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Tips:  Filling Out the Online Application Using IRBIS 
 

Completing the Application:   

Tip: DO NOT copy directly from your paper-based proposal (E.g., grant proposal, dissertation 
proposal).  If your proposal is highly formatted or if done in Mac computer, copying and pasting 
directly may cause errors in the application and may corrupt the application.   You may transfer text 
from your proposal to a new Word document and remove all formatting and then paste into the IRBIS 
application.  Re-review the text first to remove any unusual or special characters before you copy it to 
IRBIS.  The best option is to type responses directly into the IRBIS application to avoid system error.  

 

General Information Section: 

Question #2:  Brief Summary or Abstract. Provide a brief non-technical description or abstract of the study, 
which will be used in IRB documentation as a description of the study.  Typical summaries are 50-100 words.   
 

Tip:  Your abstract will be the one generated by the system for your approval letter.  Make sure your 
abstract is clear and well-written. 

 

Question #4: Is there anything else you would like the IRB to know about this study? E.g. has this study been 
approved by another IRB, will you be asking for an IRB authorization agreement, is there a timeline that may 
be important to mention, etc. 
 

Tip:  For students where research will only be presented in the classroom, IRB review will not be 
necessary unless you have plans in the future of using the data collected (e.g. using it later when you 
enroll in the graduate school for your dissertation).  Please refer to the Guidelines for Research and the 
ORC Guidance document for sample of activities that DO and DO NOT need IRB review and approval. 

 

 

Personnel Section: 

Question #2:  List all project personnel in the following order: principal investigator, responsible faculty, co-
investigators, study coordinators, and anyone obtaining consent, collecting identifiable subject data or doing 
data analysis.  
 

List ONLY those personnel for whom this IRB will be responsible; do NOT include collaborators who will remain 
under the oversight of another IRB for this study. I.e., do not list collaborators who will submit their own 
protocol application to their own IRB.  
 

If you are collaborating with community partners who are not functioning as researchers OR if your extended 
research team includes multiple individuals with limited roles, ask ORC if these individuals need to be listed as 
project personnel. 
 

Tip:  For Principal Investigator (PI) and Faculty Advisor, you will need to search your name as well as 
your Faculty Advisor’s name in the search box and it will populate your information.  DO NOT type 
them manually, otherwise, it will cause a system error when you submit your application.  
 

http://research.uncc.edu/departments/office-research-compliance-orc/human-subjects/guidelines-research
http://research.uncc.edu/sites/research.uncc.edu/files/media/files/GuidanceIRBorNotToIRB.pdf
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Tip:  Only non-UNC Charlotte team members should be typed in manually as their names are not 
encoded in the system.  They must also submit an Individual Investigator’s Agreement that is available 
on our website under IRB Forms.   

 
Tip:  If you are non-UNC Charlotte PI who want to use IRBIS to submit your application, please contact 
the Office of Research Protections and Integrity at uncc-irb@uncc.edu or (704) 687-1871. 

 
 
Question #5:  Have all research team members listed above completed human subjects research training? 
Note: Training must be current within the last four years.  If yes, upload the completion certificates for all team 
members.  If no, training may be completed via the CITI online training site.  The IRB approval will not be 
finalized until completion certificates have been provided for all team members. 
 

Tip:  CITI training completion certificates are required for all team members including Faculty Advisors.  
Each of the team members can upload his/her own certificate in the Attachment section of the 
application during the draft/edit stage.   

 
Tip:  For new users of the CITI training website, you will have to select University of North Carolina at 
Charlotte for your affiliation.  Select one of the following courses as appropriate for your area of 
study: Social and Behavioral Research-Basic/Refresher Course, Biomedical Research--
Basic/Refresher Course, or Data or Specimens Only Research-Basic/Refresher Course. The courses 
are self-paced, non-credit online courses offered free of charge for UNC Charlotte researchers 
(students, staff, or Faculty member). 

You will need to register as a “new user.” (NOTE:  Your Username and Password are determined by 
you and are NOT connected to your UNC Charlotte 49er account logins.  Be sure to choose a Username 
and Password you will remember.  You will be able to log-in and out at your convenience and down 
training completion certificates using your login information. Once you have registered, you should 
select a course. The needed training course will be available to you in your list of My Courses.  

Tip:   Always keep a copy of your training completion certificate for future studies.  For each 
application you will need to upload the CITI completion certificate. This will be valid for 4 years and can 
be renewed in CITI once it's due. 

Tip:  For Non-UNC Charlotte team members, you may either submit a human subjects research 
training completion certificate from your own institution or you can create an account in CITI and 
choose UNC Charlotte as affiliated institution. 

 

 

Funding Sources Section: 

Question#4:  Is there a master protocol, grant application, or other proposal documentation associated with 
this protocol submission (check all that apply)? 

Tip:  Master protocol or other proposal documents pertaining to this question are those related to 
funding sources.  If your study is not funded, there should be no answer here.  Your thesis proposal or 
dissertation proposal can be uploaded in the Attachments section toward the end of the application. 

 

 

http://research.uncc.edu/departments/office-research-compliance-orc/human-subjects/irb-forms
mailto:uncc-irb@uncc.edu
https://www.citiprogram.org/
http://www.citiprogram.org/
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Screening Questions Section: 

We strongly recommend for you to take the time to study the Guidelines for Research and Guidance 
Document before proceeding.  This information has examples of activities that do and do not require IRB 
review and approval. 

Human subjects question: 

Question #3:  Will you be obtaining, using, studying, analyzing, or generating identifiable private information 
or identifiable biospecimens about a living individual collected through means other than direct interaction?  
 
This would include data, records or biological specimens that are currently existing, will be collected in the 
future for purposes other than this proposed research (e.g., medical records, ongoing collection of specimens 
for a tissue repository, administrative data), are restricted or require permission to access or use (e.g., 
requiring data use or sharing agreements).  
 

Tip:  The word “Private Information” as per the regulation includes information about behavior that 
occurs in a context in which an individual can reasonably expect that no observation or recording is 
taking place, and information that has been provided for specific purposes by an individual and that 
the individual can reasonably expect will not be made public (for example, a medical record).  

Tip: “Individually identifiable” means that the identity of the subject is or may readily be ascertained 
by the investigator or associated with the information.    

Instances where information can be identifiable: 

1. When data can be linked to specific individuals by the investigator(s) either directly or indirectly 
through coding systems. 

 

2. If an investigator obtains private information about living individuals for research purposes and 
that private information retains a link to individually identifying information, such private 
information would be considered to be individually identifiable to the investigator. 

This means that even though you have plans to de-identify your data later, private identifiable 
information will be collected to begin with.  Thus, “yes” answer should be selected here. 

Tip:  Data that are restricted access and require a Data Use Agreement, Restricted Use Agreement, of 
some limited use agreement may be considered private identifiable information by the data provider 
or there is some likelihood of deductive disclosure or the identity of an individual may be readily 
ascertained.  In these instances, it may be necessary to obtain IRB approval.  

Exemption Section: 

Question #1:  Would you like your application evaluated for a possible Exemption approval determination?  
Please be aware that you will be asked to indicate which Exemption category may apply to your study. This 
means, if you are not familiar with the exemption categories that you will need to refer to the ORPI website for 
guidance before you proceed.   

Tip:  It is crucial that this section be answered correctly.   Thus, ORPI strongly recommends that you 
take time to study the Guidelines for Research and Exempt Categories Guidance document before 
requesting for an exemption determination.   

http://research.uncc.edu/departments/office-research-compliance-orc/human-subjects/guidelines-research
http://research.uncc.edu/sites/research.uncc.edu/files/media/files/GuidanceIRBorNotToIRB.pdf
http://research.uncc.edu/departments/office-research-compliance-orc/human-subjects/guidelines-research
http://research.uncc.edu/sites/research.uncc.edu/files/media/files/ExemptCategoriesGuidance.pdf
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Tip:  IRBIS shortens the application to remove sections that are not necessary for exempt category 
once you answered “Yes” to this question.  Therefore, if an Exempt category is not application, the 
application will be returned to you to change the response to “No” and to complete the additional 
sections of the application [that are not previously visible].  This also means that it will take longer 
process of your IRB approval. 
 

Part A – Questions Common to All Studies Section:  

A.2. – Participants 

Question #1:  Total number of participants proposed across all sites by all investigators.  Provide highest 
number of participants that may be used.  Please note that once this is approved by the IRB, researchers may 
not exceed the approved number without first obtaining approval to modify the study.   
 

and 
 

Questions #2:  Total number of participants to be studied by the UNC Charlotte investigator(s) (provide exact 
number). 

Tip: Generally, the numbers you provide in these questions should be the same number.  Unless you 
are collaborating with an external Co-investigator or with other institution or organization and some 
research participants will be at other study sites.   

Question #2.6:  Age range of subjects 
 

Tip:  If your participants are mixed (children and adults), include all the age groups (e.g, 7-75 years 
old). 

 
A.9. – Identifiers 
 

Questions #1:  Check the identifying information below that you already have, or will collect, and or will 
receive, even if it is not retained with the research data.  Or select None of the above.  This does not apply to 
information on consent forms, but it does apply to identifying information to confirm attendance, schedule 
appointments, and or assign credit or other incentives.   
 

Tip: What is being asked here is the initial procedure in obtaining data (from recruitment to data 
analysis) and not the end-result of the data (i.e., de-identified data).  Thus, stripping off identifiers 
does not mean that you will not collect any identifiers from the participants.  If a coding system will be 
used, you must at least select “Any other unique identifying number, code . . .” from the list of 
identifiers and you must answer the next question on how identifiers will be stored. 

 
 

Part B – Direct Interaction Section 

Question #1.4:  Describe how and where participants will be recruited.  Documentation of support from the 
recruitment site or location MAY be needed.  Please contact ORPI for guidance if you have questions. 
 

Tip: The letter of support or a permission letter should be in the official letterhead of the organization 
or institution and signed by the proper authority (e.g. Director, Manager, Principal).  An email 
communication is fine as well as long as the proper authority used an official business email address 
and there is an appropriate email “signature” that includes name, title, and contact information.   
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Part C – Existing Data, Records, Specimens Section 
 

Tip: Part C refers to existing data, records, or specimens only.  Do not answer this section of the 
application if you are not using existing data. 

 
 

Part D – The Consent Process Section 
 

Tip: This section is only available to non-exempt studies (i.e., Full or Expedited).  Thus, if are seeing 
Exempt determination, your consent process thoroughly in the Consent Process of Exemption 
question under the Exemption section and attach your consent and assent forms in the Attachments 
section. 

 
Tip: For non-exempt studies, consent and assent forms must be attached in the Consent Forms section 
only.  DO NOT upload consents and assents again in the Attachments section. 

 

Consent Forms and Attachments Sections 

Tip: For both sections, only upload one copy of each study material.  Thus, if you updated your study 
materials, you should use the Replace feature to replace the older version.  This is the preferred action 
to take.  Or you may delete the current version and upload a newer version.     

Tip: Refer to the Uploading Required Attachments guide for information about  Renaming, Replacing, 
or Deleting attachments.  These features are applicable for Consents and Attachments uploaded to the 
application.  

Tip: Consider how you name your study documents.  You want to choose file names that identify the 
document.  In addition, if you have referenced the document in your application, it is helpful to title 
the file itself with the same title referenced in the application.  For example, if you referred to an 
Appendix B, tile the file itself as Appendix B. We strongly recommend that you read the Naming Your 
Study Documents guide. 

Tip: When uploading Consents and Attachments you need to assign a Document Type to each file you 
upload.  If you are uploading a recruitment script for example, choose the appropriate Document Type 
from the drop-down list of Recruitment Materials options such as Email or Listserv Recruitment, Script 
for Class Recruitment, etc.  If you are uploading an attachment for which there is no best-fit option for 
Document Type, choose the Other option.   

 

 

http://research.uncc.edu/sites/research.uncc.edu/files/media/files/1%20Attachment.pdf
http://research.uncc.edu/sites/research.uncc.edu/files/media/files/2%20Naming%20the%20study%20documents.pdf
http://research.uncc.edu/sites/research.uncc.edu/files/media/files/2%20Naming%20the%20study%20documents.pdf

