Centerstone Institutional Review Board

Version Date:

Assigned Protocol #:


Application for Human Subjects’ Research
Request for Exemption from Review
Federal regulations allow for certain types of research to be exempt from IRB review. Although research activities may be exempt, the IRB is responsible for certifying that the research meets exemption criteria requirements. Exempting an activity from review does not absolve the investigator from ensuring the welfare of the subjects participating in the research is protected and that methods used and information provided to gain subject consent are appropriate to the activity. Also, it is the investigator’s responsibility to notify the IRB if any changes or modifications are made in the study’s design, procedures, etc. which do not fall within one of the categories exempted in the regulations.
	Protocol Title:
	

	Principal Investigator:
	

	Phone Number:
	

	Fax Number:
	

	Affiliation:
	

	Mailing Address:
	

	E-mail:
	


1. Has the study been or will it be submitted to an external funding agency for support?

     FORMCHECKBOX 
 Yes, specify:      
     FORMCHECKBOX 
 No

2. Please check the appropriate category that applies to your research. Research that involves prisoners or human fetal tissue may not be considered exempt. 

     FORMCHECKBOX 
 Research conducted in established educational settings, involving normal educational practices, such as (a) research on education instructional strategies, or (b) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods (45 CFR 46.101(b)(1)).

     FORMCHECKBOX 
 Research involving the use of (a) educational tests ONLY (cognitive, diagnostic, aptitude, achievement), or (b) research involving ONLY observation of public behavior of adults, UNLESS (i) information is recorded with identifiers to the subjects; and (ii) subjects’ responses outside the research could place the subjects at risk (e.g., criminal or civil liability, financial standing, employability, or reputation) (45 CFR 46.101(b)(2)).

     FORMCHECKBOX 
 Research involving the use of educational tests, surveys, interviews or observation of public behavior is exempt if (a) the human subjects are elected or appointed public officials or candidates for public office; or (b) federal statute(s) require(s) confidentiality of identifiable information to be maintained permanently (45 CFR 46.101(b)(3)).

     FORMCHECKBOX 
 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 (45 CFR 46.101(b)(4)).

     FORMCHECKBOX 
 Research and demonstration projects which are conducted by or subject to the approval of federal department or agency heads, and designed to study or evaluate (a) public benefit or service programs; (b) procedures for obtaining benefits or services under those programs; (c) possible changes in or alternatives 

         to those programs or procedures; (d) possible changes in methods or levels of payment for benefits under those programs (45 CFR 46.101(b)(5)).

     FORMCHECKBOX 
 Taste and food quality evaluation involving wholesome/safe foods (a) if wholesome foods without additives are consumed OR (b) 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 (45 CFR 46.101(b)(6)).

3. Provide a brief description of the research, study subjects and proposed activities. Specify how it meets one of the selected criteria.

4. Exempt research does not require IRB review, however, ethical concerns about the research or the individuals participating may still exist (invasion of privacy, undue influence to participate, reputation of groups of individuals based on research data). Does your research present any ethical concerns, and if so, what extra protections will you take to address these concerns?

________________________________

                        _____________

Signature of Principal Investigator                                                     Date

_______________________________________

Principle Investigator (Print)

Address: _______________________________

                _______________________________

Phone:    _________________________

 FORMCHECKBOX 
 Waiver of IRB fee is requested.

      Reason:      
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Submission Type:  FORMCHECKBOX 
Initial Review    FORMCHECKBOX 
 Amendment    FORMCHECKBOX 
 Continuing Review

Review Level:  FORMCHECKBOX 
 Full Board    FORMCHECKBOX 
 Expedited    FORMCHECKBOX 
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