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Introduction 
 
Effective November 8, 2014, Florida A&M University Institutional Review Board (IRB) will only accept new submissions electronically through 
IRBNet.  The next step is to utilize IRBNet for IRB protocol amendments and extensions and we anticipate requiring use of IRBNet for such 
activities by December 2, 2014 (see Guide for Submitting Amendments and Extensions for Old Projects in IRBNet) 

 
 

 
The purpose of this document is to provide guidance for processing IRB submissions electronically through IRBNet. Step-by-step instructions as well as snapshots are 
provided for each IRBNet transaction. Additionally, each instruction will include a list of required study documents and forms to be attached with a submission in IRBNet. 
These documents are necessary to facilitate your IRB reviewers’ knowledge of your study. Finally, this document will also provide some instructions on how to complete 
each of the FAMU IRB forms. 
 
Additional guidance, forms and information can also be found on the FAMU IRB website. 
 
The following transactions are to be submitted electronically through IRBNet: 
New Study  
Continuing Review/Extension  
Modification/Amendment  
Close/Final Report  
Reportable Events  
Response/Follow-up to IRB requests 
 
IRBNet User Registration 
To register as a new user, open the above IRBNet webpage.  This is what the homepage will look like:  

Web Address: 
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IRB Forms, Templates, and Guidance 
Some FAMU IRB forms are available on IRBNet for download and use. The FAMU – IRB Protocol application is available in this library and 
must be completed and adjusted on the Designer page in IRBNet (see the IRBNet FAQs for more information). More information about new 
submissions is included below. If you would like to access the forms and templates library, you can do so at any time by clicking on “Forms and 
Templates” option on the left-hand side of your screen under “Other Tools.” 

 
IRBNet Actions 
This section will describe each IRBNet function. 
 
My Projects 

Please note that the information in the picture shows multiple documents available when you access the library through 
IRBNet. You can access any document on the list by clicking the name of the document or the paper icon for each 
document.  
If you do not access the forms and templates library prior to beginning your submission, you will have another 
opportunity to download documents when you create a New Project. 



IRBNet will automatically open to the My Projects page after you have logged in. This section allows you to view all studies that you have 
created or to which you have been shared access. You may sort the list of submissions by clicking on any of the heading options (e.g., Study 
Title, Status, IRBNet ID). 
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Add a New Document: Use the "Add New Document" option when the document you are adding is not a revised or updated version of an existing 
project document. The "new" document will not be tied to the Document History of any existing document, and it will not have any Document History 
of its own since it is a completely new addition to your project.  
 

 If you will use a template to generate your new document, you must first access the template in the forms and templates library. On the left-
hand side of your screen, select “Forms and Templates.” Click on the name of the document or the paper icon for the template or form you 
wish to download. Save the template or form to your computer for completion. Complete downloaded forms or create documents to be 
submitted. Make sure you save your finished product. After your document is saved, you can now upload it to the package. Back on the 
designer page in IRBNet, use the “Add New Document” button to upload the completed document into the package. It will not have a revision 
history (stack of paper icon) at this time because it is new.  

 
 If you have already generated the document and it is saved on your computer, you do not need to download a template from the forms and 

template library. You can go straight to the “Add New Document” button to upload the new document into the package. It will not have a 
revision history (stack of paper icon) at this time because it is new.  
 

What about copies of existing documents? Committee members and administrators often need to access copies of existing project documents, 
such the previously approved Consent Form, when reviewing your new or revised documents. You do not need to attach these older, unchanged 
project documents to your current package. Committee members and administrators can automatically access these older documents as needed 
from the "Documents from Previous Packages" list. If you are unsure about the documents you are required to submit, you should contact your 
local research integrity administrator for more information. 

1. You have a modified Consent Form that replaces the current version of your Consent Form from a previous package.  
 
What To Do: Access the designer page for your project by clicking the “my projects” button on the left-hand side of the screen. From there you 
can click on the title of the project you are revising. This will bring you to the project overview page where you can click “designer.” Locate 
your Consent Form in the "Documents from Previous Packages" list and click the "Revise this Document" icon which will look like a pencil. 
This will allow you to include a new version of your document in your current package while retaining your complete Document History.  
 
2. You have a completely new document that is not a revised or updated version of any existing project document.  
 
What to Do: From the designer page, click the "Add New Document" button. This will allow you to add the new document to your current 
package. 
 
Please note that there are multiple ways that the Designer can be accessed:  

1. Clicking on the “Continue” icon when creating a new project  
2. Clicking on the “Designer” icon from the Project Administration menu  
3. Clicking on the blue “Designer” link while in the “Project Overview” page  
4. Clicking on the blue package type hyperlink while previewing the “Project History”  
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Create New Package  
 
Please note that creating a new package is different than creating a new project. Another package may be prepared while a package or 
multiple packages are pending review. However we strongly recommend that you avoid doing this as it may delay the review of your 
protocol documents. Only an individual with Full access to the project can create a new package. 
 
To create a new package: 

1. Log into IRBNet  
2. Click into your project in IRBNet by clicking the title of the project.  
3. Click the “Project History” button the left-hand side of your screen.  
4. Click the “Create New Package” button in the middle of the page.  
5. Click “Work in progress (Not submitted)” to access the Designer page for your  
new package (also may be called “New Document Package” in some instances). 

IRBNet will now default to this package when you re-enter the project. Alternatively, a new package can be created from the “Designer” when you try to add 
a new document. Simply accept the warning to create a new package. 
 
Lock Status  
The IRB administrator may unlock a package if it is missing documents required for review or if requested by a PI (as long as the package is not already 
under review by an IRB member) Contact an IRB administrator via email to request the project package be unlocked. Please provide an accurate IRBNet ID 
and package # and a brief reason for the request in the message. 
 
Please note: your project will only be unlocked if no IRB action has occurred and the package is not being reviewed by the IRB at the time of the request. If 
the package is being reviewed, the package may not be unlocked. 
 

Permissions  
Full: User may manage all aspects of the project. The user may give and change permissions associated with the project. You may have more than one 
manager to a project. 
 
Write: User may co-edit the project with owner, but not give or change permissions. Any changes a person with "write" access makes to a 
document using the project designer will automatically transfer across to the owner's copy.  
 
Read: User may only access a read-only PDF of the project. All other management features are disabled. Use this level of permission if you 
only need that person to sign the project. 
  



Although any individual can sign the project, only an individual with Full access may submit the project to the IRB. The individual creating a new project 
will automatically be assigned Full permissions. Shared access for research team members can be changed at any time. Only individuals with full access may 
share a project with others. New staff should be entered as soon as they have met the FAMU IRB requirements for new research staff conducting research 
(e.g., CITI training). Departing staff should be removed promptly. The addition/removal of research staff share permissions does not involve review by the 
IRB if the project is exempt. However, if the project has been approved as expedited or full board, the addition of new personnel will require IRB review and 
approval. The PI should ensure share permissions are current and accurate to ensure unwarranted access by non-research team individuals.  
 
More information about project sharing is included below in the New Study section. 
 
Sign this Package  
 
The Principal Investigator must sign the initial package for each new project. If you are a researcher unaffiliated with FAMU, it will be necessary for 
you to designate a FAMU full time researcher for your project. This researcher will need to sign the package before it can be submitted to the FAMU 
IRB. If you are a student, it will be necessary for your faculty advisor to sign the package. If the principal investigator is different than the faculty 
advisor on a student project, both the PI and the faculty advisor must sign the package. Packages that have not received the proper signatures will be 
returned without review. 
 
More information about project sharing is included below in the New Study section of this document. 
 
Submit this Package  
A research team member with Full share access may submit the transaction to the IRB after the necessary individuals have signed the submission.  
 
To submit a project package:  
1. Click on “Submit this Package” from the Project Administration menu options or click on the “here” hyperlink on the Project Overview page.  
 
2. Ensure that the Florida A&M University, Tallahassee, FL IRB, IACUC or IBC  is highlighted and then click the “Continue” icon.  
 
3. Select the Submission Type from the drop down menu. If it is an entirely new submission, please select “New Project.” If you are responding with 
revisions based on a review memo, please select “Revisions” as the submission type.  
 
4. Write a message if you would like to do so. However, there is no need to send comments when you submit.  
 
5. Click on the “Submit” icon.  
  



Send M
The Send
a specific
 
Please co
1. Login 
2. On the
3. From t
title. Thi
4. After y
5. Select 
research 
like to se
 
 
 
The defa
can selec
the “Prev
address t

 
Delete
If necess
lost. Aft
indefinit
transacti

Mail  
d Mail page allow
c project for whic

omplete the follo
to IRBNet  

e left-hand side o
the list of your pr
s will bring you t
you have reached
t the message reci
integrity adminis

end mail to someo

ault message requ
ct any member wi
view” icon. Click
that they used to r

e this Packa
sary, anyone wit
er a project has b
tely and used at t
ion.  

The sender sh

ws research team 
ch you would like

owing steps:  

f the screen, click
rojects, select the
to the Project Ove
d the Project Over
ipients from the l
strators. Please se
one who is not sh

uests the recipient
ith share access b

k the “Send” icon 
register with IRB

age  
h full access to a
been submitted, 
the next IRB tran

hould include th

members to comm
e to generate an e

k the button for “M
e one that you wou
erview page.  
rview page, click
ist. If you have n

ee the New Study
hared on a project

t to login and view
by checking the b

at the bottom of 
BNet. Additionally

a package can de
the package will
nsaction. It does 

 

emselves on the

municate to each
email.  

My Projects”  
uld like to send a

k on the “Send Pro
ot shared the proj

y section of this do
t, you must use yo

w the transaction.
ox next to that te
the email to send
y, a notice will ap

elete a created pa
l be locked and y
not necessarily n

e email list so th

h other regarding a

an email about. Y

oject Mail” button
ject with anyone,
ocument for spec
our standard ema

. The email text m
am member’s nam

d to the selected te
ppear in the recip

ackage; however
you will be unab
need to be delete

ey will receive a

a specific project

ou can select a pr

n on the left-hand
, the only people 
cifics about how t
ail rather than the 

may be modified 
me. The email ca
eam members. Th
ient’s “My Remi

r, any changes m
le to delete or m
ed should you no

a copy of the em

t. In order to use t

roject by clicking

d side of your scr
you will be able 
to share a project 
IRBNet send ma

to fit your needs.
an be previewed b
he message will b
inders” section in

made while the pa
manipulate it. A p
o longer plan to s

mail sent through

the mail feature, y

g the blue link for

reen.  
to send mail to w
with someone. If

ail function.  

. Within the page
before sending by
be sent to the reci

n IRBNet. 

ackage was pend
package can rema
submit the intend

h IRBNet for thei

you must open 

r the project 

will be the 
f you would 

e, the sender 
y clicking on 
ipient’s email 

 

ding will be 
ain open 
ded 

ir records.



Submiss
 
New Pro
Any indi
not given
members
IRBNet I
 
How to c
11. After

 
12. Left 
c) key w
througho
 
Create N
To create
project w
 

sion Types 

oject  
ividual on the res
n share access, yo
s to ensure the pro
ID numbers, plea

create a new pro
r logging into IRB

click on the “Cre
ords, d) sponsor, 

out your submissi

New Project 
e a new project, f

with other users. 

earch team may c
ou would not be a
oject has not yet b

ase contact an IRB

oject:  
BNet, on the left-

eate New Project”
and e) internal re

ion so make sure 

first provide the b

 

create a new stud
able to view the p
been created befo
B administrator (I

-hand side of the s

” button. You will
eference number.
you check it for a

basic project infor

dy/project. Theref
project in the My 
ore creating a new
IRB@famu.edu).

screen you should

l be prompted to 
 The title informa
accuracy.  

mation below. On

fore, a project cou
Projects list. The

w project. If a pro
  

d see an option fo

enter information
ation and principa

nce your project i

uld be created in I
e UNF IRB reque
oject is accidental

or “Create New P

n about the study
al investigator inf

s created you ma

IRBNet without y
sts that you conta
lly duplicated suc

Project.”  

: a) title, b) princ
formation you in

ay attach project 

your knowledge. 
act all other resea
ch that one projec

 

ipal investigator 
clude here will be

documentation a

If you were 
arch team 
ct has two 

name and title, 
e used 

nd share the 



Research Institution: Florida Agricultural and Mechanical University, Tallahas
 

Title: 

 
 
* 

 

Local Principal Investigator: 
 

First Name:*
Last Name:*  Degree(s):

 

Keywords:  

Sponsor:  

  
 

 
You may specify an internal account number, billing identifier or reference 
number for this project. 

Internal Reference Number:  

Continue
   

Cancel
 

* required fields 

 
13. The principal investigator (PI) is the individual who will be responsible for the conduct of the project. Although we strongly recommend that the PI be the 
individual generating the project paperwork, this is not a requirement. If project paperwork is being completed by someone other than the PI (e.g., research 
coordinator), please "share" this document with the PI so that both parties have full access. Directions on how to share are outlined below. Only faculty, are 
permitted to be PIs on IRB submissions.  
  



14. In the keywords field, please specify keywords that can be used in a search to find this project. In the sponsor field, list the name of the funding 
agency sponsoring the project (if applicable) and upload the funding application and approval (when appropriate). If the project is unfunded, leave the 
sponsor field blank. Finally, we ask that you leave the institutional reference number field blank. After you have completed all the appropriate fields, 
click “Continue”. Clicking continue automatically saves your data.  
15. On the next page (designer page), you will be able to download documents from the UNF documents library (step 1). Step 1 is optional and most 
researchers do not use it because they already completed the documents prior to accessing this page. If you use step 1, be sure to select the University 
of Florida Agricultural and Mechanical University in the “select a library” field. The documents library contains informational how-to documents, 
forms, templates, and checklists. Download any document that you will use in your submission. The Florida Agricultural and Mechanical 
University – IRB Protocol application cannot be accessed from the documents library. The application will be available electronically within 
IRBNet in the next section and outlined in Step 2 below. If you have generated your own supplemental documents (e.g., recruitment, consent, 
measurement tools), it will only be necessary to download the “Attachment A: Study Details for Expedited or Full Board Projects” document or the 
“Attachment B: Study Details for Exempt Projects” document for completion. Documents downloaded from the library should be saved to your 
computer, completed, resaved, and then uploaded into IRBNet.  
Please refer to the guides below for information about what documents are required to be included for a new project:  

 Documents Checklist - For Expedited or Full board projects  
 Documents Checklist for Exempt Projects - Use only if you believe your project will be declared exempt from further review  

16. after you have completed all of the supplementary documents (e.g., Attachment A or Attachment B, recruitment materials, informed consent documents, permiss
[929200-1] IRBNet training test of submission process 

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

Select a 
Library: 

                                                                                                                                                                                                                                                             
                                                                                                                                                                                                                                                             
                                                                                                                                                                                                                                                             
                                                                                                                                                                                                                                                             

Florida Agricultural and Mechanical University IRB, Tallahassee, FL

Select a 
Document
: 

                                                                                                                                                                                                                                                             
                                                                                                                                                                                                                                                             

 
Dow nload

 

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 Training & Credentials to yo

Documents in this Package: 

Document Type Description Last Modified 

  Consent Form Consent Letter 016-26.pdf 06/29/2016 11:47 AM
              

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

Add New  Document
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 ‐ Click “Submit” when you are done. IRB Projects generally take between four to six weeks between the time of submission and the time of 
approval. If you are required to submit multiple revisions or if a large volume of projects have been submitted, the timeline for review and 
approval may be elongated.  
 

Modifications Required:  Revising your Project Documents: 
 
The IRB may request modification(s) to the protocol application or supplementary documents (e.g., attachment A or attachment B, recruitment 
materials, informed consent documents, CITI training). You will receive an email notification within IRBNet from the IRB informing you that a board 
document has been published in IRBNet. The board may publish a response to your submission by making a document available for you to review. 
This letter may ask you to make modifications or it may indicate that your project has been approved or disapproved. It is the responsibility of the 
research team to log into IRBNet to view these documents and address any modifications requested.  
 
To view the IRB’s determination and modification request:  
 
1. Log into IRBNet  
2. Select the project (click title of project)  
3. Select the “Reviews” from the administrative menu (left-hand side of page)  
4. Click on the blue hyperlink for the Decision Letter or other board documents from the IRB. This will download a copy of the letter to your 
computer.  
 
To make revisions:  
 
1. Complete your revisions as requested. Save the revised documents to your computer.  
2. Sign into IRBNet and select the correct project from the My Projects page. Do this by clicking on the title of the project you are revising.  
3. On the toolbar on the left-hand side of the screen click on the “Project History” button. This will allow you to see all the packages that have been 
started for your project.  
4. From the project history page, click “Create New Package.”  
5. You should see a new entry in the list of packages. This entry should be titled “Work in progress (Not submitted).” Click on the link for “Work in 
progress (Not submitted)” to begin your new package.  
6. Attach a revised document or add new project documents to the new package by following the instructions for adding new documents in the 
Designer section of this document.  
7. Submit the documents to the IRB by following the Submit this Package instructions and designating the submission type as a “Revision.”  
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Unanticipated Problems Involving Risk: any incident, experience, or outcome that meets the following criteria:  
a) Event is unanticipated, unforeseen, or unexpected  
b) There is a reasonable possibility that the problem is related or caused by the research, AND  
c) Participants or others are at an in increased risk of harm  
 
An Unanticipated Problem Involving Risk to Participants or Others could result from a protocol deviation. However, an Unanticipated Problem could also 
involve the loss of study forms, consents or a participant complaint. An Unanticipated Problem also needs to be reported to the IRB. The submission type for 
an unanticipated problem involving risk will be “Unanticipated Problem (UP)”.  
 
To submit a reportable event:  
1. Download the event report form and save the form to your computer for completion.  
2. Complete the form and save it to your computer.  
3. Sign onto IRBNet and click on My Projects to access the project for which you are reporting  
4. Select the correct project by clicking on the project title  
5. Create a new package for your project  
6. Go to the Designer page of your new package  
7. Click the “Add New Document” icon and add the Event Report Form you completed along with any supporting documents, as applicable. Please see the 
Designer section of this document for more information about navigating through the Designer page. For document type select either “Reportable Event 
(Non-AE)” or “Unanticipated Problem Report” from the drop down list.  
8. Have the PI sign the package by following the Sign this Package instructions  
9. Submit the package to the IRB following the Submit this Package instructions, designating the submission type as either a Other Reportable Event or an 
Unanticipated Problem (UP) as applicable.  
 
In addition to the event report, you may be asked to submit additional documentation. For example, if you will revise any of your protocol procedures, it will 
be necessary to submit a revised protocol application with your report. If you will make changes to your informed consent documents, it will be necessary to 
submit those documents for review. Any additional or pertinent information should be submitted with your report as applicable. 
 
Modification/Amendment 
 
If your project has been approved and you would like to change your procedures or materials, it may be necessary to submit an amendment before engaging 
in the revised activities. Any change to an expedited or full board project must be submitted as an amendment. That amendment will need to be reviewed and 
approved before you begin your revised activities. If you plan to make changes to an exempt project, please note that only substantive changes will need to be 
submitted for exempt projects. Please refer to the FAMU Standard Operating Procedures for more information about changes to exempt projects that might 
necessitate an amendment. If you are unsure of whether your project requires an amendment, please contact a research integrity administrator before 
beginning your revised activities. The investigator is responsible for promptly submitting protocol amendments to the IRB. Amended procedures may not be 
implemented until the amendment has been reviewed and approved by the IRB unless the change is necessary reduce or eliminate harm. 
 
1. Download the Amendment Request Form. Save the form to your computer for completion.  
2. Complete the form and save it to your computer.  
3. Sign onto IRBNet and click on My Projects to access the project that you would like to amend  



4. Select the correct project by clicking on the project title  
5. Access the designer page for the project  
6. Click the “Add New Document” icon  
7. Add the required amendment documents (see list below)  
8. Have the PI sign the package by following the Package Signing instructions  
9. Submit the package to the IRB following the Submit this Package instructions, designating the submission type as Modification/Amendment  
 
The following documents must be submitted for modification/amendment of expedited or fill board projects. Amendments to exempt projects are 
not required unless the change could increase risk to participants:  
 

 Amendment Request Form  
 Updated protocol application  
 New or revised materials (e.g., informed consent document, measurement tool) – anything that will be affected by the changes you are proposing in 

your amendment  
Additional sections of this guidance document will be added as needed. If you have questions about information in this document or about research integrity 
in general, please contact one of the research integrity administrators.  

Research Integrity Contact Information 

Phone:  (850) 412-5246 
Email:    IRB@famu.edu 
Mail:    Office of Animal Welfare and Research Integrity 
 Florida Agricultural and Mechanical University 
 1515 South Martin Luther King 
 Room 308H Science Research Center 
 Tallahassee, FL 32307 
 
 
 
i Information in this guide was obtained from many sources including but not limited to the Code of Federal Regulations (45 CFR 46), the Office for Human 
Research Protections (http://www.hhs.gov/ohrp), the IRBNet forum, and the Anne Arundel Medical Center IRBNet User Manual.   
  
  

  



 
 
 
  


