=

California State University
SAN MARCOS

IRBNet Picture Guide

Instructions for On-line Submission of Research
Protocols to the Institutional Review Board (IRB)

www.irbnet.org

For any questions or concerns regarding your submission, visit CSUSM IRB or
contact us at irb@csusm.edu, 760-750-4029



http://www.irbnet.org/
http://www.csusm.edu/gsr/irb/index.html
mailto:irb@csusm.edu

Table of Contents

Section 1: New User ReGISEration ..ot e s s ee e e e e e e 3
HOW 1O REZISTEI @S @ NEW USEI ...uiiiiiiiiiiiiiiiiiiiiiiii ettt abaeabssseassssassnssssnnsnnes 3
How to Add Training & Other Credentials .........coccuieiieiiie ettt e ebee e e e ebrne e e eanes 6

Section 2: NeW Project SUDMISSIONS............coiiiiiiiiiiiee ettt e e s e e e sbae e e s sbaee e s ssntaeeesanes 8
HOW t0 Create @ NEW PrOjECT....ccoii ittt e e e et e e e e e s s ree e e e e e e e esannnes 8
Adding Application & SUPPOrtiNg DOCUMENTS .......cciiiiiiieieiiee et e et e eeee e e e etre e e e etre e e e eabae e e e eaneeeeenareeas 9
Adding Training CredentialS ........c.ueii it e et e e s e bee e e e e bte e e s earaeeesnraeaesanes 11
Y o F TR o T Lo TN [l - Yol - YRR 12
SIBNING @ PACKAEE ..iietiiei ettt ettt et e e e et e e et e e e s et eee e s s abeeeeeaabeeeeanabeeeeeaabeeeeennbeeeeennreeas 13
U] oL gL A - ol TP UPR 15

Section 3: Subsequent Packages: Submitting Continuations & Modifications...............ccccccecevveeiinnnn.n. 17
Creating a SUDSEQUENT PACKAZE ....ccoceiie et et e et e e et e e e e eabee e e e nbree e ennreeas 17
Adding DocumMENTS 10 YOUF PACKAZE .....ueiiiiiiieiceiiiee ettt ettt ettt e e tte e e e et e e e eate e e e ebteeeeeneaeaeeanes 18
Sharing, Signing, and SUbMIttiNg YOUr PACKagE.......ccuueiiiiiieeicieie ettt 20

Section 4: AccesSiNg YOUFr PACKAZE .........ccuvviiiiiiiii ettt et e e e e st e e e s baee e s aaaeeeas 21
Responding to Modifications REQUITEd LETLEN ........uvii ittt ettt e e aaeee e 21
Retrieving Approval Letter & Stamped DOCUMENTS.........uiieeiiiieeeciieeeecitee e et e e ectre e e e eree e e esaae e e e e naeeeeas 24



Section 1: New User Regqistration

Step-by-step instructional videos and pdf slide presentations are available at
www.irbnetresources.org/tresources/training.html

To access, use the following log-in information:
User Name: csusm
Password: training

How to Register as a New User

1. To begin the registration process, go to www.irbnet.org and click the “New User
Registration” link.

Username Password

Innovative Solutions for
Compliance and Research Management

IRBNet

The IRBNet Difference

Login:

Demo Contact Us FAQ

Comprehensive Solutions
T

v Users that are not

registered on IRBNet
may click here to self-
register.

The Industry's Most Complete Solution

IRBNet's unmatched suite of electronic solution

your password, click
here.

Administrators, Committee Members, Research
management and oversight tools support your IRETTA
solution.

Flexible, Intuitive and Easy to Use

Your own forms. Your own processes. Your own standards. Powerful reporting and performance
metrics. The data you need. From electronic submissions to form wizards. to agendas. minutes, and
more. Our easy to use, web-based tools are rapidly launched and backed by our best practices
expertise and the industry’s leading support team.

Secure, Reliable and Cost-Effective

IRBNet's secure web-based solution is accessible to your research community anytime, anywhere. Our

went so smoothly! It was over
so fast the members didn't know
what to do. They just sat there
for a few minutes in disbelief."

- Bruce Day
Director, Office af Research Integrity
Marshall University
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2. Fill out your first and last name, and choose a username and password.

v Always use your

' S

Registration

standard capitalization

proper name, with Account Information

as this information is ust be REGISTERED to access IRBNet Registration is free
used throughout the Nﬂt information and create your IRBNet User Name and Password
system.

First Name * | |
T i '
User Name * | ]
v Passwords must > Password # [ I
contain 8 (eight) Conteiiibia o ]
characters. o Hint | ]
[Continue ] [Cancel |

W

Read and accept the Individual User Terms of Use.

To add your organization, type the word “California State” into the “Search for an

Organization” box. Ensure only “Research Institutions” is checked. Click “Display” or
“Search”. Select “California State University, San Marcos, San Marcos, CA” from the
organization box. Then click “Continue”.

Organization types to display

Your Organization *

* required fields

Search for an organization |c alifornia state |_ _

¥ Research Institutions || Boards | Spﬂnsors_

California State University Bakersfield, Bakersfield, CA

California State University East Bay, Hayward, CA

California State University Hayward, Hayward, CA

California State University, Fullerton, Fullerton, CA

California State University, Long Beach, Long Beach, CA

California State University, Los Angeles (Cal State LA), Los Angeles, CA
California State University, Sacramento, Sacramento, CA

California State University, San Marcos, San Marcos, CA

If you do not see your crganization listed you may add a new organization.




5. Enter your contact information. Enter the email address which you would like to receive
communications from the IRBNet system. (e.g. notification of committee decisions,
communications from your research team or committee administrator). Click
“Continue”.

6. Review your provided information and edit as necessary. When you are satisfied, click
“Register”.

7. Be sure to click “Continue” on the final page to finalize your registration and send the
activation email.

Registration

Registration is Complete

An activation email has been sent to your cortact emad address. You must click on the actvation link wathin the email to
activate your account.

Having trouble receiving your activation email from IRBNet? Try the following:

1. Chack your spam box to make sure important IRBNet emails arent getting accidentally filtered
2. Make sure to whitelist all amails coming from irbnet.org to assure you receive them properdy
g & : 3. Generate a new activation email by logging in to IRBNet and clicking on your User Profile. Make a simple update
v Click “Continue” to (such as adding a fax number) and a new activation email will automatically be generated for you.
finalize your 4. Contact the IRBNat Coordinater at your local Research Office whao can provide more helpful information and can

3 4 assist you in registenng your account.
registration and send

the activation email. \

An email will be sent to the address you provided in Step 5 with “IRBNet Activation
Required” in the subject line. You will need to click on the link provided in this
registration email in order to activate your account.



How to Add Training and Other Credentials

Proof of completion of training is a required document for submissions to the IRB.
ALL PERSONNEL listed on the proposal MUST provide proof in each project for which
they will be conducting/aiding in research.

1. Log-in to IRBNet using your new username and password. Click on “User Profile”
in the top right corner.

2. Scroll down to the “Training & Credentials” section.

3. Click “Add New Record” and upload your proof of human subjects training. (To
complete the training go to: http://www.csusm.edu/gsr/irb/training.html)

User Profile

Manage Your User Profile

You may access this page at any time to update your account information, change your password, manage your affiliations
and manage your Training & Credentials records.

Note that if you add or update an affiliation you will be sent an activation email to your contact email address. You must
click on the link in the activation email to confirm your changes.

User Name jrresearcher
First Name John
Last Name Researcher

Affiliations
« Add an Additional Affiliation

(Edit) (Deactivate)
Telephone Number (123) 456-7890
Email irbdefault@mailinator. com

Training & Credentials

IRBNet allows you to track and share your training records, certifications, resumes and other personal credentials. Once
training and credentials can be easily linked to your projects from the Designer, are accessible
- can be quickly accessed and tracked by the boards that review your projects. Some boards also
v Click here to upload it your training and credentials without requiring you to link these records to specific projects.
T&C documents.

\Th‘em are currently no documents in your profile.

4. Fill in the appropriate information for the credential being added. Fields with a red
asterisk are required.

5. Click “Browse” to search for the training document in your computer. Next, click
“Attach” to add the training document.


https://www.irbnet.org/
http://www.csusm.edu/gsr/irb/training.html

6. Finally, review the information to make sure it is correct. You MUST click “Submit”
before the training record can be added to any future submissions.

and manage your Training & Credentials records.

Note that if you add or update an affiliation you will be sent an activation email to your contact email address. You must
click on the link in the activation email to confirm your changes.

User Name jresearcher

Affiliations
« Add an Additional Affiliation

' . ) (Edit) (Daactivate)
Telephone Number (123) 456-7890

Training & Credentials
v" Click to submit the

IRBNet allows you to track and share your training records, certifications, resui

added to your profile, your training and credentials can be easily linked to your document to your
by your project teams and can be quickly accessed and tracked by the boards t committee.
permit you to directly submit your training and credentials without requiring you t

ALTERNATIVELY: You may add your training certificates as a document. See
“Adding Application and Supporting Document™ in Section 2 for instructions.




Section 2: New Project Submissions

Step-by-step instructional videos and pdf slide presentations are available at
WWW.irbnetresources.org/tresources/training.html

To access, use the following log-in information:
User Name: csusm
Password: training

How to Create a New Project

**|nstructional videos can be found on the IRBNet training link above**

1. “Log-in” to IRBNet using your username and password. (If you are a first time
IRBNet user, please follow the instructions in section 1).

The default page will be “My Projects,” where you will have access to all of the
projects you have created or that have been shared with you from other
researchers.

2. On the left hand side, click “Create New Project”. Fill in the relevant information
about your project, and click “Continue”. Fields with a red asterisk are required.

My Projects

Your "My Projects” workspace shows projects that you have created and projects that have been shared with you by other
users on the National Research Network. Use Reminders, Tags and Archiving to help organize your workspace and keep
it running smoothly. (Leam More)

Search: Search By Tag: | R

I4 4 1-202 p pjlr0"
| Create and Manage Tags | Show Archived Projects (0) | | Boord Action \iew |

]

4314461 Prevalence and Outcomes of Pulmonary Con . [T Jeter Active - Open to 047202017 al
e 3 Enrolment ‘

I ¢ 1-202 p pl[T ™
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3. You will then be taken to the “Designer” page where you will download the IRB
application, all forms (i.e. consent, assent, etc.), link training documents (i.e. CITI
training), and any guidance documents that will be used in your research.

Adding Application and Supporting Documents

Once you have created the package, you will be automatically directed to the “Designer” page.
1. “Select a Library”: Ensure that CSUSM is the institution selected. If you only use
IRB for CSUSM submissions, this will appear here automatically.

2. “Select a Document”: Choose the type of document that will be uploaded.
NOTE: This can be changed at a later step.

3. Click “Attach New Document” to add the application and all supporting documents.

Designer

[48847] Impact of Chocolate on Work Efficiency

Package: W 48847-1 Work in progress (Not submitted)

o Cick to odd o peckage description or nofes

Step 1: | Hide Form Libraries |
Downlcad blank forms, document templates and reference materials to assist you in assembling your document package.
Select a Library: Metropolitan University IRB, Frederick, MD v

Select a Document: | 1a. Application Form v | [[ooknicaa]

Step 2:
Assemble your document package here. You can add new project documents, revise existing project documents while
maintaining version history, and link your project team's Training & Credentials to your package. | Learn more |

Documents in this Package:

There are no documents in this package

There are no Training & Credentials records linked to this package. | Link / Un-Link Training Records |

[soaves ] I [ e G | '---l-m'w




4. Once your documents have been uploaded, you can easily change the “Document

Type” by clicking the blue arrow to the left and selecting a new option from the drop-

down menu. You can also edit or delete the document using the tools to the right.

— T

Designer

[431581] Impact of Chocolate on Work Efficiency

Package: ¥ 431581-1 Work in progress (Mot submitied)
Click to 8dd a packape descriphon or notes.

Step 1:

Metropolitan University IRB, Fredncksburg, MD |

Select a Library:
Select a Document: | * Read Me First

| Hide Form Libraries |

Download blank forms, document templates and reference materials to assist you in assembling your document package.

Step 2:

maintaining version history, and link your project team’s Training & Credentials to your package. |

Documents in this Package:

042872018
0138 PM

Assemble your document package here. You can add new project documents, revise existing project documents while

trmare |

1@ X

| adverss Event Report | ||| Bt Quemis @S X
AmanamenMactiation Conem Termeee 01:38 PM Jdn & x

ords linked to this package. | Link / Un-Link Training Records |

[Swravem ]

T AN S

PO -1+

Designer

[431581] Impact of Chocolate on Work Efficiency

Package: ¥ 431581-1 Work In progress (Not submittec)
Click to add a package description or notes.

Dowriu;ad blank forms. d I and refs

Select a Library: politan Uni
Select a Document: | * Read Me First

ity IRB. Fi g, MD v |

Step 1: | Hie Form Libraries |
ials to assist you in assembling your document package

Step 2:

your here. You can add new project de . revi

while

ing project d

Documents in this Package:

W Apple ation Form

1. New Appliz ation Form.coc m‘
v (please selsct) Clinc ol Protoc ol pdf. ms
¥ (please select) Consent Form. doc m‘

packag ise exi
maintaining version history, and link your project team'’s Training & Credentials to your package. | Leam more |

1@ X
e x
Jde X

There aralno Training & Credentials records linked to this package. | Link/Un-Link Trainng Records |

e

—

e R
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Adding Training Credentials

Proof of completion of training is a required document for submissions to the IRB.
ALL PERSONNEL listed on the proposal MUST provide proof in each project for which
they will be conducting/aiding in research.

1. Under “Documents in this Package”, click “Link/Un-Link Training Records”

Designer

[431581] Impact of Chocolate on Work Efficiency

Package: ¥ 431581-1 Work In progress (Not submitied)

Cilick to aod 8 packape descripbon or notes.

Step 1: | Hide Form Libraries |
Download blank forms, document templates and reference matenials to assist you in assembling your document package

Select a Library: Metropolitan University IRB, Fredncksburg, MD ¥

Select a Document: | * Read Me First v _

Step 2
Assemble your document package here. You can add new project documents, revise existing project documents while
maintaining version history, and link your project team's Tramming & Credentials to your package | Leam mare |

Documents in this Package:

e e

w applic ation Form Appl: ation Form vasr0ts e x
¥ Preteol Ciinical Protocol ms _\l & X
¥ Consent Form Consent Form R ms 1@ & x

lng'
There are no Training & Credentials records linked to this package. I Link / Un-Link Training Records | I

2. Use the check boxes to select the training documents that are needed for your project.
Once all documents have been selected, click “Save”.

ALTERNATIVELY: You may also add training certificates as a Document using
the instructions in the previous subsection.

FACULTY RESEARCHERS: Be sure to add training records as a board document
for all students/student assistants that will be conducting research with you. If you are
advising a student’s research, refer to the “Signing a Package” subsection with
instructions on how to sign their IRB package.

STUDENT RESEARCHERS: The next step is REQUIRED before your IRB project will be
acknowledged, DO NOT skip the next step. Students MUST share their package with their
research advisor for them to review and sign the package before IRB will acknowledge
your application.

11



Sharing Your Package

1. After your credentials have been added, on the next screen click “Share”. You can
also access this option from the home page, on the left side under “Project
Administration” click “Share this Project”.

T

Share Project

[431581.1] Impact of Chocolate on Work Efficiency

You may share this project with other Researchers, Committee Members, Administrators and Sponsors. You may also
send a complete copy of this progect to a Pnncipal Investigator at another site if this is a multi-site project You may also
apeckin 2E this project to another individual

« Share: Use option if you wish to share your project with other Researchers, Committee Members,
Adminictrator@or Sponsors at your own institution or any other institution. For example, you may wish to share this
project wil er members of your research team so that you may collaborate in the design and development of the
project, or with a selected Committee Member or Administrator to solicit feedback prior to submitting your project
for review. You may provide any individual with Full, Write or Read access

« Multi-site: Use this option only if your project i1s a multi-site project and you wish to send a complete and
independent copy of this project to a Principal Investigator at another site. The local Prncipal Investigator will be
able to obtain project documents from the lead site and may modify their copy of these documents (such as
consent forms) to meet the requirements of their local Board. You will be able to monitor the progress of this project
at every local site. The other local Pnncipal Investigators will also be able to monitor the progress of this project at
every local site (including your own)

« Transfer: Transfer your ownership of this proj {tg another user. In doing so you will relinquish all access to this
project and the designated user will be granted Full access

2. Select “California State University, San Marcos” in the “Select an Organization” box.
Click “Select Organization”.

3. Search for your research advisor by name in the search bar, click “Search”.

NOTE: Your research advisor must already be a registered user of IRBNet in order to
sign your project.

12



4. Once you find your advisor’s name, you must give them a minimum of “Read” access
so that they are able to review your application and sign the package. Selected users
will be notified automatically via email that a project has been shared with them.
You may also enter comments in the comment box to be included in the email.

il & SN

Share Project

[{431581-1] Impact of Chocolate on Work Efficiency

Specify the access that you wish to grant to each user at Metropolitan University. You should grant each user only the
minimum level of access necessary to perform their work on this project.

« Signature Only (Read): Users whose only role is to sign off on project documentation should be granted “Read”
access. Users with Read access can view project documentation, communicate with the project team and add their
signature. This would typically include advisors, department heads. and other individuals who are required to sign
off on the project documentation pnor to sub 1 but do not othy have a day-to-day role on the project

« Read: Users that are granted "Read” access can view project documentation, collaborate with other users and add
their signature. but may not edit project documents or perform any other admini ive functions

« Write: Users that are granted "Wnite" access can view and edit project documents. collaborate with other users and
add their signature, but may not grant access to other users, submit packages for review or perform any other
dmi functions

« Full: Users that are granted "Full” access can perform all functions without restriction. This includes editing project
documents, shanng the project with other users, submitting decument packages for review and deleting document
packages. Only Project Owners with day-to-day responsibslity for the project should be granted Full access. Users
with Full access will receive automatic email copies of all project notifications and alerts that are sent to the Project

Owners
Search foraUser: ad \_

Full
- Full

Gladwell, Malcolm
Sprouse-Blum, Adam

* Write
. Write

Read
- Read

No Access
* NoAccess

Each user will be automatically notified that they have been granted access to this project. You may also specify
additional comments to be included in this notification

Your Comments

5. Scroll down to the bottom and click “Save”

Signing a Package

1. Loginto IRBNet using your username and password. You will be automatically
directed to the “My Projects” page.

2. Select the package that has been shared to you, identified by the title and/or IRB
package number. NOTE: You can also access projects that have recently been shared
to you by going to your “Messages & Alerts”, which can be found in the left side
menu.

13
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3. In the left side menu, click “Sign this Package”.

Share Project

[431583-1] Impact of Chocolate on Work Efficiency again

: You may share this project with other Researchers, Committee Members, Administrators and Sponsors. You may also
Create New Project | send a complete copy of this project to a Principal Investigator at another site if this is a multi-site project. You may also
transfer ownership of this project to another individual

« Share: Use this option if you wish to share your project with other Researchers, Committee Members

Project Overview Administrators or Sponsors at your own institution or any other institution. For example, you may wish to share this
Desio project with other members of your research team so that you may collaborate in the design and development of the

Shave tis Piolect. | project, or with a selected Committes Member or Administrator to solicit feedback pror to submitting your project
e for review. You may provide any individual with Full, Write or Read access

« Multi-site: Use this option only if your project is a multi-site project and you wish to send a complete and
independent copy of this project to a Principal Investigator at another site. The local Principal Investigator will be
able to obtain project documents from the lead site and may modify their copy of these documents (such as
consent forms) to meet the requirements of their local Board You will be able to monitor the progress of this project
at every local site. The other local Principal Investigators will also be able to monitor the progress of this project at
every local site (including your own)

« Transfer: Transfer your ownership of this project to another user. In doing so you will relinquish all access to this
project and the designated user will be granted Full access.

UserNeme ~  Organizaon ~  AccessType
Malcolm Gladwell Metropolitan University, Fredncksburg, MD Write
Adam Sprouse.Blum Metropolitan University, Fredricksburg, MD Read

4. Use the drop-down menu at the top to select your affiliation with the project.

=l Al

Sign Package

[431581-1] Impact of Chocolate on Work Efficiency

| Jennifer Researcher, as | v | centify that 1o the best of my knowledge the information

contained in this package been prepared in accordance with all applicable institutional
requirements and is ready Administrative Reviewer /that this electronic signature is intended to be the legally binding
equivalent of a traditional | 45 isor

Associate Investigator
Auitor I
Author
To sign on behalf of anoth Co-Investigator Signature Mode
Department Head
This package has been si Department Representative

DR S <03 O e
‘; Co-Investigator Detais

| Monitor
04282016 02:34PM  Mako Other Signatory

Pnncipal In\.'ee“ or
Research Coda¥nator
Scientific Reviewer

| Sponsor

| Statistician
Sub-Investigator

| Team Member

5. Click “Sign”. Enter your IRBNet username and password to sign the package.
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Submit Your Package

When you have completed downloading your application, training certificates, and
collected the required signatures, you must then submit your package. STUDENTS: DO NOT
submit your package until you are certain you have uploaded all documents and your faculty
advisor has signed the package in IRBNet.

1. Loginto IRBNet using your username and password. You will be automatically
directed to the “My Projects” page.

2. Select the new project you wish to submit.

3. On the left side bar, click “Submit this Package”.

4. Select “California State University San Marcos” by clicking it in the menu provided
to highlight it. Then click “Continue”.

Submit Package

[431581-1] Impact of Chocolate on Work Efficiency

IRBNet supports multiple models of review. Using the "Submit” feature. you may electronically submit this document
package to either a single Board. or to multiple Boards. Each Board you submit to will be notified of your submission and
given access to view your electronic documents. Each Board will also be permitted to electronically record their review
decision, which will be stored as a permanent part of your project record. You will be automatically notified when the
review decision is electronically recorded.

Please select a Board

Searc oron Ogenizton [E=mw)

| Only show My Defaul Soarcs

Metropolitan Unsversity IRB, Fredncksburg, MD

Select a Board *

eSS

* required fields

5. On the next page, choose the “Submission Type”. For new research, select “New
Project”. For updates or continuation of research previously approved by the IRB, see
Section 3.

6. Finally, click “Submit”.

15
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7. If you go back to your “My Projects” page (by clicking it in the top left side bar), you
will now see that the “Board Action” of the project has changed from “Work in
Progress” to “Pending Review”.

My Projects

Your "My Projects” workspace shows projects that you have created and projects that have been shared with you by other
users on the National Research Network. Use Reminders, Tags and Archiving to help organize your workspace and keep
it running smoothly. (Leam More)

Search: Search By Tag: | ~

4 4 1-30f2 p pjl1o v

| Create and Maniage Togs | Show Archived Projects (0) | | Project Status View |

|

MdeMM " Researcher New Project

Y 4315281 PTSD Research | Parsons New Project Pending Review a8
TS0 at}
v
4314461 gmmmomomm L eter New Project Approved wzmmaa
S

I4 4 13013 p pl10 Y

STUDENTS: DO NOT submit your package until you are certain you have
uploaded all documents and your faculty advisor has signed the package in IRBNet.
Projects are locked upon submission, if you need access to this package for additions

or revisions prior to board review, please contact IRB Administrative Support at
irb@csusm.edu or 760-750-4029

16
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Section 3: Subsequent Packages: Submitting Continuations and Modifications

Step-by-step instructional videos and pdf slide presentations are available at
WWW.irbnetresources.org/tresources/training.html

To access, use the following log-in information:
User Name: csusm
Password: training

Creating a Subsequent Package

1. Loginto IRBNet using your username and password. You will be automatically
directed to the “My Projects” page.

2. Click on the title of the project you wish to extend/modify.
3. Click “Project History” in the left side bar.

4. Click “Create New Package” in the middle of the page.

= Al

Project History

[137618-1] Motivations of Research Subjects: A Mixed Methods Study

The following document packages are available in Project History

1

Modifications Required

"'wnm viewing ths sackage

Your current document package has already been submitted and is presently locked by your Board. You may prepare new
or modified documents (such as Rewsion/Amendment matenals, Renewal/Continuing Review matenals. and Adverse Event

Reports) by creating a new document package

F,Cl}k the Create New Package button

17
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5. This will create a new package with the same IRB number, but a new package
number. For example: Original project is 123456-1, new project will become
123456-2.
Adding Documents to Your Package

1. You can now click this new package to access the “Designer” page.

2. Upload the IRB Continuing Review/Minor Modification application and any new
supporting documents by clicking “Add New Document” in the middle of the page.
If you need more help on how to upload documents, refer to Section 2 “Adding
Application and Supporting Documents”.

3. At the bottom of the page is a list of all documents that were included in all previous
packages with this IRB number. Include ALL supporting documents that are to
remain unchanged in the subsequent package.

4. To download and edit a previous document, click the image of a piece of paper to the
right. You can then save and edit this document.

Step 1:
Download blank forms, document tempiates and reference materials to assist you in assembling your document package

Selecta Library: | Metropolitan IRB, Frederick. MD  ~|
Select a Document: | IRB Submission Checldist vJ _

Step 2:
Assemble your document package. In addition to adding project documents to your package, IRBNet also allows you to

link your project team's Traming & Credentials to your package
New and Revised Documents in this Package:

There are cumently no documents in this package.

b

There are no Traiming & Credentials records linked to this package. | Lik/Un-Link Records |

IRBNet allows you to rewse your exsting project documents and mamtan version history, or add entirely new documents to

your package. Learn more.
(s Hew Bocument] e »ouc 10007
OR

Documents from Previous Packages thot you can Revise: (When should | do tha?)

R
RS Applcation 08/30/2009

1 Application Form 08302000 Mogifications J @
12:04 PR Requred

1 Consent Form Conaent Form 030/2008 06/30:2000 -m-l_] ’
12,04 e Reoqured !

1 Protocol ASMS81 C2439 Protocol.pdf 09/30/2009 092012009 Modificatons J &
1204 PY Required




5. To download a new document in place of the previously submitted version, click the

image of a pencil to the right.

Step 1:

Download blank forms., d pl and refe ials to assist you in bling your d kag
Selecta Librasy: | Metropolitan IRB, Frederick, MD )

Select  Document: KB Submsson Check  [oanad ]
Step 2:

A bl your d package. In addition to adding project documents to your package. IRBNet aiso allows you to
link your project team's Training & Credentials to your package
New and Revised Documents in this Package:

There are tly no o ts m this

There are no Training & Credentials records linked to this package. | Link/Un-Link Records |

IRBNet allows you to revise your g project o and version history, or add entirely new documents to
your package. Learn more.
RG] v o505
OR

6. Click “Browse” to upload a new version of the document.

7. Click “Update” to submit the new version and add it to the new package.
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Sharing, Signing, and Submitting Your Package

REMEMBER: You must share your package with your faculty advisor for them to sign.
When you have completed downloading your application, training certificates, and collected the
required signatures, you must then submit your package. Follow the steps in Section 2 on how to
share, sign, and submit your package.

STUDENTS: DO NOT submit your package until you are certain you have
uploaded all documents and your faculty advisor has signed the package in IRBNet.
Projects are locked upon submission, if you need access to this package for additions or
revisions prior to board review, please contact IRB Administrative Support at
irb@csusm.edu or 760-750-4029
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Section 4: Accessing Your Package

Step-by-step instructional videos and pdf slide presentations are available at
www.irbnetresources.org/tresources/training.html

To access, use the following log-in information:
User Name: csusm
Password: training

Responding to Modifications Required L etter

If your reviewer is requesting modifications to your submission, a “Modifications
Required Letter” will be added to your package and you will receive an email notification. Your
package will then be unlocked for you to make the required changes.

1. Loginto IRBNet. You will be automatically directed to the “My Projects” page.

2. You will see that the project with requested revisions is now unlocked. Click on the
title to access the package.

My Projects

Your "My Projects™ workspace shows projects that you have created and projects that have been shared with you by other
users on the National Research Network. Use Reminders, Tags and Archiving to help organize your workspace and keep it
running smoothly (Leam More)

Search: | Search By Tag: | v

I4 4 1-3cf3 ) P[0V
| Project Status \iew |

| Create and Manage Tags | Show Archived Projects (D) |

Approved 04212015 @ ’

I4 4 1-30f3 p pif10Y
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3. You will then be directed to the “Project Overview” page. Click “Reviews” in the left
side bar.

4. You will see a board document called “Modifications Required Letter”. Click this
document to download and edit.

5. Respond to the questions to your best ability. Revisions to other documents or the
addition of new documents may be required.

6. Upload the edited “Modifications Required Letter” and any other documents that
were requested. Click “Designer” in the left side bar, you may add new documents or
edit previous documents. For more detailed information on how to do this, refer to
Section 3 “Adding Documents to Your Package”.

P Y L A

Project Overview

[48847-1] Impact of Chocolate on Work Efficiency

Research Institution Metropolitan University. Frederick, MD
Title Impact of Chocolate on Work Efficiency
Principal Investigator Researcher, Jennfier. PhD
Keywords stimulant, effectiveness, mood
Sponsor NiH

The documents for this project can be accessed from the Designer.

Project Status as of: 10/192016

W ! sty IRB, Frederick, MD Pending Review

Package 48847-1is: l* Unlocked - Revisions Pending 14 4 Package1of1 b bl | Jump ¥ |

Metropoitan L ty IRB, Fi ick, MD 10182018 New Project Pending Review | Review Detais |

Rescarcher, Jennifer poltan University, F ch, MD Full
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7. When you have addressed all of the issues and attached the necessary documents, on
the “Designer” page click “Mark Revisions Complete” at the top of the page. You
may add a message if you like, then click “Continue”. Your reviewer will receive
notification that revisions have been made, your package will again become locked.

Designer

[431581] Impact of Chocolate on Work Efficiency

Mark Rewsions Compiete (When should | do this?)
Package: ¥ 431581-1 New Project Unlock: evisions Pendir View History

When you mark revisions complete your package will be automatically re-locked
Get stamped documents. approval I§ and your committee coordinators will be automatically notified. You may also

specify an optional message to be included in this automatic notification. Your
Swpds B et Mcarons AN o e ot ok o o o

roject sages w it wil ome part project rec
Scwicad biskc ioyes JoE Lyt 1 can be viewed by any user with access to this project. including Committee
SelectaLibrary: | Metropolitary Members and Administrators that review this project

Select a Document: | * Read Me f| Message: Thank yc;uj

Step 2:
Assemble your document package N
maintaining version history, and link

Documents in this Package:

| Continue | | Cancel |

Study Overview e e X
v Appic ation Form Appli ation Form g @& @ X
w Consent Form Consent Form ms j@f)(
¥ Protocol Clinical Protozol ms _Jqlfx

There are 2 Training & Credentials records linked to this package. | ‘iew AlLinks | Link / Un-Link Training Records |
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Retrieving Approval Letter and Stamped Documents

When the IRB has approved your project, you will receive email notification. An
“Approval Letter” and any documents that require stamps from the IRB (consent/assent forms,
information forms) will be attached to your package.

1. Loginto IRBNet. You will be automatically directed to the “My Project” page.

2. The “Board Action” for your project will now state “Approved”. Click the title of the
project to access the Project Overview.

My Projects

Your "My Projects” workspace shows projects that you have created and projects that have been shared with you by other
users on the National Research Network. Use Reminders. Tags and Archiving to help organize your workspace and keep
it running smoothly (Leam More)

Search: Search By Tag: | v

I4 4 1-30f3 p pif10 v
| Create and Manage Tags | Show Archived Projects (0) | | Project Status View |

Nt ~

o
Y 4315811

!
Y 4215281 PTSD Researzh 7| Porsons New Project (o)
#TSD A
vame
4314461 ammmamm T Jeter New Project Approved 0021@16&
-- S
NIH

I4 4 1-3f3 p pi[10 V)
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3. Click “Reviews” in the left side bar.

4. You will see the Approval Letter as well as any stamped documents. You can click on
these to download for your own records.

[431581.1] Impact of Chocolate on Work Efficiency
Metropolitan University IRB, Fredricksburg, MD

Reviews:

1 042672018  NewProject  DS/10/2016 Expedited Review Approved Q42672016 Active - Opento 047252017
03:00 PM Enroiment

| Show Current \ersions Only |

Board Documents:

04/26/2016 03:13 PM

k) e

Consent Form (stamped) 04/26/2016 03:06 PM
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