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So what about this IRBNet? 
Lehigh’s Office of Research and Sponsored Programs (ORSP) began 
the move to an online submission process in early 2008 as part an 
effort to standardize and improve the review of Human Subjects 
applications. ORSP chose IRBNet for several reasons including, 
advanced system features, ease of implementation, ease of use, and 
cost effectiveness.  According to IRBNet’s makers: 
    

IRBNet helps Researchers: 
    

 Project Manager dashboard  

 Electronic submissions  

 Cross Institutional collaboration 

 Best Practices library 

 Multi-Site studies 

 Instant notification of Project approval  

 Automated continuing review alerts  

       
     
 IRBNet helps Institutional Review Boards: 
 

 Streamline the submission and review processes  

 Reduce paper, and time wasted on redundant clerical 
work 

 Reduce administrative tasks and offer more support to 
Researchers  

 Facilitate clear, coordinated communications and track 
correspondence 

 Enable Members, Researchers and Administrators 
easy access to data  

 Maintain a clear audit trail with appropriate 
documentation and versioning 

 Improve quality of documentation/Project design  
 

 

 

 

 

 

 

 

Calling all Faculty 

Advisors!  

IRBNet’s online design is 

very conducive to a 

“Research Team” model. We 

encourage Advisors working 

with Student Researchers to 

make full use of the various 

tools IRBNet puts at your 

disposal. Lehigh’s IRB 

Coordinators (x83021) 

welcome the opportunity to 

work with faculty to help 

make IRBNet’s online human 

subjects review process an 

educationally rewarding part 

of your students’ research 

experience.  
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IRBNet Glossary…you call it what? 
The research community, like most academic entities, has a rich tapestry of descriptive 
language (or at times what may seem like a confusing collection of discipline-specific jargon) at 
its disposal. In an attempt to help standardize the online review of Human Subjects applications, 
Lehigh will adopt the naming logic used by IRBNet. In most cases these are terms that have 
widespread acceptance by Institutional Review Boards and are used by the United States 
Department of Health and Human Services. Please take a few minutes to look at the following 
glossary (or even better, print it out to use with the tutorial); it may make it a little easier to 
navigate the IRBNet waters.  
 
 
Project 
A Project is an online version of the research proposal/protocol being submitted to Lehigh’s IRB 
for review.  
 
 
Project Package 
A Project Package, or just “Package”, is a submission containing any number of documents that 
are required by the IRB to conduct their review of a research Project. The initial Project Package 
will include the appropriate Human Subjects Application, the full research proposal, any surveys 
or instruments, consent forms and any other documents requested by the IRB. Subsequent 
Project Packages will contain one or more modifications of previous documents that the 
Researcher makes in response to IRB requests.   
 
 
Submission  
IRBNet uses the term Submission to denote a Project Package that has been submitted for 
official review.  
 
 
Researcher 
A Researcher is the individual submitting the Project for IRB review. There are three 
Researcher categories that will be used by IRBNet: 
 

 Lehigh Faculty Researchers 

 Lehigh Student Researchers  

 Lehigh Staff Researchers  

 Non-Lehigh Researchers 
 
 
Principal Investigator 
IRBNet uses the term Principal Investigator (or P.I.) to designate the person with overall 
responsibility for studies submitted by Lehigh Student Researchers, Lehigh Staff Researchers 
or Non-Lehigh Researchers. All studies must have a Lehigh Faculty member as the Principal 
Investigator!  
 
 
Amendments/Modifications 
Amendments/Modifications are changes that the researcher wishes to make after a study is 
approved by the IRB. The researcher must submit an Amendment/Modification Package for IRB 
approval.  
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Revision 
A Revision is a change (or changes) required by the Institutional Review Board before a Project 
can be approved. The researcher creates a new Project Package in IRBNet to address any 
required revisions.  
 
 
Reviewer 
A Reviewer is an IRB Board member that is involved in the review of a Project.  
 
 
Human Subjects Application Form 
The Human Subjects Application is the document used by the researcher to provide the 
necessary information for IRB review of a new research study.  
 
 
Continuing Review Form  
The Continuing Review Form is used to request an additional twelve month approval period for 
a previously approved study.  
 
 
Amendment/Modification Form 
Researchers will use an Amendment/Modification Form to make changes to a previously 
approved study.  
 
 
Project Description 
The Project Description refers to the general type of Project being submitted to IRB review as 
noted on the Human Subjects Application. Categories are consistent with previous paper-based 
review forms. 
 
 
Type of Review 
The Type of Review is the level of IRB review the researcher is requesting for their Project. 
Please note that the Lehigh IRB will be adopting the naming convention used by IRBNet to 
categorize the type of IRB review. The three levels will now include Exempt, Expedited and 
Full Committee Review. 
 

Exempt: Proposals are exempt from more detailed review if the research described 
poses minimal risks to subjects and proper procedures are used to implement ethical 
principles for the protection of human subjects.  The chair of the IRB determines whether 
a research project will undergo an expedited review.  As necessary, the chair will consult 
with other IRB members when making this decision. The following types of research may 
fall into the exempt category: 
 

 Anonymous survey / interview procedures or observation (without intervention) of 
public behavior  

 Survey / interviews in which the participant can be linked and information 
obtained is innocuous. Disclosure of this information would NOT reasonably 
place the participant at risk of criminal or civil liability or be damaging to the 
participants’ financial standing, employability or reputation.  

 Project of existing data or pathological specimens if information is recorded 
anonymously.  
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Expedited: The expedited review category is used for certain types of research 
involving no more than minimal risk (risk level similar to what is encountered in everyday 
activities ) and minor changes to research previously approved by the full committee, 
during the period for which approval has been authorized.  Proposals are reviewed by 
three members of the University's IRB.  Agreement of all reviewers is needed for 
approval.  Reviewers may refer the proposal to the full committee. The following types of 
research may fall into the expedited review category: 
 

 Surveys which can be linked to participant and may request "sensitive" 
information  

 Blood draws  
 Non-stressful research on individuals or group behavior  
 Project of existing data or pathological specimens if information recorded can be 

linked to participant  
 Recording of data using non-invasive procedures  
 Surveys which can be linked to participant and may request "sensitive" 

information  
 
 
Full Committee Review: Any research not covered under the exempt or expedited 
review categories is referred to the IRB for full committee review.  The principal 
investigator may be invited to attend the review.  The committee will either: (i) approve 
the research; (ii) approve the research pending modifications that must be verified by 
committee members; or (iii) not approve the research.  The committee will notify the 
principal investigator in writing about the committee's decision. The following types of 
research may fall into the expedited review category: 
 

 Invasive medical treatments  
 Physical or psychological risk  
 Special populations (minors, pregnant women, prisoners, incompetent 

participants)  
 Criteria for exempt or expedited review are not met  

 
 
Required Signature Listing 
The Required Signature Listing (the last section of the Human Subjects Application) designates 
who must electronically “sign” the IRBNet Project Package to submit the Project for review.  
 
 
Review Status:  
IRBNet uses the following terms to denote the status of Studies submitted for review.  
 

Acknowledged: The committee or office acknowledges the receipt of the information. 
 
Approved: The submission has been approved. 
 
Deferred: The committee has deferred action on the submission. 
 
Exempt: The submission is exempt from review in accordance with federal regulations. 
 
Modifications Required: The committee requires changes (Lehigh uses the term 
“revision” to denote a change before approval) to the submission. 
 
Pending Review: The submission is awaiting committee review. 
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Not Approved: The concerns of the committee are substantive in content. 
 
Not Research: The committee has determined this project does not meet the definition 
of "research" under the committee's purview. 
 
Work in Progress: The Project has not yet been submitted to an IRB for review. The 
Project can be managed and edited without generating a new IRBNet ID number. 

 
 
Permissions  
Permissions are levels of access that a researcher grants to IRBNet users. Different 
permissions may be given to co-investigators, students, or IRB Coordinators.  
 

Full: The individual is a project owner and may manage and control all aspects of the 
project. 
 
Write: The individual may collaborate on project documentation, but may not share the 
project with others, submit packages for review, or take certain other actions reserved 
solely for the project owners. 
 
Read: The individual has read-only access to the project. This individual may 
electronically sign where necessary. 
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1. How Do I Register at IRBNet? 
 

 
1. To register with IRBNet, go to www.irbnet.org and click on the “New User 
 Registration” link. 

 

 
 
 

 
2. Fill in the required information on the IRBNet registration page. Then click on  

 “Continue.” 
 

 
 

 

http://www.irbnet.org/
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3. Next you’ll need to read IRBNet’s Acceptance of Terms and click “Accept” if you wish to 

continue your registration.  
 

 
 

 
4.  Once you have accepted the Terms of Use, you’ll be rocketed to a screen that will ask 

you to add your affiliation.  

 
5.  In the “Add Affiliation” section (next to “Organization types to display”) click on the 

“Research Institutions” box so that you see a checkmark. Then click the “Display” button.  

 
6.  In the large “Your Organization” selection box, scroll down and highlight “Lehigh 

University, Bethlehem, PA.”  Even if you are a non-Lehigh researcher, you still need to select 
Lehigh University as your affiliation.   

 
7. With “Lehigh University, Bethlehem, PA” highlighted; click on the “Continue” button. 

 

 
 

3.   You’re probably familiar 
with these delightful “Terms 
of Agreement” documents. 
To continue you have to 
click the “Accept” button. 

6. Scroll down to find 
“Lehigh University, 
Bethlehem, PA.”   

5. Click the “Research 
Institutions” box so that a 
checkmark appears. Then 
click the “Display” button.  

7. Once you have “Lehigh 
University, Bethlehem, PA” 
highlighted, click on the 
“Continue” button. 
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8.  IRBNet will then ask you for your contact information.  

 
9.  If you are a Lehigh Student, Faculty or Staff member, we ask that you please enter your 

university contact information.  

 
10.  Click the “Continue” button. 

 

 
 
 
11.  The last step of the registration process allows you to make sure you’ve entered all your 

data correctly.  

 
12.  In the example below, Pam Nonstikspre’ would click the yellow “((EEddiitt))” to make any 

necessary corrections to her registration information.  

 
13. Once you’re sure you haven’t entered an embarrassing misspelling of your name, and 

have verified that your phone and email are correct, click on the “Register” button. 
 

 
 

 
 
 
 

9.   If you are Lehigh Student, 
Faculty or Staff member, please 
use your Lehigh contact 
information.  

10.   Click the “Continue” button. 

 

12.   Click the yellow “Edit” to 
make any necessary corrections 
to your registration information. 

13.  Click the “Register” button. 
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14. Success! Take a minute to experience the joy of successfully completing your IRBNet 

registration!  
 

 
 
Well, actually you’ll have to delay that celebration until after you receive an activation email from 
IRBNet. Just click on the activation link in that email to complete the registration process. You 
will automatically be taken to the IRBNet Log In screen. If you have any trouble registering with 
IRBNet, call the Office of Research and Sponsored Programs (x83021).  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

14.   Almost……just follow the 
directions in the activation 
email to complete registration 
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2. How do I log in at IRBNet? 
 
1.  To log in, go to www.irbnet.org .  

2.  Enter your username and password (in the area circled in the screenshot below). 

3.  Click the “Login” button 

 

 

 

4.  If you login successfully, you should see IRBNet’s Project Manager screen, like our 

example below. 

 

 

1.   Enter your 

username and 

password. 

2. Click the “Login” button. 

 

4. The first time you login to 
IRBNet you won’t have any 
Projects to access.  

http://www.irbnet.org/
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3. Creating a Project  
 

The first time you log into IRBNet, your Project Manager page will be a barren and lonely bit of 

cyber space. So we’ll examine the process of creating a new Project with the help of Pam 

Nonstikspre`, a faculty member in Lehigh’s College of Facetious Studies.  

 
We’ll take it step-by-step, click-by-click as we show you how to get a Project up and running on 
IRBNet. You can also download a simple set of directions (without all the lovely screenshots 
and witty commentary) as a guide for future use.   

 
 
The Project Manager Screen 
 
Once you have logged in at IRBNet, you will see the Project Manager screen; IRBNet’s jump-off 
point for the Researcher. On the left side of the page there are links labeled Project Manager 
(that’s where we are right now) and Create New Project  

 
 
1. Click on the “Create New Project” button to navigate to the screen where you’ll start 

assembling your initial “Project Package.” 
 
 

 
It’s generally a good idea to start developing your package well in advance of the date you plan 
to submit. Student researchers need to be sure that their advisor is registered with IRBNet to 
facilitate the oversight required to submit proposals.  
 
When you click the “Create New Project” button, you’ll be taken to a Project Information screen 
where you’ll be asked to enter some basic information to develop your online Project Package.  
 
Keep in mind that your Project Package is a “work in progress” and that you will be able to edit 
this information (or anything else associated with the Package) up until the time that you submit 
the Package for review.  
 

1. Click the “Create New 
Project” button 
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On the Project Information screen, do the following: 
 
2. Enter the Project Title and name of the Principal Investigator.  

 

3. Enter the legal first and last name of the Principal Investigator.  

 
4. Enter Key Words (optional).  

 
5. If your project with be sponsored research, enter the sponsor’s name.  

 
6. Please leave the “Internal Reference Number” box blank. Your IRBNet Coordinator will 

use this field to enter a local tracking number for your project. 

 
7. Click the “Continue” button. 

 

 

 
After you click the “Continue” button, you will be taken to this Project’s Designer screen. This is 
where you will attach the various files associated with the current Project Package.   
 
NOTE: It’s probably a good idea to start thinking about how IRBNet will organize your work. 
Your research Project may have several Packages.  For example, every Project will have a 
“New Project Package” (with the exception of existing studies created before 5/1/2009-call 
ORSR at x83021 if you have one of those) as the first type of Package created. But you may 
need make revisions to your submitted Package (Revision Package), change a previously 
approved Package (Amendment-Modification Package) or request IRB review to continue a 
previously approved Package (Continuing Review/Progress Report Package).   

2.  Enter your study’s title 

 

3.  Enter your legal first and last 
name and your degree. Non-faculty 
will enter their faculty P.I.s 
information here. 
 

4.  Enter optional key words 

 

6.  Please leave the 
“Internal Reference 
Number” field blank 
 

5.  If this study will 
be sponsored 
research, enter the 
sponsor’s name 
 

7.  Click “Continue”  

Lehigh will automatically populate 
the “Research Institution” text box  
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The Designer Screen 
The Designer screen is where you’ll download IRB forms and documents (such as the 
application for Human Subjects Review) and upload your Project documents (including 
protocols, informed consent forms and completed Human Subjects applications).  
 
In the example shown below, you’ll notice there are a number of buttons that appear on the left 
hand side of the Designer screen.  
 
 

 

 
Grouped under the “Project Administration” heading are buttons for Project Overview, Designer 
(where we are now), Share this Project, Submit this Project, Project History, Send Mail, and 
Delete this Package. 
 
We’ll look at each of these later, but for now it’s enough to know that the buttons are links to 
screens you’ll use to create and organize your Project Package for submission to the IRB. 
 
Continuing with our example, Dr. Nonstikspre` is just beginning the review process and will 
need to complete a “Human Subjects Application” form. She’ll do this by downloading the 
application form, entering the required information, and then uploading the completed 
application to her IRBNet Project Package. 
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4. Download and Complete Human Subjects 
Application 

 
1. Make sure you are on the Designer screen.  

 
2. In the “Select a Library” selection box, ensure that “Lehigh University IRB, Bethlehem, 

PA” appears.  

 
3.  In the “Select a Document” selection box, scroll down and highlight the “Human 

Subjects Application” document.  

 
4. With “Human Subjects Application” highlighted, click the “Download” button.  

 

 
 

5. Save the application to your desktop to complete.  

 

 
 

6. Open the application and enter all required information.  Please contact ORSP at 

x83021 if you have any questions on how to complete a Human Subjects Application (or  

2.   You should see “Lehigh 
University IRB, Bethlehem, 
PA” in the “Select a Library” 
selection box 

3.    Scroll down and highlight 
“Human Subjects Application” in 
the “Select a Document” 
selection box. You can choose 
either MS Word 03 or 07 
formats. 

4.    Click “Download” 

5.   A typical “File 
Download” dialog box 
will open. Save the 
application to your 
computer to complete. 

1.   Make sure you are on the “Desinger” screen 
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5.  Uploading Documents to Your Project 
Package 

 
Instead of making multiple copies of your proposal and its associated paperwork, IRBNet allows 
you to assemble all required documents into the “Project Package.” We’ll return to our example 
to see how Dr. Nonstikspre` uploads her completed Human Subjects Application and other 
documents. 
 
Save the completed application (or any document you want to upload) with a file name that will 
allow you to easily find and send the correct version.  

 
1. In our example, Pam Nonstikspre` has named her file “Nonstikspre` Human Subjects 

Application” and has placed the document in a sub-folder called “Project Package 1.” 
The sub-folder resides in her “Spray of Reckoning” folder. You can see that each 
document uses the good doctor’s last name and the document type for its name.  Later, 
we’ll see how to create more Project packages and how to create modified documents.  

 

 
 
2. Click the “Add New Document” button when your document is ready to upload. You’ll be 

taken to the Attach Documents screen.  

 

 
 
 
 

File this away for future 
use… 
If you don’t have a favorite file 
organizational scheme, you 
might want to give some 
thought to how you’ll organize 
files for your IRBNet 
submission. Student 
Researchers can ask their 
advisors for assistance or 
contact ORSP (x83021) for 
suggestions on how to 
develop an effective 
organizational plan for 
submitting online documents 
through IRBNet. 

2.    Click the “Add New 
Document” button to upload 
documents to this “Project 
Package.” 

1.     All of our example 
documents have the P.I’s 
name and document type in 
the title 
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3. On the Attach Documents screen, you’ll see a “Document Type” drop-down box to 

provide a general description of what’s being uploaded to your Project Package. Most 
common document types are listed, but if you’re sending something not shown, choose 
crowd favorite “Other.”  

 
4. Scroll down and click on the type that best describes the document you’re going to 

upload.  
 

 
 
5. In the Description text box you can type the name you have given the document you’re 

uploading.  

 
6. In the example below, Pam Nonstikspre` has used her file title “Nonstikspre` Human 

Subjects Application” as her description. 

 
7. Click the “Attach” button to add the document to your Project Package. 

 

 

4.   Scroll down and click 
on the type that best 
describes the document 
you’re going to upload. 

6.   Type a 
description for the 
document you’re 
uploading 

7.   Click “Attach” to 
add the document 
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6.  Working with Documents on the Designer 
Screen 

Under the “Documents in this Package” heading (in the middle of the Designer screen) you’ll 
find all the documents that have been added to the Project Package. Let’s go over how IRBNet 
handles Project documents.  

 

1. View a Document  

 To view a document you can click on either the “Document Type” (in blue bold face 

ink) or the Doc/Pdf icon.  
 

 
2. Update a Document 

 You can select documents (attachments) to make changes. IRBNet helps you keep track 
of when changes are made to any attachment. You can only update documents in a 
“Project Package” that has NOT been submitted.  In our example, Dr. Nonstikspre` has 
decided to make a change to her “Student Questionnaire” document. 

 

3.  To update a document click on the Pencil  icon in its row. 

 

 

3.   Click on the pencil icon in 
the row of the document you 
want to update 

1.  Click on the “Document Type” (in blue) or 

the document icon to open a document 
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4. The Attach Document screen will open, with information about the attached document 

you are about to update at the top of the screen. Just below this document information 
are instructions on how to complete the update process. 

 
5. If your update will be replacing the current attachment with a different “Document Type”, 

use the drop-down box to make the appropriate change. If your update is the same type 
of document, you would leave this drop-box unchanged. 

 
6. If you want to change the attached document’s description, type in the update in the 

“Description” text box.  If the description is not changing (for example, if you’re updating 
your “Student Questionnaire” with an amended version of the same document) the text 
box will have already auto-filled with that information from the previous attachment.   

 
7. To upload the updated attachment, click on the “Browse” button to locate the amended 

file.  
 

 
 
 
 
8.  This will open a box for you to browse your computer to choose the file you want to 

upload.  Highlight the desired file and double click to auto-fill the “File” text box.  
 

 
 

 

 

 

5.   Select “Document 
Type” (ONLY if you are 
replacing a document with 
a different document 
type!) 

7.   Click on the “Browse” button to 
find the updated file you want to 
upload 

6.   Type in new 
“Description” (if needed) 

8.  Browse your 
computer to choose the 
file you want to upload. 
Double click on the 
highlighted file name (or 
click the “Open” button) 
to select the file. 

4.  Information about the attached 

document you are about to update 

at the top of the screen 
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9. Click the “Update” button to finish updating the attached document.   

 

 

 

10. Delete an Attached Document 

 There will be occasions when you’ll want to remove an attached document from your 

Project Package. In the example below, our Principal Investigator has decided to remove 

her resume.  

 

 

11. Click on the “X” icon  in the row of the Document you wish to delete.  A dialog box 

will ask you if you’re sure you want to delete the file. Once you click the “OK” button, the 

file is gone forever (or until you re-load it!) from your IRBNet Project Package.  

 

 

 
 
12. Once you click the “OK” button, the file is gone forever (or until you re-load it!) from your 

IRBNet Project Package.  

 
 
 
 
 
 
 
 
 
 
 
 

 

9.   Click on the 
“Update” to upload your 
updated attachment 

11.   Click on the “X” in the row 
of the attached document you 
want to delete 
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7.  Share this Project screen 
The Share Project screen allows researchers to assign levels of access to their Project. You 

can select “Full” access to allow another IRBNet user to perform ALL IRBNet functions without 
any restrictions. “Write” access allows the user to edit Project documents but they cannot 
perform administrative tasks such as submitting a Project for review. “Read” access only allows 
another user to read documents but they have no editing or administrative permissions for your 
Project. The “No Access” option prevents IRBNet users from having any access to a 
Researchers Project. This is the default setting, so you will only need to share your Project with 
individuals requiring access.  

 
1. Under Project Administration, click on the Share this Project link. 

 

 
 
2. “Lehigh University, Bethlehem, PA” should already be highlighted. If not, search the 

drop-box and highlight Lehigh.    

 

3. Click “Select Organization.” 

 

 
 

4. Scroll down to find the IRBNet user you want to grant access to your Project. If you do 

not see the individual listed, check with them to ensure they are registered. Call 
ORSP(x83021) if you have problems sharing your Project.  

 

2.  Ensure that “Lehigh 

University, Bethlehem, 

PA” is highlighted 

 

3.  Click “Select 

Organization”  

 

1.  Under Project Administration, 

click on the “Share this Project” 

button 
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5. Put your cursor over the level of access you wish to grant the user and click inside of the 

circle. The circle will become shaded to show that level of access has been granted. You 
can change a user’s access level at any time. 

 

 

 
6. You can use the “Your Comments” text box to type an optional message that will 

accompany the notification of a shared study 
 

 7. When you are finished sharing your study, click the “Save” button at the bottom of the 

page.  
 

 

4.   Find the IRBNet 
user with which 
you’d to share your 
Project 5.  Click on circle next 

to the level of access 
you want to grant  

Note: “No Access” 
is the default 
setting 

7.   Click the 
“Save” button  

6.   Enter optional 
comments that will be sent 
with the notification that a 
Project has been shared 
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8.  Sign this Package Screen 
The Sign Package screen allows IRBNet users with access to a Project to record that they have 

“read this Project's documents in their entirety and agree that they are ready for submission” to 

the IRB for review.  

 

In our example Project, Dr. Nonstikspre` has been working with a Co-Investigator, Dr. Ima 

Pepper. Both will sign when they feel the Project package is ready to submit.  

 

1. Click on the “Sign Package” button. 

 

 

2. Use the drop-down box to select your role in the Project.In the example, Dr. Nonstikspre` 

would choose “Principal Investigator” and Dr. Pepper would select “Co-Investigator”. 

 

3. Click on the “Sign” button. 

 

 
 

NOTE: Lehigh Staff, Lehigh Students, or Non Lehigh 

Researchers submitting Project Packages should sign as the 

“Co-Investigator” and the Lehigh Faculty member with overall 

responsible for the study must sign as the “Principal 

Investigator”  

 

2.   Click on the drop-down 
box and select your role in the 
Project 

3.   Click the “Sign” button 

1.   Click on the “Sign 
this Package” button 
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9.  Submit this Package Screen 
The Submit this Package screen is where you will deliver your completed Project Package to 

the IRB for review. Returning to our example Project, Dr. Pam Nonstikspre` has uploaded her 
completed Human Subjects Application and all other required documents. She and her Co-
Investigator (Dr. Pepper) have electronically “signed” the Project Package saying that they 
agree that it is ready to submit. 

 
1. Click on the “Submit this Package” button.  This will open up the Submit Package 

screen. 
 

 
 
2. On the Submit Package screen; ensure that “Lehigh University, Bethlehem, PA” is 

highlighted. Click the “Continue” button. 

 
 
3. Click the “Continue” button. 

 

 
 
 

1.   Click on the 
“Submit this 
Package” button 

2.  Ensure that “Lehigh 
University, Bethlehem, PA” 
is highlighted 

3.  Click “Continue”  
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4. Use the “Submission Type” drop-box to select the type of Project you are submitting.   

 

 
 
For example, a new study’s first Project Package would be a “New Project” Submission Type. 
You would select “Revision” for a Package created to make changes required by the IRB to gain 

initial approval. For previously-approved studies, a “Modification/Amendment” Submission  
 
Type is used to request any changes to an approved study and a “Continuing Review/Renewal” 

submission is used to ask for an extension of the initial one year approval period. 

 
5. You can enter comments (optional) for the IRB using the “Your Comments” box. 

 
6. Click the “Submit” button. 

 

 
 
 
 

6.   Click “Submit” 

 

5.  Enter any 
comments that may 
aid the IRB in 
reviewing your Project 
(this is optional) 

4.  Use the drop-box to 
select the proper 
“Submission Type”  
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THAT’S IT! 
This would complete the steps required to register, logon and submit a new study with 
IRBNet. The following sections will describe some of IRBNet’s other features, as well as 
instructions for submitting Continuing Review, Amendment-Modification and Adverse 
Event forms.  
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10.  Delete this Package Screen 
The Delete this Package screen will allow you to delete a Project Package BEFORE it is 
submitted for review. After it has been submitted a Project Package remains part of the 
Project’s history and cannot be deleted.  
 
1. Click on the “Delete this Package” button. 

 

 
 

 
2.  On the Delete Project screen, click the “Delete” button. The Project Package will be 

deleted. 

 

 
 

 
 
 
 

1.    Click “Delete this Package” 
button under the “Project 
Administration” heading 

2.    Click “Delete 
this Package” 
button 
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11.  Send Mail Screen 
The Send Mail screen allows members of the research team to send emails without 
leaving IRBNet. IRB members can also send Researchers email via this feature. 
 
1. Click on the “send Mail” button under the “Project Administration” heading. 

 

 
 
2.  Select email recipients using check boxes.  

 
3.  Type message in “Message” text box. 

 
4. Click “Send” button.  

 

 
 

 
 

1.   Click on the “Send Mail” button 
under “Project Administration”  

3.   Type message in 
“Message” text box 

2.   Select email 
recipients using check 
boxes 

4.    Click the 
“Send” button 
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14. Project History Screen 
The Project History screen is used if multiple Packages have been created for a particular 
Project. From here you can click on the “Package Type” in (in blue) to access any Project 
Package.  

 
1. In the first example, the P.I. only has one Project Package because she is working on 

her initial submission in IRBNet.  
 

 
 
IRBNet has a mechanism where Lehigh’s IRB coordinator can unlock a Project Package for 
minor administrative corrections to be made. But let’s assume that after our example Package 
was officially submitted for review, the IRB found a major issue that needs to be addressed 
before the reviewers will agree to approve the research.  
 
The researcher can’t alter the initial Package that was previously submitted for review. Instead, 
they will need to create a new Project Package to address the revisions. This is the method 
IRBNet uses to track changes during the review process.  
 
In our example, the reviewers have requested that researcher make significant changes to the 
Informed Consent form. When researcher creates the New Project Package they will be able to 
access previous versions of documents to edit and submit with the newly created Package. 
They will note (via drop-down box) that this submission is a revision rather than an entirely new 
study.  When our researcher logs into IRBNet the Study Manager screen will now show her 
Project (since she has submitted a revision) will have an IRBNet number that ends in “-2”.  

 
2.  Click on the Study’s title (in blue font) on the Study Manager screen.  

 

 

1.  At first you will only see your 
initial “New Document Package” 
under “Package Type” 

2. Click on the Title (in 
blue font) 

Note that the IRBNet ID 
number ends in “-2”, 
letting you know that this 
the second package for 
this study. 
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3.  Click on the “Project History” Button. 

 

 
 
 
4.  Notice that there are now two Package Types. The most recent package (in this case, 

the “Revision”) is shown in the topmost position. Continuing on with our example, if we 
click on the “Revision” Package Type (in blue font), we’re taken to the Designer screen 
which will contain all the documents associated with this study. 

 
 

 
 
5. On the Designer screen you would click on the icon that looks like a stack of papers to 

open the “Document Revision History” window. This window shows the different versions 
of the selected document that are available for review. 

 
 
 

4.  Clicking on the 
Revision “Package Type” 
will open up a screen 
containing all documents 
relating to this Package 

3. Click on the “Project 
History” button 
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6. On the “Document Revision History” window you can then select any document by 

 clicking on the hyperlink under “Document Type.” 
 

 
 

 
 
 
 
 
 
 
 
 

6. Clicking on these 
“Document Type” 
hyperlinks will open 
documents to compare 
versions 

5. Clicking on these stacked 
paper icons will open up a 
Document Revision History 
screen showing all versions of 
the document 
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15.  Submitting a Revision for your Project 
 
You may have to make one or more changes to your Project before the IRB can grant approval. 
IRBNet enables you to make revisions to your original Project Package and track changes 
throughout the IRB Review process.  
 
 
Our example continues with Dr. Nonstikspre` receiving notice that her Project needs to be 
revised. IRBNet will automatically email a researcher when the IRB has taken action on a 
Project. An auto-generated Decision Letter will also be emailed to the researcher. In this case, 
the letter informs Dr. Nonstikspre` that she must include the IRB’s Contact information on her 
informed consent form.  
 
 
 

 
 
 
 
 
 

You’ll receive a Decision 
Letter notifying you 
modifications (or Revisions as 
we are calling them) are 
needed before your Project 
can be approved 



34 

 

 
 
1. When you log in to IRBNet, the Study Manager screen will show “Modifications 

Required” under the “Status” column. You should have also received an email Decision 
Letter telling you exactly what changes the IRB is requesting. If you are unsure of what 
needs to be modified, please contact ORSP at x83024. 

 
2.  Click on the title of the Project on which you want to make a revision. You will be taken 

 to the Designer screen.  
 

 
 
In our example, Dr. Nonstikspre’ received an email from through IRBNet that told her that her 
Informed Consent Form needed to have contact information added.  

 
 
3.  Click on the “Project History” Button. 

 

 
 
 
 

2.   Click on the title of 
Project (in blue font) for 
which you wish to 
submit a revision  

1.   Look for “Modifications Required” 
under the “Status” column. 

3. Click on the “Project 
History” button 
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4.  On the Project History screen, click on the “Create New Package” button. 

 

 
 

5. You will be taken to the Project History screen. 
 
6. Notice on the Project History screen that a new Project Package has been created. 

IRBNet uses the same Project number (39589), but has changed the package number 
from a “-1” to a “-2”.  

 
7. The “Package Type” has changed to “New Document Package” and the Status of this 

Package is listed as “Work in Progress”.  

 
8. Click on “New Document Package” to begin the process to modify your Project. You will 

see the Designer screen.  

 

 
 
 
 
 

6.   Note that the 
Package Number 
has changed 

7.   The “Package 
Type” and “Status” 
are also different  

8.  Click on “New 
Document Package” 

4. Click on the “Create New 
Package” button 
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9. The Designer screen will show information for the New Document Package. From this 

screen you can either add a new attached document (if you have a new type of 
questionnaire for example) or update a document from a previous Project Package.  

 
10. Our example Researcher, Dr. Nonstikspre`, has received notice that she must modify 

her Informed Consent form. She would update the document from the New Project 
Package she just created. This process allows both the researcher and IRB to easily 
track all changes to a Project.   

 
11. In the “Document from Previous Packages that you can Revise” section, click on the 

Pencil icon           in the row for the “Consent Form” document. The Attach Document 
screen will open.   

 

 
 
 

The Designer screen for 
the “New Document 
Package” 

11.   Click the Pencil icon in the 
row of the document from another 
Project Package that you want to 
update 

10.    You can add a 
new document or 
update a document 
from a previous 
package 

No documents in 
this package yet 
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12. The top of the Attach Document screen will show you when the original form you are 

editing was loaded. The “Document Type” and “Description” are auto-loaded from the 
previous Project’s version of the document.   

 
 
Dr. Nonstikspre` will leave the “Document Type” unchanged, since she is replacing one version 
of her consent form with an amended form. She does wants to enter a new “Description” to note 
that this is the first revision of a previous document. She adds “Rev 1” to the “Description” 
already in the text box.  

 
 
13  Ensure that the “Document Type” drop-down box contains the correct information (it is 

 auto-filled, so should be accurate in most cases). 

 
14.  Type in any changes to the “Description” text box (it’s also auto-filled). 

 
15.  Click the “Browse” button to find the updated version of your document. This will open a 

 box for you to browse your computer to choose the file you want to upload.  Highlight the 
 desired file and double click to auto-fill the “File” text box. 

 
16. Click the “Update” button to finish uploading the amended version of your document.  

 You will then be sent back to the Project Designer screen. 

 
 

 
 
 
 
17. You will be taken to the Designer screen  
 
 
 

12.   Attachment 
info from 
previous Project 
Package  

13.   “Document 
Type is auto-loaded 
from previous 
“Project Package” 

14.   Type in any 
changes to the 
“Description” (also 
auto-filled) 

15.    Click the “Browse” 
button to find the updated 
version of your document. 
Double click your file name 
and ensue the location 
appears in the “File” text box. 

16.  Click the 
“Update” button 
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18. Looking at our example, you can see the “Consent Form” attachment is now located 

 under the “New and Revised Documents” heading. It’s no longer available to revise from 
 the previous Project Package. 

19.  Click on the icon (it looks like a stack of papers ) to open the Document  
 Revision History window. This table provides information about the modifications the 
 document has undergone.  

 
20.  After you have made all required modifications to your Project, click the “Submit this 

 Project” button.   

 

 
 
21. On the Submit Package screen; ensure that “Lehigh University, Bethlehem, PA” is 

highlighted. Click the “Continue” button. 

 
22. Click the “Continue” button. 

 

 

19.    The “Document Revision 
History” window provides 
information about the modifications 
the document has undergone. 

Document Revision History 

 
 

20.   Click the “Sign 
this Package” button 
after making all 
modifications 

18.  The “Consent 
Form” document is 
now part of this 
Project Package 

21.  Ensure that “Lehigh 
University, Bethlehem, PA” 
is highlighted 

22.  Click 
“Continue”  
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23. After you have attached all documents, click on the “Sign this Package” button.  

 

 
 

24. Use the drop-down box to select your role in the Project. In the example, Dr. 

Nonstikspre` would choose “Principal Investigator” and Dr. Pepper would select “Co-
Investigator”. 

 

25. Click on the “Sign” button. 

 

 
 

 
 
 
 

23.   After you have attached all 
documents, click on “Sign this 
Package” button 

NOTE: As with any submission-Lehigh 

Staff, Lehigh Students, or Non Lehigh 

Researchers submitting Project Packages 

should sign as the “Co-Investigator” and 

the Lehigh Faculty member with overall 

responsible for the study must sign as the 

“Principal Investigator”  

 

24.   Click on the drop-down 
box and select your role in the 
Project 

25.   Click the “Sign” button 



40 

 

 
26. After all research team members (generally the P.I and any Co-P.I.s) have signed the 

 Package, click on the “Sign this Package” button.  
 

 
 
 
27. Select “Submission Type” from drop-down box 

 
28. Enter any comments (optional) 
 
29. Click the “Submit” button 

 

 
 
 
 
4. Use the “Submission Type” drop-box to select the type of Project you are submitting.   

 

16.   Select “Submission 
Type” from drop-down 
box 

17.   Enter any 
comments (optional) 

18.   Click the 
“Submit” button 

26.   After you have attached all 
documents, click on “Sign this 
Package” button 
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For example, a new study’s first Project Package would be a “New Project” Submission Type. 
You would select “Revision” for a Package created to make changes required by the IRB to gain 

initial approval. For previously-approved studies, a “Modification/Amendment” Submission  
 
Type is used to request any changes to an approved study and a “Continuing Review/Renewal” 

submission is used to ask for an extension of the initial one year approval period. 

 
5. You can enter comments (optional) for the IRB using the “Your Comments” box. 

 
6. Click the “Submit” button. 

 

 
 
 
 
 
 
 

6.   Click “Submit” 

 

5.  Enter any 
comments that may 
aid the IRB in 
reviewing your Project 
(this is optional) 

4.  Use the drop-box to 
select the proper 
“Submission Type”  
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21. The submission process is nearly identical for all Project Packages, with the exception of 

determining the “Submission Type.”   

 
22. Select the “Submission Type”  

 
23. Add any comments in the “Your Comments” text box and  

 
24. Click the “Submit” button.  

 
In our Example, Dr. Nonstikspre` selects “Revision” from the “Submission Type” drop-box.  She 
also types a short note in the “Your Comments” text box to let the IRB know what changes she 
has made.  
 

 
 
If all goes well, you will receive an email from IRBNet informing you that your study has been 
approved. Our stalwart researcher Pam Nonstikspre’ has been informed that her study of 
aerosol cooking products has IRB approval!  
 
Of course you may also be informed that your study needs further revision, or that the research 
was not approved by the IRB. If you have any questions regarding notifications you receive from 
IRBNet, please call the Office of Research and Sponsored Programs at x83021.  

 
Approval email: 

15.6.1   Select 
“Submission Type” from 
drop-down box 

15.6.2   Enter any 
comments (optional) 

15.6.3   Click 
the “Submit” 
button 
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Decision Letter:  
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16.  Submitting a Amendment/Modification   
 for a Previously Approved Project 
 
The process of submitting an Amendment/Modification for a previously approved Project is 
nearly identical to submitting an initial Human Subjects Application through IRBNet. The main 
difference will be the documents that you’ll upload.  

 
 
 
1. From the Study Manager screen, click on the Project Title for which you will be 

submitting an Amendment/Modification. 
 

 
 
 
 
2. Click on the “Project History” button. 

 
 

 
 
 
 
 
 
 
3. On the Project History screen, click on the “Create New Package” button. 

1. Click the title of the 
previously approved 
Project for which you will 
be submitting an 
Amendment/Modification 
Package  

2. Click on the “Project History” 
button  
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After you click the Create New Package button, you will return to the Project History. You can 
see that a “New Document Package” has been added. The IRBNet ID number has also 
changed to from 39589-3 to 39589-4. 

 
 
4. Click on New Document Package (in blue font) to begin working on the 

 Amendment/Modification submission.  
 

 
 
You will then be taken to the Designer screen. From here you will be able to add the documents 
required for your “Amendment-Modification” submission. The first step will be to download the 
“Amendment-Modification” form. 

 
 
5. Select “Amendment-Modification Form” from the drop-box. 

3. Click on the 
“Create New 
Package” button  

4.  Click on New Document 
Package (in blue font)   
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6. Click the “Download” button. 

 

 
 
7. Save the form to your computer. 

 

 
 
Complete the form, then return to the Designer screen and upload to your IRBNet Package. 
You will upload documents in the same manner as for the initial application. Documents MUST 
include the Amendment-Modification form, as well as any other required documentation related 
to the change in the previously approved submission. If you have any questions on how to 
complete the Amendment-Modification form, please contact Ruth or Susan in the Office of 
Research x 83021.  

 

8. Select the appropriate “Document Type” 

5.  Select the “Amendment-
Modification Form” from the 
drop-box 

7.   Save the 
form to your 
computer.  

6.  Click “Download” 
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9. Type a description for the document you’re uploading 

10. Browse to find the document you wish to attach 
 
11. Click “Attach” 

 
 
12. Repeat (steps 8 through 11) for all documents you wish to attach 

 
 
13. After you have attached all documents, click on the “Sign this Package” button.  

 
 

8.   Select the 
appropriate 
“Document Type” 

9.   Type a description for the 
document you’re uploading 

11.   Click “Attach”  

10.  Browse to find the 
document you wish to attach 

12.   Repeat (steps 8 through 11) for all 
documents you wish to attach 

13.   After you have attached all 
documents, click on “Sign this 
Package” button 
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14. Use the drop-down box to select your role in the Project. In the example, Dr. 

Nonstikspre` would choose “Principal Investigator” and Dr. Pepper would select “Co-
Investigator”. 

 

15. Click on the “Sign” button. 

 

 
 

 
16.  Select “Submission Type” from drop-down box 

 
17.  Enter any comments (optional) 
 
18.  Click the “Submit” button 

 

 

16.   Select “Submission 
Type” from drop-down 
box 

17.   Enter any 
comments (optional) 

18.   Click the 
“Submit” button 

NOTE: As with any submission-Lehigh Staff, Lehigh Students, 

or Non Lehigh Researchers submitting Project Packages should 

sign as the “Co-Investigator” and the Lehigh Faculty member 

with overall responsible for the study must sign as the “Principal 

Investigator”  

 

14.   Click on the drop-down 
box and select your role in the 
Project 

15.   Click the “Sign” button 
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17.  Submitting a Continuing Review/Progress 
Report for a Previously Approved Project 

 
Submitting a previously approved Project for Continuing Review is done in exactly the same 
manner as the process for Amendment/Modification described above. The only difference is that 
you must use the “Continuing Review Form” instead of the “Amendment/Modification Form.”  

 
 
1. From the Study Manager screen, click on the Project for which you will be submitting a 

Continuing Review. 

 

 
 
2. Click on the “Project History” button. 

 

 
 
 
 
 
 
 
 
 
 

  17.1.1 From the Study Manager 
screen, click on the Study for 
which you will be submitting a 
Continuing Review. 

 
 

2. Click on the “Project History” 
button  
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3. On the Project History screen, click on the “Create New Package” button. 
 

 
 
After you click the Create New Package button, you will return to the Project History. You can 
see that a “New Document Package” has been added. The IRBNet ID number has also 
changed to from 39589-3 to 39589-4. 

 
 
4. Click on New Document Package (in blue font) to begin working on the 

 Amendment/Modification submission.  
 

 
 
You will then be taken to the Designer screen. From here you will be able to add the documents 
required for your Continuing Review submission. The first step will be to download the 
“Continuing Review/Progress Report” form. 

 

3. Click on the 
“Create New 
Package” button  

4.  Click on New Document 
Package (in blue font)   
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5. Select “Amendment-Modification Form” from the drop-box. 

 
6. Click the “Download” button. 

 

 
 
7. Save the form to your computer. 

 

 
 
Complete the form, then return to the Designer screen and upload to your IRBNet Package. 
You will upload documents in the same manner as for the initial application. Documents MUST 
include the Continuing Review form, as well as any other required documentation related to the 
the previously approved submission. If you have any questions on how to complete the 
Amendment-Modification form, please contact Ruth or Susan in the Office of Research x 83021.  

 

 

5.  Select  “Continuing Review 
Form” from the drop-box 

7.   Save the 
form to your 
computer.  

6.  Click “Download” 
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8. Select the appropriate “Document Type” 

9. Type a description for the document you’re uploading 

10. Browse to find the document you wish to attach 
 
11. Click “Attach” 

 
 
12. Repeat (steps 8 through 11) for all documents you wish to attach 

 
 
13. After you have attached all documents, click on the “Sign this Package” button.  

 
 

8.   Select the 
appropriate 
“Document Type” 

9.   Type a description for the 
document you’re uploading 

11.   Click “Attach”  

10.  Browse to find the 
document you wish to attach 

12.   Repeat (steps 8 through 11) for all 
documents you wish to attach 

13.   After you have attached all 
documents, click on “Sign this 
Package” button 
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14. Use the drop-down box to select your role in the Project. In the example, Dr. 

Nonstikspre` would choose “Principal Investigator” and Dr. Pepper would select “Co-
Investigator”. 

 

15. Click on the “Sign” button. 

 

 
 

 
16.  Select “Submission Type” from drop-down box 

 
17.  Enter any comments (optional) 
 
18.  Click the “Submit” button 

 

 
 
 

16.   Select “Submission 
Type” from drop-down 
box 

17.   Enter any 
comments (optional) 

18.   Click the 
“Submit” button 

NOTE: As with any submission-Lehigh Staff, Lehigh Students, 

or Non Lehigh Researchers submitting Project Packages should 

sign as the “Co-Investigator” and the Lehigh Faculty member 

with overall responsible for the study must sign as the “Principal 

Investigator”  

 

14.   Click on the drop-down 
box and select your role in the 
Project 

15.   Click the “Sign” button 
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2. Click on the “Designer” button under “Project Administration” (or the word “Designer” in 

blue ink). 

 

 
 
 
3. Select “Continuing Review Form” from the drop-box. 

 
4. Click the “Download” button. 

 

2.  Click on the “Designer” button 
under “Project Administration” (or 
the word “Designer” in blue ink). 
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5. Save the form to your computer. Complete the form to upload to your IRBNet Package. 

 

 
 

 
 
 
6. Select the appropriate “Document Type” 

 
7. Type a description for the document you’re uploading 

 
8. Browse to find the document you wish to attach 

 

3.  Select “Continuing Review 
Form” from the drop-box. 
 

4.  Click on the “Designer” button 
under “Project Administration” (or 
the word “Designer” in blue ink). 

 
 

5.  Save the form to your 
computer. Complete the 
form to upload to your 
IRBNet Package. 
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9. Click “Attach” 

 
10. Repeat (steps 17.3.1 to 17.3.4) for all documents you wish to attach 

 
  

 
 
 
 
11. Ensure you have attached all required documents. 
 
12. Click on the “Submit this Package” button. 
 

 
 
  
13. Select “Continuing Review/Renewal” from  “Submission Type” drop-down box 

 
14. Enter any comments (optional) 

 
15. Click the “Submit” button 

17.3.2   Type a description 
for the document you’re 
uploading 

 
 

17.3.4   Click 
“Attach” 

 
 

17.3.3   Browse to 
find the document 
you wish to attach 

 
  

17.3.1   Select the 
appropriate “Document 
Type” 

 
 

17.4.1   Ensure you have 
attached all required 
documents 
 

17.4.2   Click on “Submit 
this Package”   
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17.5.1   Select 
“Submission Type” 
from drop-down box 

 
 

17.5.2  Enter any 
comments (optional) 

 
 

175.3   Click 
“Submit” 

 
 


