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IRB APPLICATION FOR HUMAN SUBJECT RESEARCH
Expedited or Full Review Only

	(UPIKE IRB use only) IRB #
	


1.  Project Title

	


2.  Type of Review: (See Exempt and Expedited Categories Lists) 

	This project is:  
	
	New
	
	Continuance /Reactivation of study #:
	

	This project may fall under:  
	
	Exempt
	
	Expedited  
	
	Full

	This project is:  
	
	Medical
	
	Non-Medical 
	
	Basic Science


a.
For an exempt review, please use HYPERLINK
b. For an expedited review, please check the appropriate category below; for a full review continue to item 3.

	
	Category 1
	
	Category 4 
	
	Category 7

	
	Category 2
	
	Category 5 
	
	Category 8

	
	Category 3
	
	Category 6 
	
	Category 9


3.  Project Dates
	a. Anticipated starting and completion dates: 
	
	to
	

	     NOTE: Project may not start prior to approval from the IRB.


4.  Principal Investigator Information
a. Contact Information
	Principal Investigator: 
	

	Department or Affiliation:
	

	Telephone:
	
	Email:
	

	Name of chair/supervisor:
	

	Email of chair/supervisor:
	


b. IRB Training and Certification
	Have you successfully completed the online human subjects protection training?  

	
	
	No
	
	Yes 
	Date: 

	Note: training and IRB approval are required prior to recruiting subjects.
https://www.citiprogram.org/Default.asp 


5.  funding
	
Is this a funded project
	
	Yes
	
	No

	If yes, list the funding source:
	


6. Participants 
a.
Indicate which (if any) of the following groups will be research subjects (check all that apply):
	
	Minors (under 18)
	
	Senior Citizens (over 65)
	
	Terminally Ill

	
	Students
	
	Prisoners
	
	Cognitively Impaired

	
	Non-English Speakers
	
	Mentally/Physically Disabled
	
	Pregnant Women

	
	Institutional Residents
	
	Employees
	
	No Special Groups

	
	Single Subject Populations (by Race, Ethnicity, Sex, or Religion)

	
	Other (specify): 
	


b.
If any of the above groups are selected, state the rationale for using special groups.

	


c.
Identify the number and age of human subjects to be recruited

	


7. Informed Consent.  See HYPERLINK for a sample informed consent form. 
a.  Type of Consent/Minor Assent Requested (check all that apply):
	(i)
	
	Adult Consent


	(ii)
	Use of Minors (under 18 years of age)

	
	
	Parent/Guardian Consent

	
	
	Child/Minor Assent (Non-readers: Not able to read or not-proficient at reading)

	
	
	Child/Minor Assent (Proficient readers: Can read & understand a simple assent form)


	(iii)
	In certain circumstances, a waiver of informed consent/minor assent may be requested. In this case, subjects are not informed or only partially informed about a study. To request that informed consent or assent be waived, indicate category below (check all that apply).

	
	
	Informed consent will not be obtained

	
	
	Parental consent will not be obtained

	
	
	Child/minor assent will not be obtained

	
	
	Partial Consent/Assent: This study involves deception


Justify why informed consent will not be obtained or why deception is necessary for this study.  For studies that involve deception please include plans for how and when subjects will be debriefed.  If a debriefing statement will not be used, explain why.
	


8.  DRUGS or DEVICES – Select ALL (if any) that apply. 
	
	Investigational new drug (s)

	
	FDA approved drug(s)

	
	Approved drug being used for an unapproved use

	
	Investigational new device

	
	Approved drug being used for OFF label, non-recommended dose


9.  RESEARCH LOCATION 

Identify where the research will be conducted.
	


10.  REVIEWS BY OTHER ORGANIZATIONS 

Identify other entities that have reviewed or approved this research project.
	


11.  SUBMISSION MATERIAL 

The IRB must review copies of all final material presented to subjects. The IRB cannot approve a project without a complete and accurate application and final copies of all supporting materials.  Please indicate below what materials have been attached to this application (check all that apply):

	
	Detailed protocol

	
	Informed consent

	
	All data collection instruments (surveys, interview questions, tests, etc.)

	
	Recruitment materials

	
	Other (specify):


12.  other key personnel assisting in this research project
	Name: 
	


	Department or Affiliation:
	

	Telephone:
	
	Email:
	


	Name: 
	


	Department or Affiliation:
	

	Telephone:
	
	Email:
	


	Name: 
	


	Department or Affiliation:
	

	Telephone:
	
	Email:
	


	Name: 
	


	Department or Affiliation:
	

	Telephone:
	
	Email:
	


Individual Investigator Agreement

Name of Institution: University of Pikeville (FWA#: 00021396)

	Name of Researcher: 
	



 
Last, First, M.I.
	Degrees:
	


The above-named Individual Investigator has completed online human subjects protection training, via https://www.citiprogram.org/Default.asp, and agrees to abide by these guidelines, and relevant institutional policies and procedures for the protection of human subjects.

(1) The Investigator understand and hereby accepts the responsibility to comply with the standards and requirements stipulated in the above documents and to protect the right and welfare of human subjects involved in research conducted under the Agreement. 

(2) The Investigator will comply with all other applicable federal, international, state and local law regulations, and policies that may provide additional protection for human subjects participating in research conducted under this agreement.

(3) The Investigator will abide by all determinations of the Institutional Review Committee (IRB) designated under the above FWA and will accept the final authority and decisions of the IRB, including but not limited to directive to terminate participation in designated research activities. 

(4) The Investigator will complete any educational training required by the Institution and/ or the IRB prior to initiating research covered under this agreement.

(5) The Investigator will report promptly to the IRB any proposed changes in the research conducted under this Agreement. The Investigator will not initiate changed in the research without IRB approval, except where necessary to eliminate apparent immediate hazard to subjects. 

(6) The Investigator will report immediately to the IRB any unanticipated problems involving risk to subjects or others in research covered under this agreement.

(7) The Investigator is responsible for enrolling subjects and will obtain documents and maintain records of informed consent for each such subject or each subject’s legally authorized representative as required under HHS regulations at 45CFR part 46 (or any other international or national procedural standards selected on the FWA for the institution referenced above) and stipulated by the IRB.

(8) The Investigator acknowledges and agrees to cooperate in the IRB’s responsibility for initial and continuing review, record keeping, reporting, and certifications for the research referenced above. The Investigator will provide all information requested by the IRB in a timely fashion.

(9) The Investigator will not enroll subjects in research under this agreement prior to its review and approval by the IRB.

(10) Emergency medical care may be delivered without IRB review and approval to the extent permitted under applicable federal regulations and state law.

(11) This agreement does not preclude the Investigator from taking part in research not covered by this agreement.

(12) The Investigator acknowledges that he/she is primarily responsible for safeguarding the rights and welfare of each research subject, and that the subject’s right and welfare must take precedence over the goals of the research.

Investigator Signature __________________________________ Date_________________


