EXMT
UNIVERSITY HOSPITALS CASE MEDICAL CENTER
REQUEST FOR EXEMPTION CHECKLIST [Version 06/08]

Study title:      
Principal Investigator Information




Human Subjects Training Completed   FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 


Date Certified Through      
	First Name: 

     
	Middle Initial: 

     
	Last Name:

     

	Degree(s):  FORMCHECKBOX 

  FORMCHECKBOX 


 FORMCHECKBOX 
 M.D.   FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 
 Ph.D    FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 
 M.S.        FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 M.A.   FORMCHECKBOX 
      FORMCHECKBOX 


 FORMCHECKBOX 
 R.N.      FORMCHECKBOX 


 FORMCHECKBOX 
 Other, specify:                                                                             

	
	Affiliation:  FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 Case   FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 MetroHealth 

 FORMCHECKBOX 


 FORMCHECKBOX 
 Other, specify:     

	Department:      
	Division:

	Address:      
	Mailstop:     

	Phone:      
	Fax:      
	Pager:      
	Email:      


UH Responsible Site Investigator (complete if PI is a student, resident, or fellow)  FORMCHECKBOX 
 FORMCHECKBOX 


 FORMCHECKBOX 
 NA

Human Subjects Training Completed  FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 

Date Certified Through      
	Faculty Advisor’s name:      
	Title:      

	Department:      
	Division:

	Address:      
	Mailstop:      

	Phone:      
	Fax:      
	Pager:      
	Email:      


Study Contact Information (complete if primary contact is different from PI)  FORMCHECKBOX 
 FORMCHECKBOX 


 FORMCHECKBOX 
 NA  

Human Subjects Training Completed   FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 

Date Certified Through      
	First Name: 

     
	Middle Initial:       
	Last Name:

     

	Department:      
	Division:      

	Address:      
	Mailstop:     

	Phone:      
	Fax:      
	Pager:      
	Email:      


Study Information:  Please attach a research plan (protocol) to this submission.    Please ensure that the following sections are addressed in detail:
· Subject population/ type of data/specimens to be studied. Please note research involving prisoners is not eligible for exemption; and research involving children has more restrictive exemption criteria (see section below for permissible categories)
· The source of data/specimens and if these are publicly available. If not publicly available, ensure that you describe how prior approval will be obtained before accessing this information (include approval letter if available). 
· If the study involves the collection of existing records or data often referred to as "on-the-shelf" data describe how this data is collected, stored and de-identified.Please include a copy of the data collection sheet, spreadsheet, etc. that contains all variables required to conduct the data analysis for this project. In addition, please include the start date and end date of the data extraction.
· Describe the recruitment processProvide copies of all recruitment material including advertisements to be used for this study. 
· Clearly describe any procedures to be used during the conduct of the study.
Category of Exemption:  Please indicate your exemption category choice by completing the relevant categories from the list below.  Please note: The Federal regulations do not permit any new categories and only the IRB may determine which research activities qualify for an exempt review.  
	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true

	· Category 1 (All of the following are true):

· Research conducted in established or commonly accepted educational settings

· The research involves 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

· The research is NOT subject to FDA regulation (e.g.; drug, devices, or biologics)

· The research does NOT involve prisoners as participants

· Category 2 (All of the following are true):

· The research involves the use of one or more of the following:

· Educational tests (cognitive, diagnostic, aptitude, achievement)

· Survey procedures

· Interview procedures

· Observation of public behavior

· When the research involves children as participants, the procedures are limited to:

· Educational tests (cognitive, diagnostic, aptitude, achievement)

· Observation of public behavior where the investigator(s) will NOT participate in the activities being observed

· Information obtained is recorded in such a manner that either:

· Participants CANNOT be identified, directly or through identifiers linked to the participants.

· Both of the following are true:

· Participants CAN be identified, directly or through identifiers linked to the participants.

· Any disclosure of the participants’ responses outside the research could NOT reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, or reputation.

· The research is NOT subject to FDA regulation (e.g.; drug, devices, or biologics)

· The research does NOT involve prisoners as participants

· Category 3 (All of the following are true):

· The research is NOT exempt under Category 2 above

· The research involves the use of one or more of the following

· Educational tests (cognitive, diagnostic, aptitude, achievement)

· Survey procedures

· Interview procedures

· Observation of public behavior

· Either of the following is true

· The participants are elected or appointed public officials or candidates for public office

· Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter

· The research is NOT subject to FDA regulation (e.g.; drug, devices, or biologics)

· The research does NOT involve prisoners as participants

· Category 4 (All of the following are true):

· The research involves the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens (i.e., the reviewed materials currently exist and are NOT prospectively collected). Indicate in protocol the data collection date range.

· At least one of the following is true:

· These sources are publicly available

· Information1 is recorded in such a manner that both of the following are true:

· Participants cannot be directly identified

· Participants cannot be identified through identifiers linked to them

1Protocol must contain what information is recorded and how it is recorded.
· The research is NOT subject to FDA regulation (e.g.; drug, devices, or biologics)

· The research does NOT involve prisoners as participants

· Category 52 (All of the following are true):

· The project is a research or demonstration project

· The project is conducted by or subject to the approval of Department or Agency heads

· The project is 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

· The program under study delivers a public benefit (e.g., financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older Americans Act)

· The project is conducted pursuant to specific federal statutory authority

· There is no statutory requirement that an IRB review the project

· The project does not involve significant physical invasions or intrusions upon the privacy of participants

· The research is NOT subject to FDA regulation (e.g.; drug, devices, or biologics)

· The research does NOT involve prisoners as participants
2 According to OHRP, this exemption is most appropriately invoked with authorization or concurrence by the funding agency.
· Category 6 (All of the following are true):

· The research involves a taste and food quality evaluation and consumer acceptance studies

· One of the following is true:

· Wholesome foods without additives will be consumed

· A food will be consumed that contains a food ingredient and both of the following are true:

· The food ingredient is at or below the level to be safe

· The food ingredient is for a use found to be safe

· A food will be consumed that contains an agricultural chemical or environmental contaminant and one of the following is true:

· The agricultural chemical or environmental contaminant is at or below the level found to be safe by the Food and Drug Administration 

· The agricultural chemical or environmental contaminant is at or below the level approved by the Environmental Protection Agency

· The agricultural chemical or environmental contaminant is at or below the level approved by the Food Safety and Inspection Service of the U.S. Department of Agriculture




· Is this study directly related to or affiliated with any other UH or Case IRB-approved studies?  

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes   If "Yes", please list by IRB#:      
· Is this proposal associated with a grant or contract? 

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (If “Yes”, attach copy and list the funding source associated with the grant or contract. )
· Does this research involve any approved or unapproved FDA regulated items (including foods, including dietary supplements, that bear a nutrient content claim or a health claim, infant formulas, food and color additives, drugs for human use, medical devices for human use, biological products for human use, and electronic products.)

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Note: FDA regulated research has more restrictive exemption criteria (see  exemption categories above for details). 

· Will this research be conducted on UH/UHHS property or involve UH patients; staff/employees; or resources?

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes  

Protected Health Information (PHI):  All projects must indicate whether PHI will be used and/or disclosed as part of the research. Please select one of the following: 
 FORMCHECKBOX 
  The activity is exempt from research HIPAA requirements as no PHI is used or collected (Information collected must have all 18 elements as defined by the HIPAA Privacy Rule removed so that an individual or the individual's relatives may not be identified)

 FORMCHECKBOX 
  A waiver for use and/or disclosure of PHI is requested (submit a request for waiver of HIPAA Authorization)

 FORMCHECKBOX 
  HIPAA Authorization for use and disclosure of PHI will be obtained from subjects (submit a HIPAA Authorization form)
 FORMCHECKBOX 
  A limited data set will be utilized (The only identifying elements from the list of HIPAA identifiers that may be included are city, state, and/or ZIP Code; elements of date; and other numbers, characteristics, or codes not listed as direct identifiers)

Protected Health Information (PHI): continued  
·  Please note: A Data Use Agreement (DUA) is required to use and/or disclose information contained in a “limited data set”.  Please provide a copy of the executed DUA along with this submission.  Submissions cannot be processed without this document. 
 Potential Conflict of Interest: 
A. Is there a potential conflict of interest for the Principal Investigator, Responsible Investigator (if applicable) or key research personnel? 
Assessment should include anyone listed as Principal Investigator, Responsible Investigator,  or other research personnel on page 1 of this application.  Please note that the thresholds of ownership described below apply to the aggregate ownership of an individual investigator, his/her spouse, domestic partner and dependent children (e.g., if an investigator, his/her spouse, domestic partner and dependent children own together $10,000 annually or 5% equities in the sponsor, it should be reported below).  Do not consider the combined ownership of all investigators.

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes
 If “Yes”, the investigator must complete and submit The Case Conflict of Interest Disclosure Form congruently with this application. This documentation must be reviewed by the Case Conflict of Interest Committee. 

NOTE: Although approval may be granted by the IRB, the Investigator may not proceed with the research until a final determination letter has been rendered by the Case Conflict of Interest Committee.
B. If “Yes”, check all that apply:
 FORMCHECKBOX 


 FORMCHECKBOX 
  Compensation whose value could be affected by the study outcome.

 FORMCHECKBOX 


 FORMCHECKBOX 
  A proprietary interest in the tested product included but not limited to a patent, trademark, copyright or licensing agreement; or the right to receive royalties from product commercialization.

 FORMCHECKBOX 


 FORMCHECKBOX 
  Any equity interest in the sponsor or product whose value cannot be readily determined through preference to public prices (e.g., ownership interest or stock options).

 FORMCHECKBOX 


 FORMCHECKBOX 
  Any equity interest in the sponsor or product that exceeds $10,000 annually or 5% annually. 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Significant payments or other sorts with a cumulative value of $10,000 annually made directly by the sponsor to any of the investigators listed on page 1 of this application as an unrestricted research or educational grant, equipment, consultation or honoraria. 

Investigator Assurance and Compliance Statement

As the PI of this study I agree:

 FORMCHECKBOX 

To accept responsibility for the scientific and ethical conduct of this project;
 FORMCHECKBOX 
  To ensure all investigators and key study personnel have completed the UHCMC/CASE human subjects training program;
 FORMCHECKBOX 
 
To submit for approval any additions, corrections or modifications to the protocol or informed consent document to the IRB prior to the implementation of any changes; and
 FORMCHECKBOX 
 
This project will not be started until final approval has been granted from the IRB.

	x
	

	Signature of Principal Investigator (PI)                                        Date

	x
	

	Printed name of Principal Investigator (PI)

	x
	

	Signature of Department Chair/Scientific Review Representative                  Date

	x
	

	Printed name of Department Chair/Scientific Review Representative                  


	If PI is not UH/Case Staff or Faculty, Signature of Responsible Investigator (item #2)

	x
	

	Signature of Responsible Investigator (RI)                                        Date

	x
	

	Printed name of Responsible Investigator (RI)


(Note: all research determined to be exempt, will be awarded an expiration date of six years from the time the exemption was approved. If the research is ongoing for six years the investigator must resubmit the research for review as a new protocol.) 
	----------------------------------------------OFFICE USE ONLY-----------------------------------------------

	IRB NUMBER: 
	
	EXPIRATION DATE: 

	STATUS: 
	 FORMCHECKBOX 
 APPROVED AS EXEMPTION  
	 FORMCHECKBOX 
 DISAPPROVED; DOES NOT QUALIFY FOR EXEMPTION  

	REASON DISAPPROVED :
	

	
	

	
	

	
	

	PRIVACY RULE:
	 FORMCHECKBOX 
 EXEMPT  
	 FORMCHECKBOX 
 WAIVER 
	 FORMCHECKBOX 
 LIMITED DATA SET 
	 FORMCHECKBOX 
 HIPAA AUTHORIZATION FORM

	
	

	Signature of IRB Reviewer                                                                                            Date
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