CLARKSON COLLEGE IRB Application 


	CLARKSON COLLEGE

 Institutional Review Board (IRB) Application 

	Instructions: Be sure to consult the IRB Application Manual as you complete each section as directed and in full. 

	SECTION I 

	Title of Study:       


	Principal Investigator:       


	Address:       


	Phone Numbers:                                                  (work)       


	 FORMDROPDOWN 
                                                                     (cell/home) 

	Clarkson College Email:
       


	Principal Investigator’s Status:

  FORMCHECKBOX 
 Master’s Advisor      FORMCHECKBOX 
 Doctoral Committee Chair      FORMCHECKBOX 
 Staff      FORMCHECKBOX 
 Other (please identify)  

	Co-Investigator:       


	Address:       


	Phone Numbers:                                                  (work)
      
	 FORMDROPDOWN 
                                                                     (cell/home) 

	Clarkson College Email:



	Co-Investigator’s Status:

  FORMCHECKBOX 
 Faculty       FORMCHECKBOX 
 Staff       FORMCHECKBOX 
 Student      FORMCHECKBOX 
 Other
	

	Type of Study (Check all that apply):
 FORMCHECKBOX 
 Research      FORMCHECKBOX 
 Demonstration     FORMCHECKBOX 
 Class Project     FORMCHECKBOX 
 Independent Study     FORMCHECKBOX 
 Evidence-Based Practice (EBP)

 FORMCHECKBOX 
 Quality Improvement/Assurance                                FORMCHECKBOX 
 Dissertation                FORMCHECKBOX 
 Other (please identify) 


	Present or Proposed Source of Funding (if applicable):       


	Type of Review Requested:  FORMCHECKBOX 
 Exempt           FORMCHECKBOX 
 Expedited           FORMCHECKBOX 
 Full Board



	(Office Use Only)
IRB #:                   Date Received:       




	A Full-Board Review is indicated under the following conditions. 
 A study may qualify for Full-Board Review if it fits into one of the categories outlined below. Check all those that apply:
____ Category 1. Surveys or interview questions whose answers, if known outside the research, would create legal liability or adverse financial or employment consequences for the participant 

____ Category 2. Surveys of interviews involving questions dealing with very personal and sensitive behavior, such as sexual behavior, alcohol or drug use, or if subjects may be placed at risk for criminal or civil penalties or would otherwise suffer embarrassment or humiliation if the subjects' responses were to become known outside the research. 

____ Category 3. Studies that include members of a protected population in the pool of participants, including but not limited to children under age 19, veterans of military service, persons who are decisionally impaired, fetuses, pregnant women, prisoners, and anyone else who cannot provide informed consent

 ____ Category 4. Studies involving deception or if the subjects are not fully informed of the purpose and procedures of the study 

____ Category 5. Studies involving support from non-university sources requiring full IRB approval 

____ Category 6. Likelihood of risk or substantial stress or discomfort to the subject

 ____ Category 7. Procedures that may potentially threaten or embarrass subjects

 ____ Category 8. Personality tests, inventories or questionnaires of a personal and sensitive nature where subjects' identities will not be anonymous to the researcher 

____ Category 9. Healthcare procedures not conducted for the primary benefit of the subject 

____ Category 10. Diagnostic or therapeutic assessments, interventions, or measures that are not standard, generally acceptable, or common practice 

____ Category 11. Exposure to surgery, drugs, or chemical agents 

____ Category 12. Exposure to electromagnetic radiation (X-rays, microwaves), lasers, high frequency sound waves

 ____ Category 13. Collection of blood samples or other body fluids in any amount.

NOTE: Minimal risk as defined by 45CFR 46.102(I) http://www.hhs.gov/ohrp/ means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. Studies involving more than minimal risk to participants will not be approved..

Reference: Belmont University Institution Review Board: http://www.belmont.edu/irb/ (2011).


	SECTION III 

	Title of Study:       


	Study Site(s) & Address(es) (Include letter(s) of approval for data collection from study site(s) in the Appendices:       


	Co-Investigator’s Role or Status at Study Site:      


	Problem Statement, Thesis Statement, PICO, or PICOT (1-2 focused sentences):       


	Purpose of the Study:       



	Background of and Rationale for the Study:       



	Population and Characteristics:      


	Age Range:      

	Method of Subject Selection, Inclusion and Exclusion Criteria, and Number Anticipated:       


	Description of Research Design, Methodology, Recruitment Procedure, and Data Collection (enumerated or bulleted):      

	Ultimate Distribution and Disposal of Data Collected:       


	Primary Investigator’s Consultation, including (if applicable), Review of Survey with Research Analyst:  Y / N  

	Date Study Proposal Presented to Applied Research Forum:      

	Interventions:       


	Risk/Benefit Assessment (Describe fully):

	a. Potential Psychological, Social, Economic, or Legal Risks:       

	b. Risk Classification:       

	c. Potential Risks:      

	d. Protection Against Risks:       

	Potential Benefits to the Subjects:       


	Potential Benefits to Society:       


	Compensation for Participation:       


	Steps to Protect Confidentiality and Privacy:      

	Information Purposely Withheld:      

	Written or Implied Informed Consent Documentation (Include waivers, consent forms, and cover letters in the Appendices):      

	a. Readability Statistics (e.g., Flesch-Kincaid) of  cover letters, fliers, surveys, questionnaires, tests):
      

	b. Documentation of Consent:        

	c. Consent:       

	List of Appendices (Include recruitment materials, permission and consent letters and emails, tests, surveys, and data collection tools):      


	SECTION IV 

	CERTIFICATION OF REVIEW

As Principal Investigator, I certify that all sections are completed as directed and in full and agree with the following: 

__ CITI form(s) is attached.

__ The research design conforms to discipline standards.
__ The type of review requested is appropriate. 

__ The format of the Clarkson College IRB Application conforms to the Clarkson College Application Manual.
__ The Application--including the Appendices--is complete, accurate, and coherent.
__ In all communications, writing errors (punctuation and grammar) do not impair the integrity of the study or undermine the credibility of Investigators or the College.
__ I have thoroughly reviewed this research study, and it has my full support.
As Investigator(s), we assert that this Application is ready for IRB review:

	
	
	

	Printed Name of Principal Investigator
	
	Date


	Signature of Principal Investigator


	Printed Name of Co-Investigator 
	
	Date

	Signature of Co-Investigator or Student Investigator


	Submit the Application and Appendices to the online IRB site. Investigators who do not have access to that site should submit them to IRB@clarksoncollege.edu or mail them to the College. NOTE: The study must not begin prior to IRB approval.
Clarkson College Institutional Review Board
101 S. 42nd Street

Omaha, NE 68131
Phone: 402.552.3100; Fax: 402.552.6019


	SECTION V 

	IRB SUBMISSION AND REVIEW CALENDAR
The Clarkson College IRB meets every month except August.
All applications must be received by the IRB Submission deadline for the next IRB Review. 
Applications that are incomplete, inaccurate, or incoherent will be referred to the Research Analyst and may be re-submitted according to the IRB Submission and Review Calendar.



Rev. June 2017








� Investigators outside the College should provide the email address issued by their institution.


� Noninvasive procedures refer to medical procedures that involve taking tissue or blood samples.


� Regardless of subject pool’s educational background, readability of documents should be at or around 8th-grade reading comprehension levels.
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