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Request for Exempt Status 
	A.  Date:      
	IRB No. (to be fill by IRB):     

	B.  Study Title:      

	C.  Principal Investigator (include degree):      

	      Co-Investigator(s) (include degree):      

	Hospital / Center:      
	Mailing Address:

	Department:      
	Telephone:      

	Section:      
	Email Address:      

	D.  Status of Principal Investigator:

	[check all that are possible here to include in final form:   Graduate student:  FORMCHECKBOX 

Consultant  FORMCHECKBOX 
 
Faculty  FORMCHECKBOX 
 
Resident   FORMCHECKBOX 
 
Medical Student   FORMCHECKBOX 
 
Other:      

	E.  Faculty sponsor (student protocols):
NA:  FORMCHECKBOX 

	     

	     Faculty mailing address

NA:  FORMCHECKBOX 

	     

	F.  Study sponsor:


NA:  FORMCHECKBOX 

	     

	     Contract Research Organization (if applicable):




NA:  FORMCHECKBOX 

	     

	G.  Funding Information:  
	 FORMCHECKBOX 
 Extramural
	 FORMCHECKBOX 
 Intramural
	 FORMCHECKBOX 
 No Funding

	
Funding Status:
	 FORMCHECKBOX 
 Planned
	 FORMCHECKBOX 
 Pending
	 FORMCHECKBOX 
 Funded 

	
Funding Source(s):
	 FORMCHECKBOX 
 Government
	 FORMCHECKBOX 
 Industry
	 FORMCHECKBOX 
 Foundation 

	
Agency/Sponsor/Program:
NA:  FORMCHECKBOX 

	     

	Funding Agency’s Grant or Contract No.:NA:  FORMCHECKBOX 

	     

	H.  Approval letter from site where research is to be performed is attached     Yes:  FORMCHECKBOX 
 
NA:  FORMCHECKBOX 



Study Description (Please attach the research proposal and include procedures involved and sufficient information to justify exempt status):       
Statement of Investigator:

I believe this proposal is exempt from full IRB review, as described in exempt category (ies)

       Listed on Page 2 of this form.  I will not begin any study activities until notified of approval of Exempt Status by the PNU IRB.  I agree to abide by the assurances on Page 2 of this form.

	Signature of Principal Investigator (PI) (with stamp)
	
	Date


	Signature of Department Chairman (with stamp)   FORMCHECKBOX 
        OR:

Signature of PNU Sponsor for non-PNU PI  FORMCHECKBOX 

	
	Date

	Printed Name:      
	
	


	IRB Approval:

Name

Date

Signature

IRB Number




Exempt Categories for Research: 

(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 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.
(4) 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. 
(5) 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. 

Investigator Assurances for Exempt Studies

NOTE: Research that is determined to be Exempt from IRB review is not Exempt from protection of the human subjects.  The following criteria to protect human subjects must meet: 

· The investigator assures that all investigators and co-investigators are trained in the ethical principles, and relevant regulations and institutional policies governing human subject research; 

· The investigator assures that human subjects will voluntarily consent to participate in the research when appropriate (e.g., surveys, interviews) and will provide subjects with pertinent information, e.g. risks and benefits, contact information for investigators, and IRB chair, etc.; 

· The investigator assures that human subjects will be selected equitably, so that the risks and benefits of the research are justly distributed. 

· The investigator assures that the IRB will be immediately informed of any information, unexpected or adverse events that would increase the risk to the human subjects and cause the category of review to be upgraded to Expedited or Full Review; 

· The investigator assures that the IRB will be immediately informed of any complaints from participants regarding their risks and benefits; and 

· The investigator assures that confidentiality and privacy of the subjects and the research data will be maintained appropriately to ensure minimal risk to subjects.


