v
Search
From: IRIS Datzbase LDAP Directory

Select  Training? Name Departmant Email

5 .
B erown, Paula e

Srown, Paula D @) 1ncttutional Review Board paula.brown@cinsteinmed.org

nife]

(o3
“

Selected Study Personnel:

Principal Investigator

Name Role
No Persannel has been selected for this group.

Additional Investigators

&

i Close Setup of Study Personnel i

way to the sciantific davelopmant or exacution of the project, or the consent process) here. Tndividus

stification of spproval, issuss reGuinng revisions, stc.]. Note that this section is not considered “Key Personnal™ - any

3.4 I the FT ku o Flotain fuculty mambvar, Hastafiors physician ar f tha study will consast pacticipants st say Hoataiors lacilty, plasss Lantify the Ragulstary Coordinstor for this u

= SIS B Ti—_ . D Ewkrlnmfvnll\m-u all of the study information in

Tan -ppmal This person must be trained n the Velos system. Hote ‘that this section ik At considered
rtal (e /

: Assigning access roless
I~ - amyane listed here who is Anvarecd in the candict of the B
.org/ Velos_CTMS) or Yontact. velashelpBmaonteliore.org.

about Velos, please view the Velos tps:

o)

Version 1
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Adding a User

3.0 Assign Key Personnel access to the project

3.1 * Please add a Principal Investigator for the study:

3.2 Identify all other Key Personnel (individuals who contribute in a substantive way to the scientific development or execution of the project, or the consent process) here. from external i ‘covered by their own IRB app

listed here.

A) Additional Investigators
Principal Investigator

B) Research Support Staff . -
® Additional Investigators

3.3 * Please add a Study Contact: Research Support Staff

Study Contact

In this section, list the PI and all individuals whe should receive communications {.g. notification of approval, issues requiring revisions, etc.). Note that this section is not considered "Key Pegffnel” - anyone listed here who is involved in the

conduct of the project must be named in one of the sections above.

ordinator for this protocol. (PIs must designate here the individual that will
igning access roles/rights in Velos and Epic for all study personnel ; (3) Activ
in the conduct of the project must be named in one of the sections above. If you

3.4 If the PI is an Einstein faculty member, Montefiore physician or if the study will consent participants at any Montefiore facility, please identify the Regulatory,
to their study in the Velos Clinical Research Management System and will be RESPONSIBLE for: (1) Entering/verifying all of the study i ion in Velos;
IRB approval. This person must be trained in the Velos system. Note that this section is not considered "Key Personnel” - anyone listed here who is invol,
about Velos, please view the Velos Information Portal (https://ephpublic.montefiore.org/Velos_CTMS] or contact veloshelp@montefiore.org.)

1 — Click “Setup Study Personnel”. In the next
window, type (partial or full) first or last name,
then click “Find User/ Search Directory”

Setup Study Py

First Ma

N
(Fna vearsearen bresior |

User Search

Last Name: Brown e: Paula

Depal‘tmer‘i’t\: Departments i
Search | -
From IRIS Database LDAP Directory
2 —select Training? Name Department Email
iRIS o ﬁ Brown, Paula 6
Database E, = gr'gwn, Paula D, 6 Institutional Review Board paula.brown@einsteinmed.org

3 —check
training. See

4 — Select

Add Personnel Role

Select the Role for Paula D Brown, B.A. :

--None-- v

Co-Principal Investigator
Co-Investigator

Other Faculty Collaborator
UNKNOWN ROLE - Migrated KP 1
Student Researcher
Resident/Fellow/Other Trainee
Site Investigator

Would you like to include as a Study Contact ? O ves ® no

5 - Select the role for the personnel.
Indicate whether you also want this
person to be added as “Study Contact”.

Click “Save” .

user Selected Study Personnel: next S/idefor
Principal Investigator detCII/S
Name Role
Mo Personnel has been selected for this group.
Additional Investigators
Name Role

Mo Personnel has been selected for this group. -

-
Clear Key Study Personnel i Close Setup of Study Personnel ﬁ

Version 1

e Return to Table of Contents
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Check education training status of users

Setup Study Personnel

Last Name: |Erown First Name: |Paula

Find User/Search Directory
by Department: | All Departments v

Search From: ® |pIs Database LDAP Directory

Select Training? Name

~ 3 Brown, Paula 6

Brown, Paula D, B.A. 6 Institutional Review Board

Department Email

paula.brown@einsteinmed.org

Click on
the icon.

Training Details for Testing, PI S

——
gum—

Training Grou Courses [Course Date - Expiration) Status -
9 P All Courses must be green within one rule for the group to be valid

Group 2.BIOMEDICAL Rule 1
RESEARCH with Basic Course
DRUGS/DEVICES { 01/05/2013 - 01/05/2016)

Rule 2
. Refresher 2 Course

At least one Rule 3

. Refresher 3 Course
course must - Rule 4

have a green Ml steo-
. Rule 5
light.

. Refresher Course

Active

Group 1.BIOMEDICAL Rule 1

Active
RESEARCH {includes EPI)

Basic Course
{ 01/05/2013 - 01705420161 LI

©) Cancel |
S—

e Return to Table of Contents
e Return to Adding a User
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External Researchers & Sites

 Generally, collaborators from external
institutions do not need to be listed in iRIS.

 Exception: the external institution does NOT have
its own IRB but is "engaged" in the research.

— Contact the Einstein IRB at 718-430-2237 for
guidance.

— If the Einstein IRB serves as the IRB of record for the
collaborators, they will need to satisfy Einstein IRB
educational and COI requirements. In addition, a legal
agreement (lIA or IAA depending on the

CirCU mStanceS) iS reqUiFEd. e Return to Table of Contents




Conflict of Interest Disclosure Requirements

e  The IRB will NOT begin its review until the Conflict of Interest Committee completes its review.

* Inorder to ensure prompt review by the COl committee, you must complete the following steps:

— Verify that any additional Pls or Additional Investigators have current (filed within the past 180 days) COI disclosures
on file. Please contact the COIl department at coi@einsteinmed.org for a list of individuals with COI disclosures on
file.

— The IRB recommends that you send the following information by e-mail to all investigators who do not have a current
COl disclosure on file:
Pl Name:
Protocol Title:

Please complete or update your Conflict of Interest disclosure form. COI disclosure forms must be filed or updated electronically.

Contact COI at coi@einsteinmed.org for the link to the COI disclosure form.

If you can’t access the disclosure form or can’t login to the COI website, e-mail coi@einsteinmed.orq .

NOTE: THE IRB WILL NOT RECEIVE THIS SUBMISSION UNTIL ALL INVESTIGATORS HAVE A CURRENT CONFLICT OF INTEREST DISCLOSURE
ON FILE.

e Return to Table of Contents
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Protocol Sites: Adding external sites

lication

[74]

1]

[al
+

T T 1 1 L 7 17 7 O 7 7 72 (T (T (77

Protocol Sites

tion Entire view

9.0

S

Informed Consent

Exclusion/Inclusion
Criteria

iy

of the Application

MML%%MKnMAWMML

Back

5.3 External sites

10.0

[

Informed Consent
Process

Enter the name of each external site in the dynamic table below and select the responsible IRE and appropriate

site ©

haracteristics.

the n

11.0

i

Recruitment

12.0

P

13.0

[

14.0

[

Additional Questions

15.0 About Minors

[

e i T R P
8.0 Informed Consent

Exclusion/Inclusion
3.0 . Criteria

Informed Consent
10.0 . Process

11.0 Recruitment

Complete all the columns in
the row. Additional sites
may be added by clicking
on “Add a new row”. Rows

do not need to be saved -

individually. Instead, save
the entire Protocol Sites
section by clicking “Save
and Continue to Next
Section” on the upper right
of the page.

Expedited Categories

tion

zati

Costs and Remuneration

Application Customization

e

In question #3,
click on “Add a
new row.”

inator for this study.

>

If thiz i a multi-center trial, enter each participating site only if the YU/MMC/IMC/NCE PI is

W Add a new row | @Cﬂp\r existing row(s) | 0 Delete selected row(s)

| Name of Site

| Responsible IRE

| Site Characteristics

Mo record has been added

#Before selecting ITA (Individus! Inwvestigater Agreement) or TAA [IRE Authorization Agreement), please consult with the
Einstein IRE Office.

Enter the name of ea
site characteristics.
the national/internati

5.3 External sites

T Add a new row | @Cﬂw existing row(s)

external site in the dynamic table below and select the responsible IRE and appropriate
thiz i= @ multi-center trial, enter each participating site only if the YU/MMC/IMC/NCE PI is
al coordinator for this study.

0 Delete selected row(s)

Name of Site

Responsible IRB

Site Characteristics

" Institution’s own IRB

Mot Applicable (site not
engaged in research)

-~
™ Einstein IRB (I1A)*
{~ Einstein IRE (IAA)*

[T international

- School (nursery -
12th grade)

[T Mone of the above

*Before selecting ITA (Individual Investigator Agreem
Einstein IRE Office.

Version 1

5.4 What i |s- the antu:lpated total number of participants to be enrclled by the local

R TN

ent) or TAA (IRE Authorization Agreement), please consult with the

e Return to Table of Contents
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Sources of Support

If you answered “Yes” to question #5 of the Preliminary Questions
i page (Are there any sources of support (e.g. funds, supplies, drugs, _ 2%
et £i]  dEVices or equipment)?) you will be directed here. B soard [ @L = QH

> initial review

b e e, 0%7 study Application Only current sources of e

Support must be added. | wve and Continue to Next Section

Section view of Application | | Entire view of the Application |

1.0 General Information 1.
6.0 Sources of Support

» Setup Department(s)
2.0 Access
To add & new Source of Support for yvougfstudy, click on the "Add & New Sponsor to the Study” button below.
3.0 Grant Key Personnel access
to the study

4.0 Preliminary Questions T Add a New Sponsor to the Study

5.0 Protocol Sites

6.0 Sources of Support Fzm EE D:_'t‘:;-ls EEIOETULEIE = Sxterna Avard
Mo Sponsor has been added to this Study Find a Sp r: Search Options

Sponsor Name: Iﬂt:ll ﬁ Find Sponsor

Familiar Name: I

2. Type a few letters in
the Sponsor Name
field and then click
Find Sponsor.

Legal Name: I

Find a Sponsor: Search Options

coancer e 5 ¢ Name Legal Name

— Browec . Famitiar Name: | bt Add a New Sponsor to the Master |
Legal Name: |
rzresurtsited 3| Click on the green plus . .
. sign to se Iecgt]a P — If the sponsor is not in
+ sponsor the list, click on Add a
B I — New Sponsor.
N;H,‘Natlnnal Ins_tltute Df Diabetes and .
- Digestive and Kidney Diseases (NIDDK) O Return to Table Of Contents
MIH/Mational Institute on Alcohol Abuse and
s Alcoholism (MNIAAA)

MIH/MNational Institute on Drug Abuse (NIDA)

Pharmacia ABE

EESTSSISNR TSI SIS =
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Frequently Asked Questions about the

Application

28. Where am I? How can | tell which study I’'m working on?

How can | tell which section of the application I’'m working

on?

29. How do | move between sections of the application?

Can | go back to a section | already completed?

30. How do | stop working on the application?

31. How can | return to a draft application that | already

started?

34. | have a message that there is a new version of the

application. What do | do?

52. How do | check-out an uploaded document and check-

in the edited document?

Version 1

e Return to Table of Contents
e Go to Initial Review

Submission Packet
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Where am I? How can | tell which study I’'m working on? How can | tell which section of
the application I’'m working on?

IRB Number and Pl name

i E I N S-l-'_— IN Account: Paula D Brown, B.A.
L GAGASE Department: E-MMC - Institutior=" eview Board e
instein College of Medicine Path: m.~e

L

IRE Number:  2020-9003| ¥, 4y Assistant Human Research Application (Version 1.0) [4)Back
PI: Brown, Paula D, B.A.

My Werkspaces

Print Friendly ] [ Save Section ] [ Save and Continue to Next Section l

Section view of Application

Entire view of the Application ‘

1.0 General Information

13.0 Preliminary Questions

20 Setup Department(s)
} Access

13.1 Does this research invofg Einstein medical students as collaborators? These protocols must be approved by the Dean of Students, Christina Chin, via the signature routing pages. See the Researcher Handbook (located in the help menu) for additional

3.0 [ ¥evPersonnel and information.
. Project Contacts
4.0 iRIS Resources Yes No

5.0 Type of Application

13.2 This IRB application is being $ent for exemption determination prior to January 1, 2019.

6.0 Clinical Trials

This option may not be selecte® after January 1, 2019.

. Umbrella Studies
7.0 B aDelayed Human Subject
Involvement

Application section name

8.0 Pratocol Sites

9.0 Internal and External We are applying for an exempt determination on or after January 1, 2019.

Sources of Support

selected for new exempt submissions submitted to the IRB after ]

his option

10.0 E CITI Edut_:aliml Check
Information
11,0 B Conflict of Interest The following categonies of research may be eligible for exempt determination and/or limited IRB review:

Discl Requi it . R
oo Determinations that the institution is not engaged in research

Research on deidentified specimens or data
Research conducted in established or commonly accepted educational settings
Research that only includes interactions invelving educational tests, survey procedures, interview procedures, or observation of public behavior (including visual or auditery recording) of adults
13.0 B preliminary Questions Research involving b;mgr_ bahawu[a rter\-‘en_tions with adult subject if the subjects prospectively agrees to t_he nterventicn _and information co\lec_t on, ) . . .
o Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions
offensive or embarrassing.
o The research may not involve deception (unless subjects are prospectively informed that they will be misled).
Secondary research uses of identifiable private information or identifiable biospecimens

» General Application
12.0 Introduction

e Return to Table of Contents

e Return to Frequently Asked
Questions

¢ Go to Initial Review
Submission Packet
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How do | move between sections of the application? Can | go back to a section | already
completed?

i Account: Paula D Brown, B.A.
pg EINSTEIN Department: EMMHC - Tnstitaional Review Board (2]

Albert Einstein College of Medicine Path: Home
My Workspaces [  |IRBNumber: 2020-9003)  gpgy Assistant Human Research Application (Version 1.0) 4] Back
PI: Brown, Paula D, B.A.
Frint Frisndly | [ Save Section | [ Save and Continue to Next Saction |
Section view of Application Entire view of the Application
1.0 B General Information =
130 Preliminary Questions

2.0 [B Setup Department(s)
Access

11 Does this research involve Einstein medical students as collaborators? These protocols must be approved by the Dean of Students, Christina Chin, via the signature routing pages. See the Researcher Handbook (located in the help menu) for additional
5.0 Key Personnel and Uformations
- Project Contacts
4.0 B iRIS Resources 'ves o

5.0 B Type of Application

132 Th 1,2019.

o ™ Click on application section
.0 B &belayed Human Subject
O T e ™| name. You can return to any
.0 B protocol Sites . . .
o ' previous section. *Must be in

“Section view of Application”.

6.0 [ Clinical Trials

Internal and External 143w
90 B Sources of Support

10.0 B CITI Education Check s opt
Information

11.0 [ Conflictof Interest e following categories of research may be eligible for exempt determination and/or limited TRE review:
DiscionwsRaguiven sty Determinations that the institution is not engaged in research
Research on deidentified specimens or data
Research conducted in established or commonly accepted educational settings
Research that only includes interactions involving educational tests, survey procedures, interview procedures, or observation of public behavior {including visual or auditery recording) of adults
Research involving benign behavioral interventions with adult subject if the subjects prospectively agrees to the intervention and information collection.
« Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions
offensive or embarrassing.
@ The research may not involve deception (unless subjects are prospectively informed that they will be misled).
Secondary research uses of identifiable private information or identifiable biospecimens

General Application
120 B Introduction

13.0 B preliminary Questions —r

e Return to Table of Contents

e Return to Frequently Asked
Questions

¢ Go to Initial Review
Submission Packet
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How do | stop working on the application?

Account: Paula D Brown, B.A.

Department: E-MMC - Institutional Review Board 9 C+Log out

Albert Einstein College of Medicine Path: Home
My spaces [ |IRBNumber 2020-9003) Termpgssistant Human Research Application (Version 1.0) [4]Back
PI: Brown, Paula D, B.
Print Friendly l [ Save Section ] I Save and Continue to Next Section ]

Section view of

iaton [ el Click on the “Home” link next to
“Path”. Any page where you have
clicked “Save and Continue to Next
Section” will be saved. If you do not
click on “Save and Continue to Next
50 B Troe of Application -] Section” or “Save Section” on the last |,..
s B page, the information will not be
7o B MI",EVIL,::ﬂ'M saved. Clicking the banner will also

8.0 B Protocol Sites bring you to your iRIS “Home”
9.0 [ Internal and External 13. screen.

Sources of Support

1.0 B General Informa

2.0 [ Setup Department(s

Hicrens /s must be approved by the Dean of Students, Christina Chin, via the signature routing pages. See the Researcher Handbook (located in the help menu) for additional

10 Key Personnel and
: Project Contacts

4.0 [ iRIS Resources

100 B CITI Education Check CEed for new eye_ﬂ*..:': submissions s.u-"..rﬂ-nes fo m 1, 2018
: Information
1o B Conflict of Interest The following categories of research may be eligible for exempt determination and/or limited IRE review:

Discl Requi it: - . .
Bl » Determinations that the institution is not engaged in research

Research on deidentified specimens or data
Research conducted in established or commenly accepted educational settings
Research that only includes interactions involving educational tests, survey procedures, interview procedures, or observation of public behavior {including visual or auditory recording) of adults
Research involving benign behavioral interventions with adult subject if the subjects prospectively agrees to the intervention and information collection,
@ Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions
offensive or embarrassing.
o The research may not involve deception {unless subjects are prospectively informed that they will be misled).
» Secondary research uses of identifiable private information or identifiable biospecimens

General Application .

1208 Introduction *
.

.

13.0 B preliminary Questions

e Return to Table of Contents

e Return to Frequently Asked
Questions

e Go to Initial Review
Submission Packet
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Opening a draft of a study that has NOT been submitted to the IRB
Page 1

pRrrer. pET—

My Workspaces [ Study Assistant

Study Workspace

Create a New Stud .

2 — Hover mouse over
“Study Assistant” 3 - Click “View My
Studies”

Study Assistant

1 - Use the mouse to hover
over “My Workspaces”

OR

bart Einstain Lollege of Meditine
My Workspaces & Study Assistant
Featured Study Operations Tasks
Create a New Study View All Tasks a
Start a Study Submission Form View Study Tusks 5]
View My Studles

View My Studies Submissions

Track Approvals

[ 10]
Click on “View My Studies”,

the system will bring you
down to the “All Studies”
Panel. Or you can scroll down
the page to go to “All Studies”.

All Studies Recently Used Study Status

“ “ Einstein 168

11 result(s) found...

3 — Click the notepad icon to open L] “Ei“m" - prevm « Return to Table of Contents
the StUdy' ) 4 “E nstein IRB 12013-2006-SAMPLE 03/04/2020 * Return to Frequentlv ASked
) Questions
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If you have NOT completed the application, the Study Application screen will open.

&
pg EINSTEIN

Albert Einstein College of Medicine

OF YESHIVA UNIVERSITY
Short Title/Sponsor Protocol Number:
fPI: Testing, FI

Account: Coordinator Testing ( You are working under someone else's account. Click here to return to your account)
Department: Einstein-Montefiore - General Internal Medicine
Navigation: Home > my studies > project mgmt.

Melissa's case study #1

Study Application

-~ Print Friendly | Q Save and Continue to Next Section

_/:',"'l-llam @Lngmlt @IIE.)

[1{]Back

Section view of Application

Entire view of the Application

A

1.0

General Information

Setup Department(s)
Access

2.0

Grant Key Personnel

3.0 access to the project
4.0 Preliminary Questions
5.0 Protocol Sites

. General Information for
6.0 the Standard Application
7.0 Confidentiality
8.0 Informed Consent
9.0 Exclusion f Inclusion

Criteria

. Informed Consent
10.0 Process

11.0 Recruitment

12.0 Costs and Remuneration
13.0 Application Customization
14.0 Expedited Categories

Additional Questions

15.0 About Miners

L

.0 General Information

Please enter the full title of your study:

Click on “Save and
Continue” until the form is
complete.

Copy of Copy of Copy of Melissa's case study #1

s \qvigate between sections

on the application.

[

Enter a short title for the study (this may be the Sponsor Protocol Number):

Ilv'lelissa's case study #1
This field allows vou to enter an abbreviated version of the Study Title to quickly identify this study.

Version 1

e Return to Table of Contents

e Return to Frequently Asked

Questions
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If you’ve completed the application, the Project Management Screen will open.

L
pgl EINSTEIN

Albert Einstein College of Medicine
OF YESHIVA UNIVERSITY

Short Title/ Sponsor Protocol Number: A draft that has not been submi ...

PI: Testing. Chair

Study Status: m Study Title :

Account: Coordinator Testing
Department: Einstein-Montefiore - General Internal Medicine -’;F- Home @ Logout @ Help
Navigation: Home > my studies '

Submissions [4]Back

A draft that has not been submitted to the IRB

— i

ement

Click on Study Application to
re-open the application.

® Submissions History

Study Application

® study Correspondence

Informed Consent

Py
Outstanding Submission(s)

-
® Other Study Documents
-

Contract Documents

Track Ref Request T Process
Location Number o0 ype Submission

There are no outstanding submissions.

® Acknowledgement

® Amendment Form

- Reportable Events

Regulatory Forms

Forms

® Initial Review Submission form

Attachment Forms

e Return to Table of Contents

Please do not complete from this screen

e Return to Frequently Asked
Questions

® Advertisement Form
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| have a message that there is a new version of the application. What do | do?

IRB Number: 2016-7063-SAMPLE

Human Research Application (Version 1.2)

Section view of Application | |

Entire view of the Application

1.0 General Information

Setup Department(s)
Access

2.0

w Key Personnel and
0 Project Contacts

4.0 iRIS Resources
5.0 Type of Application
6.0 Clinical Trials

7.0 Protocol Sites

y, CITI Education Checlk
Information

8.0

Conflict of Interest
9.0 Disclosure
Requirements

General Application
Introduction

10.0
11.0 Preliminary Questions
12.00 Accrual Information

t Screening Questions
EED for Full Board Revi

If you select an NBHN site, the NBHN Department must also be listed as a DepartmenlNz.l] {Setup Department Access).

Einstein Montefiore NEHN \ Yeshiva Univers{ 1

_ Research that may be
14.0 B eligible for Expedited

2

[] Labors New Form Version has been published ﬂ
D CRCE i P
[ crRC W Click on “Convert to New Form
Il MRRC A new version of the Study Application Form { Human Research Application ) Version”. Ifyou happen to accidenta//y
[[] CERC has been published. . “ . .
o osa click “Cancel conversion — Retain
0 svn Please click on the Convert to the Mew Form Version button. Current Version” in the window that
[] Off-sit Mew Sections and Questions mal}y‘be present on this form so please click pops up, click “Convert to the New
through each section to verify that the application is complete. .
Form Version” at the top of your
application page.
- DR EiEne E) Cancel conversion -Retain Current Version I T' Convert to New Form Version
Enter th | This includ” account)
that is aither “This list s 72N tome () Logout | Help
blood banks, MC/MNCB PT it
national/inte [Il eren
Q Add a new row | I ﬁ Save and Continue to Next Section
1.0 General Information 3 /
2.0 B Setup Department(s) 1.0 General Information

Access

3.0 Grant Key Personnel access * Please enter the full title of your study:
to the project

All but the first three
sections of the
application will
disappear.

questions.

Click on “Save and Continue to Next
Section” as many times as needed to
longtitle restore the completed sections. If new
questions or branching have been
added, you may need to answer new

e Return to Table of Contents

* Enter a short title for the study (this may be the Sponsor Protocol Number):

e Return to Frequently Asked
Questions

Version 1
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Initial Review Submission Packet — Section 1

The submission packet contains the new protocol application, the protocol and any other documents you wish to
include in the submission. Below is the first page of the submission packet.

i E I N STE l N Coordinator Testing ( You are working under someone else's account. Click here
Account: ;b o your account) T @
-ﬂtrﬁ Einstein College of Medicine mﬂm Einstein-Montefiore - General Internal Medicine L= Home @ .
OF YESHIVA UNIVERSITY MNavigation: Home > study mgmt.
[he ";;”_'1;’; p12l313—2l]?8 Initial Review Submission form [1]Back
My Print Friendly | @ Refresh Constant Fields Q Save and Continue |
Section view of the Form || Entire view of the Form |
x Initial Review Submission S = = = ;I
10 B packet 1.0 Initial Review Submission Packet
1.1 Today's Date:
[1/0412013 =
1.2 Study Title:
January 4th - another study.
0 a S 3 B I U X xIZE 4 A t\El= =

1.3 IRB #: Normal (.. = n - &
2013-2078 l
1.4 Principal Investigator:

1 PI Testing

Create Iay 1.5 * Lay summary (1 to 3 brief sentences): Save |

summary.

™\ [ dick here to access the text editor.

Save lay summary.

e Return to Table of Contents

Version 1
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Initial Review Submission Packet — Sections 2-4

The next five sections allow you to edit the application form and attach the consent document, protocol and any other supporting
materials. On the first section you add the lay summary. The final page provides instructions for signature routing.

[< EINSTFIN

Coordinator Testing ( You are working under someone else's account. Click here

SEITITE to return to your account)
Department: E in-M fiore - G | Internal Medicine
Navigation: Home > my studies > study mgmt.

itial Review Submission form

My Print Friendly | @ Refresh Constant Fields

4 Home @ Logout @ Help

[4]Back

Entire view of the Form |

Q Save and Continue l‘
N. Click on “Save and Continue” if

, Initial Review Submission
1.0 Packet

2.0 Application Form

2.0 Application Form

2.1 Click Save and Continue.

& Click here to attach the application.

Edit/
View

[x] '_ 1.0

Remove Version

Study Application (Version 1.0)

LN

Sh

3
g

4 Section

Account: Coordinator Testing
Department: Einstein-Montefiore - General Internal Medicine
Navigation: Home > project mgmt.

[4]Back

="=H  Initial Review Submission form

- Attached

/=N tome (J) Logout (o) Help

. Print Friendly | (&) Refresh Constant Ficlds | [ Save and Continue |

Section 4

= you do not need to edit the

el application. Click on the
notebook icon below Edit/View if
you need to edit the application
before submission.

My Print Friendly | @ Refresh Constant Fields | Q Save and Continue |

ntire view of the Form

=

Other Study Documents

Form

208 A

ntire view of the Form |

2.0 B Application Form

3.0 B consent Documents

Initial Review Submission
1.0 B ot

4.0 B Other Study Documents

3.0 Consent Documents

3.1 Attach the informed consent documents (consent/assent forms, consent scripts, and/or information
sheets) for this protocol:

Add a New Consent

Last =
Language |, 135E | Mo:i‘tied Checked napproved

Category
Consent

Detach Version Title

No Consent(s) have been attached to this form.

3.0 B Consent Documents

4.0 3 Other Study Documents

4.1 Attach the study documents here (e.g. investigators brochure, instruments, case report forms, study

handouts or other miscellaneous documents).
THE STUDY PROTOCOL MUST BE ATTACHED IN THE NEXT SECTION.

Recruitment material must be attached through the Application Form in the appropriate section.

Add a New Document F+ Add Multiple Documents

View
Document

Review
Outcome

Expiration
Date

Detach Version Title Category Checked Out

No Document(s) have been attached to this form.

1

Add Consent Documents here. If
the study does not involve
written/oral consent, just press
“Save and Continue”.

Version 1

1

Add Other Study Documents here.
Note: Recruitment Materials

must be added within the
e Return to Table of Contents

application form. The protocol
must be attached in the next
section.
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Initial Review Submission Packet — Sections 5-6

M Section 5 ko

. Initial Review Submission
1.0 Packet

2.0 Application Form
3.0 Consent Documents
4.0 Other Study Documents

5.0 Study Protocol

Entire view of the Form

5.0 Study Protocol

5.1 Attach the Study Protocol here. THIS IS RH
Information on creating a protocol is avail

J Q Save and Continue

You must add a protocol in

order to submit the
application to the IRB.

)

& Select or Revise Existing | -+ Add a New Document | ‘W - Add Multiple Documents |
" Expiration " View
Detach Version Title Catagory Date Review Qutcome Checkead Out Document
" -
0 1.0 ;Ecit;col dated August 27, Protocol
23.55 KB

2.0 Application Form
3.0 Consent Documents
4.0 Other Study Documents

5.0 Study Protocol

6.0 Signature Instructions

Entire view of the Form

Mg Print Friendly | @ Refresh Constant Fields

—
,-.. Save and Continue

| Section 6 p™ |
1 Packet Jisston

6.1 To go to the signature routing pages:
Coordinators: Click "Save and Continue” and then "notif

routing pages.

PlIs: Click "Save and Continue” and then "Signoff and Su

6.2 Signature Requirements

Only the signature of the PI is required on the first signg

the routing list.

¥You must add departmental or other signatories on the

6.0 Signature Instructions
READ THESE INSTRUCTIONS BEFORE PROCE

Read the signature
instructions carefully.
Failure to obtain the

Baum as Dean of Students. The application will be auton

6.3 Please check the box below to proceed.

submission.

appropriate signatures will
delay the approval of your

-

jonature

hff from

Jto add Dr.

[T I understand that omitting signatures will result in a delay of IRB review and approval.

Version 1

Return to Table of Contents
Instructions for signature

routing
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Additional guidance on adding consents and other study documents

For consent documents, choose the 2" option. For guidance on the new
Einstein Consent and HIPAA Templates go to the iRIS Frequently Asked
Questions (FAQ) section of the Einstein IRB website
(https://www.einsteinmed.org/administration/institutional-review-board/).

Consent Add Selection Method: x|

For both consents and study documents, carefully
consider the Document Title. It will be used for your
£ informed consent from the list of Informed Consent Template Documents? reference, the IRB’s reference, and in any
documentation you give to the Sponsor

@ Add an informed consent from an existing electronic document you alr X
T T T T T |

Q Save Document |

*Document Title:

*Select the document

Crstas
*Wersion Number: .0
Version Date: -
Category: —none— -

Description:

Comments:

e Return to Table of Contents
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http://www.einstein.yu.edu/administration/institutional-review-board/irb.aspx?id=38577

Form Completed!

i Account: Melissa Epstein PhD, MBE
A E I N ST E I N Department: E-MMC - Institum;nal Review Board

albert Einstein College of Medicine

Path: Home > study mgmt.

[4]Back

Print Friendly Notify Pl to Signoff

[ [RBNumber: 2020-0003-SAMPLE gp 4y Assistant Initial Review Submission form - (Version 1.0)

MY Wor’kspaces PI: Brown, Paula D, B.A.

Section view of the Form | | Entire view of the Form
1.0 I% Initial Review Submission
OB bkt Form has been Completed!
20 B i Instruction of Form has Been Completed Screen

3.0 Bl Consent Documents
4.0 B Other Study Documents.

5.0 Bl study Protocol
.0 B signature Instructions . .

£:0 B Sgnatur dnstruct Click here to exit the form and
save a draft copy.

Notify Pl to Signoff
Create PDF Packet

Click here to route for
signatures.

e Instructions for signature

routing.
e Return to Table of Contents
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Routing Submission for Signoff

The next three pages allow you to assign the required approvals for the application.

2

1

place vou back to editina the routina

Finialize List of Personnel for Submission Routing and Signoff:

Setup for Submission Routing and Signoff

This screen is for reviewing the signoff routing list. You must answer "Yes" or "No” to the finalization of the Personnel. Once the
"Yes™ selection is made the button "Save - Start Signoff Routing” becomes enabled to be clicked. Clicking the "Save - Start
Signaff Routing” will start the routing list and then the submission board review(s). Clicking the "Go back to Make Changes” wi
st. Clickina the "Cancel - Finalize later” will close this window. The submission orocess is

Among the KSP, only the
Pl is required to approve
the submission.

By default, the Pl will
appear under “Finalize
List of Personnel for
Submission Routing and
Signoff:”.

Additional signatories
are required for initial
submissions and may be
required for other types
of submissions i.e.,
amendments to change
PI.

Order Approved Name

a Paula D Brown, B.A,

Cancel - Finalize later

Please verify the list above represents the finalize Personnel for review and signoff?

e Add the PI’s department chair and other required
- signatories by using the “Go back to Make
changes” button.
et / e Click the “Add Additional Personnel to the
el investser Routing List” button.

Setup for Submission Routing and Signoff

leen enables the collection of Key Personnel and Additional Personnel for Review an
s the person is included in the signoff process. The Check box "Unchecked” indicates
process. The Add Additional Personnel butten is used to search from the user database
ler of the Additional Personnel is to create a review order for the assianed personnel. If o

® Yes

Key Personnel for Submission Routing and Signoff:
pproved Name Role

& Paula D Brown, B.A, Principal Investigator

Save - Start Signoff Routing

Add Additional Key personnel to the Routing Signoff List

Last Name: —

All Departments v

by Department:

Search From: ® jpis Database ) LDAP Directory

Select Name Department Email

stephanie.gonzalez-

Institutional Review Board Vitle@enatein yo.edu

B Hippolyte, Stephanie

The Additional Personnel will to be added to the signoff routing list upon clicking the "Save - Add to Routing List" button

Remove Name Role
T
il v
o 34 Melissa Epstein PhD, MBE | Department chair
) po— v
0 a Stephanie Hippolyte none
“none—- H
Alternate

Conflict of Interest - IR use ONLY
Dean, Einstein School

Dean, non-Einstein School
Department Chair

Director, Doctoral Program, Wurzweiler
Director, Syms School of Business
Division Chief

Mew Principal Investigator (change in PT request only)
Mursing Approval

Other

Pharmacy Approval

Scientific Reviewer

L

Select Additional Personnel for Submission Routing and Signoff:

ignoff. The Check box "Checked

e person is not included in the
d add them to the routing list.
sonnel have 1. 2( seauential }

Include in
onoff Order Approved Name Role

No additional personnel have been added to the signoff routing list.

Save - Signoff Routing List

e Enter the Signatory’s last/first name. You can do
a full or partial entry. Make sure you are
searching from the “iRIS Database”.
e Click “Find User/Search Directory”.
e Click the Folder under “Select” to select the
signatory.
e Arole must be selected for each signatory.

Return to Table of Contents

Version 1
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Routing Submission for Signoff - Continued

Add Additional Key personnel to the Routing Signoff List X 4
Last Name: |hippo First Name: step lm
by Department: | All Departments v R O // . t . h b dd d / k ”5
Search From: ® isus patabase © LOAP Directory nce all signatories have been added, click “Save

— Add to Routing List”.

Select Mame Department Email
@ |Hippolyte, Stephanie Institutional Review Board stephanie.gonzalez-

vitale@einstein.yu.edu

Setup for Submission Routing and Signoff x
e This screen enables the collection of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked”
indicates the person is included in the signoff process. The Check box "Unchecked” indicates the person is not included in the
signoff process. The Add Additional Personnel button is used to search from the user database and add them to the routing list.
The order of the Additional Personnel is to create a review order for the assianed personnel. If bersonnel have 1. 2( seauential ) h
Select the Key Personnel for Submission Routing and Signoff:
The Additional Personnel will to be added to the signoff routing list upon clicking the "Save - Add to Routing List” button
In(_lude in Approved MName Role
Remove Name Role signoff
- v Paula D Brown, B.A. Principal Investigator
o 34 Melissa Epstein PhD, MEBE Department Chair v &
o a Stephanie Hippolyte Division Chief L. .
Additions or changes to signoffs may
be done by clicking “Add Additional
Personnel to the Routing List”
Select Additional Personnel for Submission Routing and Signoff: Add Additional Personnel to the Routing List

Include in

iamoff Approved Name Role

a Melissa Epstein PhD, MBE Department Chair v

Cancel - Adding Personnel ||

& Stephanie Hippolyte Division Chief v

5 e If you would like all signatories to be notified
simultaneously (recommended), set each
order to 1.
e When you are done, with specifying the
routing order, click “Save — Signoff Routing
List”.

List of required approvals: https://www.einsteinmed.org/administration/institutional-
review-board/approvals.aspx

List of authorized signatories:

. - . e . . e Return to Table of Contents
https://www.einsteinmed.org/administration/institutional-review-board/authorized-

list.aspx
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Finalizing Routing for Submission Signoff

Setup for Submission Routing and Signoff

This screen is for reviewing the signoff routing list. You must answer "Yes" or "No” to the finalization of the Personnel. Once the
"ves"" selection is made the button "Save - Start Signoff Routing” becomes enabled to be dicked. Clicking the "Save - Sta
Signoff Routing” will start the routing list and then the submission board review(s). Clicking the "Go back to Make Changes" w
place vou back to editina the routina list. Clicking the "Cancel - Finalize later” will close this window. The submission process is

Finialize List of Personnel for Submission Routing and Signoff:

Order Approved Name Role

2 . . .
L‘ Paula D Brown, B.A. Principal Investigator
]

1 Pid Melissa Epstein PhD, MBE Department Chair
]
2 . .

1 ¢*, Stephanie H ppolyte Division Chief
]

Please verify the list above represents the finalize Personnel for review and signoff? (O]

Select “Yes” then click “Save
— Start Signoff Routing”.

Cancel - Finalize later ] [ Go back to Make changes ] [ Save - Start

Additions or changes to signoffs for approval may be
added by clicking “Go back to Make changes” and then
following instructions in the previous slide(s).

Version 1

Return to Table of Contents
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The submission has now been sent for signatures!

Now you must wait for the submission to be signed and for the IRB to review.

Upon finalizing the routing and sending the submission for signoff, you will receive a pop-up message which displays the following:

Your submission has been sent for Signoff.

You can monitor the submission progress with the
Submission Status - In Progress

OK (8)

If you are the Pl and have routed the submission for signoff, you will receive a pop-up message which displays the following:

You are reguired to signoff on the submission.

You will now be redirected to the signoff screen to apply
your electronic signature.

You can monitor the submission progress with the
Submission Status - In Progress.

OK (9)

Version 1

e Return to Table of Contents
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How to View Submission Status

¢ Once you've submitted for signoff you are automatically re-directed to your iRIS homepage.

¢ To view the status, go to the “Studies Submission Status — In Progress” Panel:

= Qption 1: Click the notepad icon to open the entire study
I Under track location click the magnifying glass icon.
II.  Click the “+” symbol under “Task Status” next to “Pre-Submission”.
IIl.  The “Task Status” column tells you whether the task has been received or completed and the “Task Action/Details” tells you the type of task that is

pending or has taken place.

] Option 2: Click “Steps +” under the “Actions” column in the “Studies Submission Status — In Progress” Panel (on your iRIS homepage):
I Click the “+” symbol under “Task Status” next to “Pre-Submission”.
II.  To collapse the history, click “Steps -”. You can then choose another submission to view without having to enter a new IRB number.
. The IRB number, submission reference number, and form name are all available via this view.

** iRIS now calculates how long a submission has been at each step. This could be useful to determine why a submission has not yet gotten to the IRB for review, and who
the submission is with and for how long (if signoffs are still required). The duration is listed under the “Total Time” column.

o« Pauts D Brown, 8.8
pe EINSTEIN ey

your Last login was.
Allsent Einstuin Cobge of Medicine 2y /I3 1108 AR ES T

My Workspaces & Study Assistant

Study Title

Click to apen | Rabrrsncs
By Bsleleeseesd| nssabonr T
| et 1ite/ Spamsor Protocol Rumber

(LT Eingtain IR0 20730-9003-SAMPLE Initisl Review Submission form
Erat new ver Beeven, Pala 0, BLA

Einstein 100 2013-2006-SAMPLE Amendment Form

035471 Einstein 188 20177462 - SAMPLE Amendment Form

Einstein 108 2018-8514 - SANFLE Tnitis] Review Submission form

LR Einstein 17D Z017-837% SAMPLE for MedRIS Initial Review Submission form 1872017 @
o L 11114 am ST

026657 Einstein 108 Z017-T4BZ - SAMSLE Frogress Report

= e Return to Table of Contents

530086 Emsten 1RB 20367065 SAMALE Peagress Report BSR017 ‘§J
! Brown, Pacia D, BLA i
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How to View Submission Status — Continued (Option 1 details on slide 44)

: B.A

titutional Review Board

1 Study Assistant Submissions

. E I N STE | N (AL DB R, (4 B Numb: 2020-0003-5AMPLE testing new version
£ your last login was

02/25/2020 09:08 AM EST

Albert Einstein College of Medicine
My Workspaces & Study Assistant

® Ssubmissions History

Study Correspondence

Studies Submission Status - In Progress 2

e |
— Outstanding Submission(s)
=

In Progress Completed Track Ref
_ Location | Number | Reduest Type

7 result(s) found...

Click on the hyperfink to edit/view the submission.

y 039434
o - B tnitial Review Submission form
Lt sterence Review Board RE Number

E 033434 Einstein IRB 2020-3003-5AMPLE Initial m
T — 4 o

b 003667 Einstein IRB 2013-2006-SAMPLE Amenc B sre-subimiscza
Compieted Enba! Review Submesson form is wating to be submitted
Completed tal Bevew a3 bewn retracted by Pauls O

Compleed Gritial Review Submissan form Fas been retracted by Pauls O Brown

AIDGT Erlen Lollogs of Mediing

Compted sl B Subriion form b bk b By Pl B Brove, B
My Workspaces @ [tk Membse:  2020-9003-SAMPLE| g,y pusistant | Workflow - Submission Tracking
PI:  Ferwen, Paula 0, ALA. Compietes Britial Review Submascon farm kac bean retractad by Melkees Epstein FhD, MBE
Completed uls O Broven, B.A.
Compistsd il B Subaion Form K. b rarachid B Eauls D B, B4
3 Pre-Submission Completed Irvtal Review Submessan form Ras been retracted by Pauls D Brown, B4,
Compintnd n
Completed Irvtal Review Subme by Pauls O Brown, DA,
Task Status Task Acton /Datails Task Nama
Compienes riinl Mot Subersion form b b rtrncted By Pl © S, 8.0
g Pre-submigcion Completes Ential Review Submissan form Ras been retacted by Pauls © Beown, B4

e Return to Table of Contents
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How to View Submission Status — Continued (Option 2 details on slide 44)

Study Assistant

Studies Submission Status - In Progress

7 result(s) found...

Search

Study Title

RE Number Form Name

Short Title/Sponsor Protocol Number
testing new version

. Incomplete Tasks
038434 Einstein IRB 2020-5003-SAMPLE

Open Steps to
Complete

Initial Review Submission form 02/25/2020
02:00 PM EST

test new ver Brown, Paula D, B.A.

&

s Submission Status - In Progress

7 result(s) found...

Study Title

_

Short Title/Sponsor Protocol Number

testing new version

. " P o Incomplete Tasks
039494 Einstein IRB 2020-9003-SAMPLE Initial Review Submission form ‘ 02/25/2020 (8) e
test new ver Brown, Paula D, B.A. 02:00 PM EST - Complete
Steps.

Retract Subs 02/25/2020 10:01 AM EST

Pre-Submission 0 Day(s) 4 Hour(s) 34 Minute(s)

i Submission Status - In Progress

Davand

B rra subissen @ Blavia) 4 Hninta) 34 Hutals)

Canseted

v Hours Minutes
B

Compisted

Doy pimer Mimuts
. & 9

Farilatad i

[l

Complatad

Dy et Mimute
I ]

Complated

Return to Table of Contents

Gy Howr Mt
o 8 o
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Training Validation Failed - Identifying KSP with missing education requirements
ig Amnult:PITEﬁti\g(Youarew?rémug;Emdersomeoneelse'siaocomt.Cidchetehoret.mtoyouaocomt}

Department: E T ral T /g‘llnme @Logmll @Ileb
Albert Einstein College of Medicine & Navigation: Home > my studies o
OF YESHIVA UNIVERSITY

IRE Number: 2013-2148 e
PI: Testing, PI Submissions [1]Back

Retract submission

Protocol Items =
Protocol Items
® Submissions History
® Study Application L] Study Correspondence
® 1nformed Consent
l.\\ _ L
® oOther Study Documents o | Outstanding Submission(s)
® cContract Documents [;ac;';_m“ 5:::1|ber Request Type :::c“f;ss_m“
® Initial Review Submission form 2N
e — _ Click on the hyperlink to edit/view the submission. Retract
. L. . -1 0 000173 Initial Revi Submission f Submission
Post-Approval Form}  1- click the magnifying glass icon validation nitial Review Submission form
General |

Task Action/Details Task Hame Diate Creatad Date Complated Total Tima

2 —click the “+” sign to expand the “Task Details”.
Click “View Details” a new window opens displaying details.

Compleres
Campleted on form has bees retracted by Pauls © Drown
Training Records
enpleted o fzem has been retracted by Paula O 8
Training Failure
Completed nitial Review Submission form has been retracted by M L h I h
Ists the personnel that are
Personnel without valid Initial Review Weston, Gabriclla
cenplated nitinl Bmview Siabimiseson form bt been cetracted b s Group training: W . .o . d .
missing education
eted Trnbsal Bervoeve Submissecn liem has by .
requirements.

Completed Initisl Review Submission fos v Fauls O Brown, B
Compisted Antanl Ravarn Subimicsn f Faula © Browm, BA ary Hour Minuze
Completed Initsyl Reveew Submisson (K has been retrocted by Faule D Brown, B.A By gt Mirut
Complered orm has been retracted by Faula O Brown, B.A. D Hatr R

- o form he boeees vetrmcted by Bauln  Browe, B4 ¢ b=
Completed 2 form has been retracted by Paula O Brown, B4 pod
Campleted e
Completed

e Return to Table of Contents

alizwing Stady Personnel are nok regstered with Up £0 date training reconds:

Version 1 47



Checking the education status for all KP

£
Albert Einstein C

OF YESHIV
IRE N ber:
PI: Testing, PI

‘esting ( You are working under
|stein-Montefiore - General Iy
Ime > my studies

1 - Click on the “Study
Management” Tab

, ,l 2013-2148

Study Management

LB Number: DEMO-2013-7047

[: Testing, PI

t:l“dv Status: _

Study Management

Study Management i

. IRE Number : DEMO-2013-7I

Study Status:

Submissions

1 2 - Click on “Study Summary/Profile”

Protocel Items

Protocol Items

Study Details

(] Study Application ‘
® Informed Consent ® stu dy Summary/Profile
® other Study Documents

® Screen Access 1
® Contract Documents
® Initial Review Submission form ‘ KE‘_'I" PE_,I"I el - .

Post-Approval Forms

General

ation - PI Testing Back

4

Review the Education

Contact Information

First Name: P1

ast Name: Testing

_I.IPFEHE EI'IP{I“ITIEI'“S: ACCHJEI |arga

Click on “Back” to return to

i History. They must have one Srun 5
Pccrual Ceiling: Enroliment D nntt the study summary page.
3 of these courses: Human, _— Y ypag
Pager

Basic Course, a Refresher
Course. The course must be

Number:

Fl Study Department(s)

Fax
Number:

Click on the “person” icon

Name ailin ress

of the Rersor-mel whose completed and not expired e oo ned I
Einstein-Montefiore - Genera Educatl?n HlStOf'y you ‘ fOI’ the KP to pass the

would like to track. education check. o

[ Study Personnel
Education History

Training Group Course Course Date Course Expiration Score

Principal Investigator:

@I Testing

btudy Contact:

&3 Coordinator Testing €53 PI Testing

Basic Course

CRTP Ethics Course

01/05/2013 01/05/2016

01/30/2013 01,

Return to Table of Contents
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Retracting & Resubmitting the Study to Clear Education Validation
Once ALL KP have completed their required training and checked their status on iRIS, the submission
must be retracted and resubmitted. Note that CITI information is automatically updated in iRIS
overnight, so it may take up to 24 hours for the update to occur.

Studies Submission Status -In Progress

7 result(s) found.. 1-7

" RE Number
Short Title/Sponsor Protocol Number

039494 Einstein IRB 2020-9003-SAMPLE Initial Review Submission form

Confirm Retracting the Submission

Are you sure you want to retract this submission from

1 - On your RIS homepage, go to the “Studies e review?
Submission Status — In Progress” Panel. Click
“Steps +” then click “Retract Submission” - CANCEL

=)

Completed Initial Review Submission form is waiting to be submitted

The submission has been retracted.

Please modify your submission, and the supporting
documents, and then resubmit.

4 - On your iRIS homepage, go to the “Studies
Submission Status — In Progress” Panel. Click
“Steps +” then click “Retract Submission”

OK (8)

Confirm Submission is Ready for Review.

e Return to Table of Contents

Are you sure you want to submit this submission for
review?

CONFIRM  CANCEL Version 1 49




Retracting the study when you have opted to open the entire study either via the “All Studies” panel or the Studies
Submission Status — In Progress” panel .

PR -
OF YESHIVA UNIVERSITY -

IRE Number: 2013-2148
[PI: Testing. PI

Study Status:

PuwsgLLT. rrwr o sy Fuuuee s

Submissions

ﬂ2013_2143 Retract submission

W Study Management

[4]Back

Protocol Items

Protocol Items

® sSubmissions History

® Study Applicati
udy Application ® study Correspondence
® Informed Consent
o
® Other Study Documents / ‘Outstanding Submission(s)
- Track Ref
Contract Documents Location Number Request Type

® 1nitial Review Submission form

Post-Approval Forms

|0y 000173
validation

General

1 — Click the “Retract Submission” button

Click on the hyperlink to edit/view the submission.

Initial Review Submission form

rocess
bmission

Retract |

® submissions History

Submissions History

- Study Correspondence

Study Correspondence

Outstanding Submission(s)

X

gur Submission has been successfully withdrawn!

OK |

link to edit/view

v Submission f

Outstanding Submission(s)

X

Cancel

Ok

to adit/view
bmission f

Version 1
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Resubmitting the study

Albert Einstein College of Medicine [=]

OF YESHIVA UNIVERSITY

Department: i
Navigation: Home > my studies

Retract submission

I Internal Medici

IRE Number: 2013-2148

Tacting, BT Submissions

-_fa‘llome @Logout @uelp

[4]Back

|+

Protocol Items

Protocol Items
® Submissions History

® Study Applicati
udy Application ® study Correspondence

1 — Click the “Send Submission”

® Informed Consent .
by N button.
® Other Study Documents > Outstanding Submission(s)
Track Ref
® contract Documents Location Number Regquest Type
® Initial Review Submission form

000173

B Initial Review Submission form
Post-Approval Forms

General

® Acknowledgement

® Amendment Form

® ro gress Report

[ ] Reportable Events

tilachincnl Eors

Click on the hyperlink to edit/view the submission.

Process
Submission

Send |
Submission
Message from webpage

Confirm Request For Review,
au sure you wank to submit this submission For review?

X

Zancel |

3 - Signatures must be re-assigned (follow instructions in slides 40-42).

Version 1
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51



How to check out a document for editing

For both consents and study documents, carefully consider the
Document Title. It will be used for your reference, the IRB’s
reference, and in any documentation you give to the Sponsor.

*Consent Title: |test

Version Mumber: |1 .0

Update document
*Version Date: |02/752020 = information here if needed.

* Category: | Consent

#* Language: | Englizh

Are you sure you want to check-out the document?

If yes, document will be downloaded to vour local computer to
save as part of your local files. Modify and check in later.

Check-out the
Document to your Check-out
workstation for editing:

CONFIRM

Comments:

Check out the document
for editing.
Confirm check-out

Save Consent

Version 1

Return to Table of Contents
Return to Frequently Asked
Questions

52




How to “check-in” a document after editing OR Undo the “check-out”

Version Number:

*Wersion Date:

* Category:

* Language:

Description:

This document is
currently checked

out by.

Check-in when you
are done editing
upload the document
back into iRIS.

Revert to the
document stored in
iRIS.

Study Cons gt X

02/25/2020 =

Consent

English

Paulz D.

If you checked -out the
document in error, or no
longer wish to make changes
to the document, click “Undo
Check-out Document” and the
initial document will remain
attached.

o
(=]
1
w
o
o
ra
1
L
I
o
o
o
(=]
Iy

Check-in Document...

Undo Check-out Document...

For both consents and study documents, carefully consider the
Document Title. It will be used for your reference, the IRB’s
reference, and in any documentation you give to the Sponsor.

Update document
information here if needed.

e

129:32 PM

Check in the saved document.
Remember where you saved it
on your computer.

When you are done click “Save
Consent” or “Save Document”.

Save Conzent

e Return to Table of Contents
e Return to Frequently Asked

Questions
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