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                  (for staff use only)
ALL research involving human subjects requires review and consideration by the North Texas Regional Institutional Review Board (IRB).  Some research projects may be “exempt” from Full Board or Expedited review and, thus, qualify as “Exempt Category” research. The information that you provide in this form and any supporting document(s) will be used to determine if your research project qualifies as Exempt category research. If it is determined that your research project does NOT qualify as Exempt category research, you will need to re-submit the protocol for either Expedited or Full Board review. Note that this application form and proof of Human Subjects Research Training for all study personnel must be uploaded or linked in IRBNet. Also, incomplete applications and supporting documentation will delay review and approval of this project. Go to the IRB website for guidance on what is NOT Exempt as well to access the IRB forms: https://www.unthsc.edu/north-texas-regional-irb/ __________________________________________________________________________________________________
PROJECT INFORMATION
   
Faculty-Initiated Research    FORMCHECKBOX 
         Student-Initiated Research:    FORMCHECKBOX 
 Masters   FORMCHECKBOX 
 Doctoral 

Title of Research Activity:






     




Name of Principal Investigator (Faculty/Staff Member):     
Contact Information- Telephone:              
Email Address:      
Name of Student Investigator:      
Contact Information- Telephone:              
Email Address:      
Institution: JPS  FORMCHECKBOX 
   Department/Program:     
       UNTHSC:  FORMCHECKBOX 
  Department/Program:     

Name(s) of each Co-Investigator (Study Personnel):     
	Overview of the Project 


1. Is this project involving human subjects a systematic investigation, including research, development, testing, or evaluation, designed to develop or contribute to generalizable knowledge? (Note: some instructional development and service programs will include a "research" component that may fall within the U.S. Department of Health & Human Services’ definition of human subjects research). 
Yes  FORMCHECKBOX 
 

No    FORMCHECKBOX 
 Please submit a Project Description briefly describing study procedures. 
2. 
Does the project present physical, psychological, social or legal risks to the participants reasonably expected to exceed those risks normally experienced in daily life or in routine diagnostic physical or psychological examination or testing? Also, consider the consequences if participant data inadvertently becomes public.

Yes  FORMCHECKBOX 
  This does NOT qualify for Exempt Category Review. Follow submission procedures for Full Board review.
No   FORMCHECKBOX 
  
3. 
Are any of your participants incarcerated? 

Yes  FORMCHECKBOX 
  This does NOT qualify for Exempt Category Review. Follow submission procedures for Full Board review. 
No    FORMCHECKBOX 
  
4.  Are you obtaining or recording any information about the subjects including health-related information that contains any identifiers (see list below)?
Yes  FORMCHECKBOX 
  This project may NOT qualify for Exempt Category Review. Please complete and submit this application form. 
No    FORMCHECKBOX 
  
	Names
	Telephone numbers
	Fax numbers

	Dates related to individuals 

(e,g, Birth date, Admission date, discharge date, etc.) 
	Electronic mail addresses
	Social security numbers

	Medical record numbers
	Health plan beneficiary numbers
	Account numbers

	Certificate/license numbers
	Vehicle identifiers and serial numbers including license plate numbers
	Device identifiers and serial numbers

	Web Universal Resource Locators (URLs)
	Internet Protocol (IP) address numbers
	Biometric identifiers, including finger and voice prints

	Any other unique identifying number, characteristic, or code; except a code used alone or in combination with other information to identify an individual who is the subject of the information
	Address, street address, city, precinct ZIP code, and their equivalent geocodes. Exception for Zip codes: the initial three digits of the ZIP Code may be used, if according to current publicly available data from the Bureau of the Census.
	Full face photographic images and any comparable images


	TYPE OF RESEARCH  (Please select all categories that relate to your research):

	Educational Practices and Strategies  (Normal Educational Practices)  
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
      If YES, specify the type of research activity: 
 FORMCHECKBOX 

Regular instructional strategies including those commonly used in a classroom

 FORMCHECKBOX 

Effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods

 FORMCHECKBOX 
 Other:      
Is the educational activity itself part of your research or will the educational activity occur regardless of research? 
 FORMCHECKBOX 

Yes, it is part of research

 FORMCHECKBOX 

No, the practices are normal educational practices that will occur regardless of this research project
If the above applies to your project, please submit a Project Description briefly describing study procedures.  

	Observation of Public Behavior Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  

Does the observation of public behavior involve minors? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  
NOTE: Research involving observation of public behavior among minors may qualify for Exempt category of review as long as researchers do not engage or interact in the activities being observed. 
If the above applies to your project, please submit a Project Description briefly describing study procedures.  


	Survey or Interview       

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  If YES, complete and submit the Protocol Template for Survey Research.
Will you be surveying / interviewing children (under age 18)?  
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  If YES, STOP. Survey / interview research with minors does NOT qualify as Exempt Category Review.
Follow submission procedures for Expedited Category of Review.   

	Retrospective Record or Chart Review   
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  If YES, please complete and submit the Protocol Synopsis for Research Involving Chart Reviews.
Will a “master list” of subject identifiers for the dataset be kept?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 
If the protocol calls for a “master list” of identifiers, then this does NOT qualify for Exempt Category Review. Follow submission procedures for Expedited Category of Review.

	Case Study / Single Subject Record Review

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  If YES, complete and submit the Application for Case Study Research (Single Chart and/or Record Review).

	Existing Human Biological Specimens

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  If YES, complete and submit the Protocol Synopsis for Research Involving Human Biological Materials (Biospecimens) and Related Behavioral/Health Data.
 Note: The prospective collection of human biological specimens does NOT qualify for Exempt category of review. If your project involves this, please follow submission procedures for Expedited category of review and fill out the  Protocol Synopsis for Research Involving Human Biological Materials (Biospecimens) and Related Behavioral/Health Data.
 For UNTHSC Projects Only: If the research involves the use of unfixed human biospecimens, you must also submit evidence that this project has received UNTHSC Biosafety/Institutional Biosafety Committee (IBC) approval.

	Secondary Dataset Study     Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 If Yes, answer the questions below.

Is the Source “publicly available”?   Yes  FORMCHECKBOX 
 
No  FORMCHECKBOX 
 
If YES, complete and submit the Publicly Available Existing Dataset Application. Note that “Publicly available” means that the general public can obtain the data.  Sources are not considered “publicly available” if access is limited ONLY to researchers.
If NO, complete and submit the Protocol Synopsis for Research Involving Materials (Data, Documents, Records) that have already been collected: Secondary Data Analysis.

Does the secondary dataset contain personal identifiers?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  
If yes, indicate the type of identifier(s) (i.e., name, SSN, address, medical record number, etc.):       

If the protocol calls for receiving or maintaining identifiers, then it does NOT qualify for Exempt Category Review. Follow submission procedures for Expedited Category of Review.

	Public Benefit or Services Programs
Is the study conducted or subject to approval by a federal department or agency head?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Is the aim of the research to study, evaluate, or otherwise examine one or more of the following [check appropriate box(es)]?

 FORMCHECKBOX 
 Public Benefit or Service Programs (i.e. Social Security Services, Medicaid, welfare) 

 FORMCHECKBOX 
 Procedures for obtaining benefits or services under those programs

 FORMCHECKBOX 
 Possible changes in or alternatives to those programs or procedures

 FORMCHECKBOX 
 Possible changes in methods or levels of payment for benefits or services under those programs


If the above applies to your project, please submit a Project Description briefly describing study procedures.  



	Taste and Food Evaluation
Will this study involve taste evaluation and/or food quality assessment?  
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Is the food approved by the Food and Drug Administration (FDA)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If NO, STOP. This does NOT qualify as Exempt Category of Review. Follow submission procedures for Full Board review.
Will wholesome (no additives) food be consumed?   FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 

Are the food ingredients at or below the level found to be safe by the FDA?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If the above applies to your project, please attach a Project Description briefly describing study procedures.  





In addition to this Application form, please submit the following documents in IRBNet: 
· Evidence of Human Subjects Research Training for all study personnel. 
SIGNATURE AND ASSURANCE Signature certifies that the Principal Investigator understands and accepts responsibility to ensure that this research and the actions of all project personnel involved in conducting the study will conform to the North Texas Regional IRB-approved protocol, IRB requirements/policies and procedures, and all applicable federal regulations. 

_______________________________________________________________________________________________________

PRINCIPAL INVESTIGATOR’s Signature 

Printed Name of Principal Investigator

Date
SUBMISSION

· Please submit all documents in IRBNet (www.irbnet.org). Register as a New User (if you haven’t done so already). Select “Create New Project” in the left-hand navigation bar.

· Please note the following:

· THE PRINCIPAL INVESTIGATOR MUST HAVE FULL ACCESS TO THE IRBNET PROTOCOL PACKAGE IN ORDER FOR IT TO BE REVIEWED BY THE IRB.
· Please be sure to use a very descriptive file name for each document submitted as a pdf or word.doc file.  Example: “MMSE scale” is much better than “Scale 1”…. “Recruiting flyer” is better than “Ad 1”, and so forth.

· Refer to the “Read Me First” document located in IRBNet under “Forms and Templates” for more guidance.

Categories of Research that are EXEMPT from Full Board Review ….but must still be evaluated by the North Texas Regional IRB
(1)
Research conducted in established or commonly accepted educational settings, involving normal 
educational practices, such as (i) research on regular and special education instructional strategies, 
or (ii) research on the 
effectiveness of or the comparison among instructional techniques, curricula, 
or classroom management methods.

(2) 
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), 
survey 
procedures, interview procedures or observation of public behavior, unless:


(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

(ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.

(3) 
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), 
survey 
procedures, interview procedures, or observation of public behavior that is not exempt under 
paragraph (b)(2) of this section, if: 
(i) the human subjects are elected or appointed public officials or candidates for public office; 

or 
(ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

(4) 
Research involving the collection or study of existing data, documents, records, pathological 
specimens, or 
diagnostic specimens, if these sources are publicly available or if the information is 
recorded by the investigator in such a manner that subjects cannot be identified, directly or through 
identifiers linked to the subjects.

(5) 
Research and demonstration projects which are conducted by or subject to the approval of 
department or 
agency heads, and which are designed to study, evaluate, or otherwise examine:  
(i) 
Public benefit or service programs; 
(ii) 
procedures for obtaining benefits or services under those programs; 
(iii) 
possible changes in or alternatives to those programs or procedures; or 
(iv) possible changes in methods or levels of payment for benefits or services under those programs.

(6) 
Taste and food quality evaluation and consumer acceptance studies, 
(i) if wholesome foods without additives are consumed or 
(ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
Note:  This is an “Information Only” page… Please Do NOT submit this page with the 
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