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So what about this IRBNet? 
Lehighôs 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 IRBNetôs 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!  

IRBNetôs online design is 

very conducive to a 

ñResearch Teamò model. We 

encourage Advisors working 

with Student Researchers to 

make full use of the various 

tools IRBNet puts at your 

disposal. Lehighôs IRB 

Coordinators (x83021) 

welcome the opportunity to 

work with faculty to help 

make IRBNetôs online human 

subjects review process an 

educationally rewarding part 

of your studentsô research 

experience.  
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IRBNet Glossaryéyou 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 Lehighôs IRB 
for review.  
 
 
Project Package 
A Project Package, or just ñPackageò, 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 
participantsô 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 ñsignò 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 
ñrevisionò 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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1.0 How Do I Register at IRBNet? 
 

 
1.1 To register with IRBNet, go to www.irbnet.org and click on the ñNew User 
 Registrationò link. 

 

 
 
 

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

 ñContinue.ò 
 

 
 

 

http://www.irbnet.org/
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1.3 Next youôll need to read IRBNetôs Acceptance of Terms and click ñAcceptò if you wish to 

continue your registration.  
 

 
 

 
1.4  Once you have accepted the Terms of Use, youôll be rocketed to a screen that will ask 

you to add your affiliation.  

 
1.4.1  In the ñAdd Affiliationò section (next to ñOrganization types to displayò) click on the 

ñResearch Institutionsò box so that you see a checkmark. Then click the ñDisplayò button.  

 
1.4.2  In the large ñYour Organizationò selection box, scroll down and highlight ñLehigh 

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

 
1.4.3 With ñLehigh University, Bethlehem, PAò highlighted; click on the ñContinueò button. 

 

 
 

1.3   Youôre probably familiar 
with these delightful ñTerms 
of Agreementò documents. 
To continue you have to 
click the ñAcceptò button. 

1.4.2 Scroll down to find 
ñLehigh University, 
Bethlehem, PA.ò   

1.4.1 Click the ñResearch 
Institutionsò box so that a 
checkmark appears. Then 
click the ñDisplayò button.  

1.4.3 Once you have ñLehigh 
University, Bethlehem, PAò 
highlighted, click on the 
ñContinueò button. 
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1.5  IRBNet will then ask you for your contact information.  

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

university contact information.  

 
1.5.2  Click the ñContinueò button. 

 

 
 
 
1.6.  The last step of the registration process allows you to make sure youôve entered all your 

data correctly.  

 
1.6.1  In the example below, Pam Nonstikspreô would click the yellow ñ((EEddiitt))ò to make any 

necessary corrections to her registration information.  

 
1.6.2 Once youôre sure you havenôt entered an embarrassing misspelling of your name, and 

have verified that your phone and email are correct, click on the ñRegisterò button. 
 

 
 

 
 
 
 

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

1.5.2   Click the ñContinueò button. 

 

1.6.1   Click the yellow ñEditò to 
make any necessary corrections 
to your registration information. 

1.6.2  Click the ñRegisterò 

button. 
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1.7 Success! Take a minute to experience the joy of successfully completing your IRBNet 

registration!  
 

 
 
Well, actually youôll 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).  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1.7   Almostééjust follow the 
directions in the activation 
email to complete registration 


