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IRB and elRB Websites




IRB Website -

http://http://www.hopkinsmedicine.org/institutional review board

IRB Guidelines, Regulations, General Information

* Look for new
developments in the
What's New box.

* Left Navigation Bar
—About IRB/elRB
—Guidelines & Policies
—IRB Forms/Templates

—Compliance Training
Requirements

—Link to the eIRB Home
Page
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elRB Information

* Located under “About IRB” =
“"elRB”

* FAQs

* Training [Tutorials 4\ JOHNS HOPKINS
* Review Type Wizards

e System Requirements

= Explore |ohns Hopkins Medicine

Login to elRB
JHM Office of Human : ce : About IRB > Geffin Get Training
Subjects Research - =ldredin elne
Institutional Review Contact
Boards

. Eor more information...

About IRB
u Oyerview
u Authority

= Compliance Monitaring
Program

Related Links

Agreements




Review Type Wizards

* Is your study considered
human subjects research

an d S Ubj ect to review by Home = JHM Office of Human Subjects Research - Institutional Review Boards = About IRB = Getting
the IRB? Started in elRB EE—

* Does your study qualify — ES-RUE

for exempt or expedited
: 5 Whatis an elRB Wizard?
review:

elRB Wizards are interactive tools designed to help researchers prepare applications for submission

* Select a wizard to to the JHNHRE for review.

determine the answers.

Select a link below to have the elRB Wizards determine if your study will qualify for one ofthe
following:

+ Human Subjects Research

+ Expedited Review




eIRB Link to Login

* e|RB Website

* Link to the elRB Login screen is
located in the right navigation
bar on each page.

Login to elRB
et Training

Contact

What's New

elRB 2 Launch
More

Upcoming Training Events
Maore s




elRB Accounts: JHED Users

» JHED User accounts are automatically created upon first login.
* No self-registration process is required.

JOHNS HOPKINS g o

Enter your Login ID and Pagsword




elRB Accounts: JHED Users

* If you forget your JHED ID or JHED password:
* Use the links (i.e., Forgot Password?) below, or

* contact JHED directly at jhed@jhmi.edu or call the JHED IT Support Center
at 410-955-HELP.

JOHNS HOPKINS g o

Enter your Login ID and Pagsword




elRB Accounts: Non-JHED Users

* Non-JHED Users must email the elRB help desk (jhmeirb@jhmi.edu)
to set up an account.

JOHNS HOPKINS 53 sunesrms. .o

Enter your Login ID and Pagsword
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elRBView Approval Letter




elRB Login

* Login to elRB at http://e-
irb.jhmi.edu.

ENTERPRISE
AUTHENTICATION

@203 dohnz Hopkins Institutions. All fights reserved




Investigator Home Page

* Select My IRB Studies on
the left navigation bar.

* Select the Approved tab
on the Home Page.

* Scroll down to the
appropriate section.

* Select the study name.

* This will open the study
workspace.

@ JOHNS HOPKINS eI RB 2 Reg User 1 Test | My Home |  Logoff

SCHOOL ¢f MEDICINE

eRB HelpDesk  elRB Suvey ~ What's New

Page for Reg User 1 Test [ Components |

Account Management
eIRB Training Welcome to eIRB2

My IRB Studies . -, . ) - — N
¥ You may view studies from the old eIRB system by following this link: https://archive.e-irb.jhmi.edu.

Create New
Application

Action Required Researcher Prep In Process All My IRB Studies

New Application
Filter by ' 1D [=] Advanced

[B5 i) Name ’ _- ' it State Change Date Elahfft
11/21/2013 11:29  Test
Outcome AM

8 items I page 2 of8 b 1 [page

Change In Research

Filter by <@ Name E 5 Advanced
i y PI Last

[=4 s Title
Study Title Name

Testing Sibley again/does Approved 10/30/2013 Test
study title get updated if 1:56 PM
approved?




Study Workspace

a\ JOHNS HOPKINS eIRB2 Reg User 1 Test | My Home | Logoff

SCHOOL of MEDICINE

* |RB Review List

—Displays the review date, |
t elRB Help Desk elRB Survey What's New
review type, outcome All IRB Studies > xxDO NOT USE! Janelle's Test Study for IRB Members. > xxDO NOT USE! Janelle's Test
Study for IRE Members.
and letter sent.

Current Change In Research Workspace
Status

* Select View Letter to

xxDO NOT USE! Janelle's Test Study for IRB Members.

t h I R B | tt Parent Study Title:
O p e n e e e r- xxDQ NOT USE! Janelle's Test Study for IRB Members.

View

Print Friendly Parent ID: IRBO0007912
View

Differences Number: CIR00000024

Principal Investigator: Janelle Maddox-Regis

IRB Committee: Study Expiration Date:
IRB-7

Review Type: Initial Approval Date:
Convened 11/22/2013

Date Submitted: 11/21/2013
Last Scheduled Review: 9/6/2014

IRB Review Items:

Review Date Review Type QOutcome Letter Sent
11/26/2013 Expedited Approved View Letter
11/22/2013 Convened Approved with Administrative Changes View Letter
11/21/2013 Convened Tabled View Letter
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Radiation Calculator




Radiation Calculator

* Use of the Radiation Calculator is optional.

* Select each radiologic examination used in your protocol excluding
ionizing radiation and radioactive materials administered for
research purposes (including standard of care procedures being
altered for research).

* To use the calculator, click on CALCULATE, which is located near the
bottom of the Radiation Calculator screen.

* This will calculate and display the total dose exposure and create the
language for the consent form.

* CALCULATE may be clicked at any time, an unlimited number of
times.

* The Radiation Total (rems) for each procedure category will not be
calculated until CALCULATE is clicked.

* Copy the text and paste it into the appropriate section of the
consent form.




Select Procedure

) CIICk Add to Open the “Add CT Radiology Procedures:
Radiation Procedure”

] Procedure Type Scan Amount (rem)
WI ndOW. There are no items to display
CT Radiation Total (rem}:




Select Procedure

. CIiCk SeleCt to SearCh CT Radiation Procedure

for the procedure * Select Procedure:
Name.

* Mumber of Scans:

e Select a procedure  Required [0k ) [_OK and Add Another ] [_Cancel |
to be used in your

protocol.

Filter by Procedure Name El |

* You may need to use —
the scroll bar or the

1.6

arrows to locate your D o5 e e
procedure. . e

with or without contrast

domen/pelvis with and without contrast
/sinuses with AND without contrast

, CT of Abdomen with AND without contrast

I d 1-250f30 D D




Number of Scans

* Enter the number of
times each participant
will have this
procedure.

* Click OK and Add e €
Another to ad d m O re CT femoral angiogram
* Number of Scans:
procedures from the

same category.

* Click OK to return to
the Radiation
Calculator screen
where the selected
procedures will now
appear.




CALCULATE

* Locate CALCULATE near the
bottom of the screen.

* Click CALCULATE to
calculate the total dose
exposure and create the

language for the consent
form.

* Save the screen.

CALCULATE

3. Total all procedures (rem): 0.014




CALCULATE

* Locate the text for
the consent form
right below
CALCULATE.

» Copy the text and
paste it into the

appropriate section
of the consent form.

4. Copy and paste the text below into your consent form(s):
This research study includes exposure to radiation from x-rays or gamma rays. This radiation exposure is for research purposes only
and is not part of your medical care. ¥-rays and gamma rays can damage cells, but at low doses, the body is usually able to repair

these cells,

The radiation exposure that you will get in this research study is 0.0140 rem {a rem is a unit of absorbed radiation). This is les:
the 0.3 rem that the average person in the Unit each year from natural sources like the sun, outer space, ar,
and sail. The risk from the radiation exposure in this research study is very small.

The radiation exposure described here is what vou will get from this research study only. It does not ind any exposure you may
han ed or will re rom other medical tests ou of this study that are a part of your medical care. If you have
guestions about the total amount of radiation you will be receiving, you should ask your doctar.
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Adding Study Team Members



Select Study Team Member

1-General Information

Scroll down to Q 15

Click the Add button to add a
study team member.

Click the Delete button to
remove someone from the
study team.

Click the Update button to
update existing study team
information.

15. Study Team Members: (5
Click Add te add new Study Team members. Click Update to modify exis

Add

Last First DegreesHED Dept

M.'ddox- Janelle MS
Regis

SOM Admin Clinical Invest
Human Subjects

ting Study Team member informatiorn.

Primary Affiliation

Other - Affiliation
Mot Listed

Role

Co-
Investigator

Consenting Hopking
participants
no

Agree To
Participate




Study Team Compliance Training

2 — StUdy Tea m Com pl ia nce 2 - Study Team Compliance Training
Tra I n I n g 1. All Study Team Members listed below must complete indicated training requirements (5]

PIs of active IRB Protocols must complete the REWards training (Research Ethics Workshops) or equivalent. PIs have one year from
the date of their first eIRB submission to complete the REWards requirement.

I I ni For studies with a Prospective Reimbursement Analysis document (PRA), Clinical Research Bifling Orientation (CRBQ) training is required
Ve rlfy CO m pl I a n Ce t ra Inin g for study team members who have a role in the consenting process. Clinical Research Support Services will notify those members by

= . email. The IRB cannot take final action until all training is complete.
information (Qa)

Principal Investigator

BJe) t Send comliance trainin Last Name First Name . HSR H&R coI Date REWards CRBO Date CRBO

Required Date Required Date Required Date Completed Required Completed

certificates in advance of an elRB Test RegUser 1 vyes 1/1/2014 yes 1/1/2014 yes 1/1/2014 1/1/2014
submission.

Study Team:

|f com pl ia nce tra | n | n g d ates Last First HSR Date HE&R Date coI Date Date REWards CRBO  Date CRBO

MName Name Required Required Required Completed Required Completed

are InCOFFECt Or mlSS|ng Upload Maddox-Regis Janelle yes 12/31/2009 yes 12/5/2008 ves 6/11/2008 1/1/2012
I

Cop I es Of tra Inin g Ce rtlflcates I nto . If the dates above are blank or incorrect, upload copies of training certificates or myLearning Report and the JHM IRB staff
Q pl will enter the dates for you. Q@

Click Add to upload a new document. Click Update to upload & revised version of the existing document. Do pot defete existing

|RB Staff Wl” ent the dates |nto documents. (Click History to see all uploaded versions of an existing document.)
the elRB system upon submission. Title Date Modified Version

There are no items to display

Save | Exit | Hide/Show Errors | Print... | Jump To: 2 - Study Team Coempliance Training -




Study Team Compliance Training

2 - Study Team Compliance Training

* Non-Hopkins affiliated study
tea m m e m be rs a re a | SO . All Study Team Members listed below must complete indicated training requirements ‘&

PIs of active IRB Protocols must complete the REWards training (Research Ethics Workshops) or equivalent. PIs have one year from

req U | re d to U p I o a d a CO py Of the date of their first elRB submission to complete the REWards requirement.

For studies with a Prospective Reimbursement Analysis document (PRA), Clinical Research Bifling Orientation (CRBQ) training is required

t h e I r h Uman su bJ e Ct S researc h for study team members who have a role in the consenting process. Clinical Research Support Services will notify those members by

email. The IRB cannot take final action until all training is complete.

(HSR) compliance training princpal Ivestigator
HSR H&R COI Date REWards CRBO Date CRBO

Ce rtlflcatlon. LesilEme FosliEe Required Date Required Date Required Date Completed Required Completed
Test Reg User 1  vyes 1/1/2014 vyes 1/1/2014 vyes 1/1/2014 1/1/2014

Study Team:

Last First HSR Date H&R Date COI Date Date REWards CRBO Date CRBO
MName Name Required Required Required Completed Required Completed
Maddox-Regis Janelle yes 12/31/2009 yes 12/5/2008 ves 6/11/2008 1/1/2012

. If the dates above are blank or incorrect, upload copies of training certificates or myLearning Report and the JHM IRB staff
will enter the dates for you. Q@

Click Add to upload a new document. Click Update to upload & revised version of the existing document. Do pot defete existing
documents. (Click History to see all uploaded versions of an existing document.)

Title Date Maodified Version
There are no items to display

Save | Exit | Hide/Show Errors | Print... | Jump To: 2 - Study Team Coempliance Training -




Study Team Compliance Training

* IRB training requirements can be found by selecting the “Get
Training” link on the IRB Website:
http://www.hopkinsmedicine.org/irb

* Be sure to save and print your certificates at the time you complete
each course.

* Electronic copies of certificates are necessary for uploading.




Study Team Compliance Training

2 - Study Team Compliance Training

* Click Continue to advance
t h ro U g h t h e a p p | |Cat | O n a n d . All Study Team Members listed below must complete indicated training requirements ‘&

PIs of active IRB Protocols must complete the REWards training (Research Ethics Workshops) or equivalent. PIs have one year from

com p | Ete an y d d d |t | ona | the date of their first eIRB submission to complete the REWards requirement.

For studies with a Prospective Reimbursement Analysis document (PRA), Clinical Research Bifling Orientation (CRBO) training is required
C h a n g e S . for study team members who have a role in the consenting process. Clinical Research Support Services will notify those members by
email. The IRB cannot take final action until alf training is complete.

Principal Investigator

* Save your changes.

3 HSR HE&R COI Date REWards CRBO Date CRBO
Last Name First Name Required Date Required Date Required Date Completed Required Completed
Test Reg User 1  vyes 1/1/2014 vyes 1/1/2014 vyes 1/1/2014 1/1/2014

Study Team:
Last First HSR Date H&R Date CoI Date Date REWards CRBO Date CRBO

Name Name Required Required Required Completed Required Completed
Maddox-Regis Janelle yes 12/31/2009 vyes 12/5/2008 yes 6/11/2008 1/1/2012

. If the dates abowve are blank or incorrect, upload copies of training certificates or myLearning Report and the JHM IRB staff
will enter the dates for you. (5]

Click Add to upfoad a new document. Click Update to upload a revised version of the existing document. Do not delete existing
documents. (Click History to see all uploaded versions of an existing document.,)

Title Date Modified Version Status
There are no items to display

Sawe | Exit | Hide/Show Errors | Print... | Jump To: 2 - Study Team Compliance Training =




Application Screens

. i 7\ OHNS HOPKINS Edit: Submission - IRBO0018713
CIICk FInISh' J SCHOOL of MEDICINE eIRB

Th |S returns you to the Save | Exit | Hide/Show Errors | Print... | Jump To: Finalize =

application workspace.

Finalize Application

Finish indicates the last | o
. . To complete this eIRB application:
pa g e Of t h e a p pl |Cat I O n . Click the Hide/Show Errors link above or below. All required fields must be completed in order to submit.

Click Finish to return to the application workspace.

YO U m ay CO ntl n U e tO ed It For New Applications and Changes in Research, if new study team members have been added to the application,

. . . complete the Reguest Study Team Participation activity, located on the left side of the screen, to notify them
t h e a | I Cat I O n U ntl | t h e that they must agree to participate. All new study team members must complete the Agree to Participate activity
p p prior to submission.

1 1 NOTE: ONLY THE PI CAN SUBMIT THE APPLICATION! The PI must complete the Submit activity to send the
change inresearchis

S U b m Itte d Look for email notifications from eIRB as your application moves through the review process when the IRB requires
. action on the part of the PI or study team.

Save | Exit | Hide/Show Errors | Print... | Jump To: Finalize -




Request Study Team Participation

* Select Request Study Team
Participation from the Current
Activities section.

* This opens the Request Study
Team Participation Window.




Request Study Team Participation

* Optional comments may be
entered into the text box.

* Click OK. This sends out an
email notification to everyone I s et ey et e
on the study team asking S S s e
them to login to elRB and
complete the Agree to
Participate activity.

Request Study Team Participation

Enter comments to be included in the notification (optional):

* Study team members may
complete the Agree to
Participate activity without
having received the courtesy
email notification.

Click OK below to complete.




Request Study Team Participation

* The Pl will receive an email
notification when all study
team members have agreed to
participate.

The History Log may also be
checked to determine when all
study team members have
agreed to participate.

* The Pl may submit without
having received the courtesy
email notification, once all
study team members have
completed the Agreed to
Participate activity.

Filter by @ |Activity E Advanced
Activity Author @ Activity Date
Changes Updated T

team member agreed to participate T
Study Team participation requested T
Changes Updated T
Changes Updated T
Changes Updated T
Changes Updated Test




Agree to Participate

* Study team members may complete the Agree to
Participate activity without having received the
courtesy email notification.

* The Principal Investigator does not complete the
Agree to Participate activity.

* Submitting the application confirms the agreement
of the PI.




Agree to Participate

* Select the Agree to
Participate activity from
the Current Activities
section of the left
navigation bar.

* This opens the Agree to
Participate window.

Current Status

Researcher
Prep

Project Editor
View/Edit

Print Friendly
View Differences




Agree to Participate

Read the Agree to Participate window
content.

Click Yes.

Select whether or not you wish to
receive all study-related notifications.

Click OK.

Performing this activity is the
equivalent of an electronic signature.

The Principal Investigator does not
complete the Agree to Participate
activity.

Submitting the change in research
confirms the agreement of the PI.

Agree to Participate

Clicking OK below is the electronic equivalent of a signature.
n I have read the protocol and this application.
= I agree to perform the role(s) assigned to me by the PI.

n I certify that I am trained and qualified to perform my role(s) in the study, or will undergo the
training that the PI will provide to qualify me to perform my role(s).

n I will familiarize myself with the standard operating procedures for this study before beginning to
perform my role(s).

= I will conduct the study procedures in accordance with local, state, and federal laws and
regulations, the terms of the JHM IRB approval, and institutional policy.

=» Your use of eIRB is governed by all applicable Johns Hopkins policies. eIRB contains information
that is confidential and proprietary. Your use of eIRB may be subject to audit. DO NOT submit
individually-identifiable information about research participants in eIRB applications. You are
responsible for removing all such individually-identifiable patient information from any documents
that you upload to eIRB.

* I agree to the above:
©ves O No Clear

* I wish to receive all study related notifications from the IRB:
©ves O No Clear

Click OK below to complete.

(oK) (Cancel) -




Agree to Participate

* View the History Log to
see that you completed
the Agree to Participate
activity.

elRB Help Desk

Current Status
Researcher
Prep
Project Editor

View/Edit
Print Friendly
View Differences

* Select My Home to return
to the Investigator Home
Page.

Current Activities

Request
ro! Study Team

 Participation

Y Submit IND
—H | Safety
Reports

V Agree to
Al Participate

JOHNS HOPKINS

SCHOOL of MEDICINE

All IRB Studies = Testing Study for eIRB2

Reg User 2 Test | My Home |  Logoff

elRB

elRB Survey  What's New

Application Workspace

Title:
Testing Study for eIRB2

Number: IRBO0018713
Principal Investigator: Jlanelle Maddox-Reqis

IRB Committee:
Review Type:

Date Submitted:
Last Scheduled Review:

*** APPLICATION WAITING TO BE SUBMITTED ***

ONLY when application is ready for submission
should the PI perform the Submit activity on the left

IRB Review Items:
Review Date Review Type
There are no items to display

CQutcome Letter Sent




Submit the Application

. Current Status
* Select Submit from the ——
Current Activities section. Prep
Project Editor
i View/Edit
e Only the Pl WI” have the Print Friendly
SU bmlt aCt|V|ty View Differences
Current Activities
E Submit
* This opens the submit .
. Request
WlndOW. 2\ Study Team

“ Participation
PI Withdraw




Submit the Application

* SubmitWindow

e Add comments or documents
ONLY for information NOT
included in the application.

 Click OK to submit.

 This is the equivalent of an
electronic signature.

e The Pl does not complete the
Agree to Participate activity.

Submitting the application is
the PI's agreement to
participate.

Submit

1. Clicking "OK" below is the electronic equivalent of your signature. By doing so, you agree to the following:

o I have read the protocol and this application.

# All questions on this application are answered truthfully and with appropriate completeness.

# Adequate resources and facilities are available to carry out the proposed research, unless otherwise explained in the Support Section of this eIRB
application.

# Investigators will adhere to the current state and federal regulations, local law, and institutional policy governing this research.

o I will ensure that all study personnel have the certification and/or credentialing required by law and by institutional policy to perform their assigned
study activities, the appropriate training to conduct the portion of this study in which they are involved, and that they understand the study's standard
operating procedures,

o I will ensure that the study personnel understand how to conduct the protocol in accordance with the terms of the JHM IRB approval and guidance.

# Your use of eIRB is governed by all applicable Johns Hopkins policies. eIRB contains information that is confidential and proprietary. Your use of eIRB
may be subject to audit. DO NOT submit individually-identifiable information about research participants in eIRB applications. You are responsible for
removing all such individually-identifiable patient information from any documents that you upload to eIRB.

Upload any additional documents, NOT included in the application, that you wish to include as part of the review (optional):

Click Add to upload document(s):

Modified Date

. Additional Comments (optional):




Application Submitted

* View the History Log to monitor the progress of the application
through IRB Review.

* Click My Home to return to the Investigator Home Page.




Application Submitted

@ JOHNS HOPKINS eIRBQ Reg User 2 Test | My Home | Logoff |

* Select the In Process tab. SCHOOL o MEDICINE
i elRBHelpDesk  elRB Suvey  What's New

 Scroll down to the appropriate

s e Ct I O n : Account Management

. eIR8 Training Welcome to eIRB2

y M o n Ito r t h e p ro g re S S Of yo U r My IRB Studies You may view studies from the old eIRB system by following this link: https

application through IRB Cose e

- Application
Review (Current State).
Action Required Researcher Prep Approved All My IRB Studies

[

Upon approval by the IRB the
application will appear under T e

t h e A p p Fove d t a b . o] Name Current State

IRBO0000120 USE! Janelle's Test Study for ~ RSS Review - Post 1/17)
ars. IRB M

IRB00010038 EXEMPT TEST STUDY - IMR Waiting Outcome 12/4/2013 4:40  Test
PM

IRB00018671 FINAL TESTING - RECORD QUTCOME Waiting Outcome  1/13/2014 2:43  Test
PM

3 items Upage1 of1V 10 /page

Change In Research




JHMelRB

IND Safety Reports




IND Safety Reports

* IND Safety Reports that do not involve changes to the consent
form and/or protocol do not need to be submitted as a Change in
Research.

* The activity to upload IND Safety Reports, with no changes to the
protocol or consent form, is located on the Application Workspace
for a currently active study.

* Multiple IND Safety Reports may be uploaded at the same time.




IND Safety Reports

* The IND Safety Report number and any other important relevant
information must be entered into the activity.

* This information will be included in the acknowledgment email
you receive from the IRB.

* This will be the only acknowledgment you receive.

* The History Log will record the IND Safety Report submission and
acknowledgment.




IND Safety Reports

* IND Safety Reports are not reviewed by the JHM IRB.

* If you are submitting an IND Safety Report with changes to the
protocol or consent form(s), you must submit a Change in
Research.




Investigator Home Page

* Select My IRB Studies from the [AJN OGN Y] ot T wtore ||

SCHOOL of MEDICINE

left navigation bar.

* Locate the Approved tab on
the Investigator Home Page. artans  Welcome to eIRB2

My IRB Studies

* Scroll down to the New
Applications section.

You may view studies from the old eIRE system by following this link: https: /farchive.e-irh jhmiedu,

* Select the name of the L —
currently approved study.

* This opens the application
workspace.

IREO0010075 Sue CIR Testing ...




IND Safety Reports Activity

[ Locate the CU rre nt JOHNS HOPKINS e I RB Reg User 2 Test | My Home | Logoff

SCHOOL of MEDICINE

ACtIVItI es SeCtI On . elRB Help Desk elRB Survey What's Mew
All IRB Studies > Testing Study for eIRB2

" CIiCk “SmeIt IND Current Status Appllcatlon Wnrkspace

Researcher -
Safety Reports”. Test

Testing Study for eIRB2

Project Editor Number: IRBO0018713

View /Edit
Print Friendly Principal Investigator: Jlanclle Maddox-Regis
View Differences

Current Activities

Request Review Type:
> Study Team

IRB Committee:

“ participation
Submit IND Date Submitted:
Safety Last Scheduled Review:
Reports

V Agree to
PPy Participate **k*x APPLICATION WAITING TO BE SUBMITTED ***

OMLY when application is ready for submission
should the PI perform the Submit activity on the left

IRB Review Items:

Review Date Review Type Outcome Letter Sent
There are no items to display




IND Safety Reports Activity

* Select IND Safety
Report(s) involves no
changes to consent
form(s) or protocol.

* Click Add to upload IND
Safety Report(s).

 Enter safety report

numbers into the
Comments box.

— These will appear in the
History Log and the IRB
email acknowledgement of
the reports.

— This email will be the only
confirmation sent to you
from the IRB.

* Click OK to submit IND
Safety Reports to the IRB
and initiate an email
receipt.

Submit IND Safety Reports

1. * Check below as applicable (you must choose only one):

[l 1nD Safety Report(s) involves changes to consent form(s) or protocol.

Upload IND Safety Report(s) below:

Click Add to upload document(s):

Title Description Maodified Date
There are no items to display

. Enter IND Safety Report numbers and any other relevant information below. Please note that this information

will be included in the IRB acknowledgement email exactly as it is entered.

Click OK to submit IND Safety Report(s) and receive an email. It will be the only acknowledgement you receive from
the IRB.




IND Safety Reports Activity

* Select IND Safety
Report(s) involves
changes to consent
form(s) or protocol. Submit IND Safety Reports

Submit IND Safety Reports

1. * Check below as applicable {you must choose only one):

You will be

IND Safety Report(s) involves changes to consent form(s) or protocol.

p rom pte d to SU b m It D IND Safety Report(s) involves no changes to consent form(s) or protocol.

a changein
researc hl IN Cl U d IN g Since the IND Safety Report involves changes to the consent form and/or protocol, you must submit a Change in
th e I’eVi Sed Research Application and include a copy of the IND Safety Report(s).

consen t(S) / p rOtO Cco | Click OK to submit IND Safety Report(s) and receive an email. It will be the only acknowledgement you receive from

and the IND safety |as
report(s).

Click OK to exit and
start the Change in
Research application
submission.




Change in Research

* Create a Change in Research for IND Safety Reports only if
there are changes to the protocol or consent form(s).




Investigator Home Page

* Select My IRB Studies from the [AJN OGN Y] ot T wtore ||

SCHOOL of MEDICINE

left navigation bar.

* Locate the Approved tab on
the Investigator Home Page. artans  Welcome to eIRB2

My IRB Studies

* Scroll down to the New
Applications section.

You may view studies from the old eIRE system by following this link: https: /farchive.e-irh jhmiedu,

* Select the name of the L —
currently approved study.

* This opens the application
workspace.

IREO0010075 Sue CIR Testing ...




Create Change in Research

* Under Current Activities, locate —
urren atus

Create Further Study Action.
* Click Create...

I'-_-'I| [=RUTY
Print Friendly

Wigw Differences

Current Activities
Submit IND Safety Reports

Create Further Study Action




Create a Change in Research

* Select the type of FSA to be B,
: (&Y JOHNS HOPKINS
Cl’eatEd and SEleCt Cont|nue SCHOOL of MEDICINE eIRBQ

* You can only select one FSA at
a time.

* Once the FSA has been
created, you can return to this
screen, following the previous

steps, to select a different type (==
of FSA.

Further Study Action Selection

* Select the type of Further Study Action you would like to create.
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