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Carle Foundation Hospital

Institutional Review Board

FWA 00002292

Application for Exempt Determination  v 2.1
	Human Subject Protection 


Carle Foundation Hospital

611 West Park Street (BWRC)


Urbana, IL 61801


Tel: 217-383-4366   Fax: 217-383-3993

Email: irb@carle.com
Web: www.carleconnect.com/irb.shtml




1.
Project Information

	 Carle IRB No:       

	 Date:      

	 Project Title:       

	  FORMCHECKBOX 
 Protocol Attached


2.
Principal Investigator (PI)


The PI is the investigator assuming ultimate responsibility for the research project.

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	PI’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	Phone:       
	E-mail:       

	The following must be submitted with this application:

  1. Current curriculum vitae (CV, less than 2 years old)      FORMCHECKBOX 
 Attached

  2. A signed Carle Investigator Agreement (Appendix A)    FORMCHECKBOX 
 Attached 

	Indicate the total number of active research studies involving human subjects, including at Carle Foundation Hospital and at all other sites, for which you are currently the PI:       

Note: If the number of studies is greater than 20, then attach Appendix B to this application
Appendix B attached:  FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 Already on file;  Date of submission:      

	Check all human subject protection education completed by the PI within the last 2 years.

Note: Required for all PIs, Co-Investigators (Co-I), and key research personnel after 12/31/2008.
 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC)Education and Carle affiliate’s HIPAA and Human Subjects Research CITI modules
Documentation of human subject protection education—check one of the following:

   FORMCHECKBOX 

Documentation of training is attached to this application
   FORMCHECKBOX 

Documentation is already on file with Carle IRB

	Medical or Professional License #:                   FORMCHECKBOX 
 Not applicable

State/Province:      
Expiration Date:      
Issuing entity:      
Non-Carle PI must attach a copy of medical and/or professional license(s), if applicable.

	Has the PI received an FDA “Warning Letter” that has not been previously submitted to Carle IRB?

 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No
If yes, attach a copy of the Warning Letter and explain here:      

	Has the PI ever been convicted of a crime, disciplined by a public or private medical organization, disciplined by a licensing authority, or is the PI currently the subject of such a proceeding?

 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No
If yes, explain here:       


3.
Other Persons Involved in the Research

3a.
Co-Investigators
List all investigators other than the PI, including those from other institutions. Include all persons who will be directly responsible for the project’s design or implementation, the consent process, data collection, data analysis, or follow-up. Collaborators, outside consultants, and graduate and undergraduate students should be listed if they will be responsible for any of these activities. Include all investigators named on grant proposals.
	 FORMCHECKBOX 
 Co-Investigator 1

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Co-I’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	Phone:      
	E-mail:       

	Check all human subject protection education completed by the Co-I within the last 2 years.

Note: Required for all PIs, Co-Is, and key research personnel after 12/31/2008.
 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC)Education and Carle affiliate’s HIPAA and Human Subjects Research’ CITI modules
Documentation of human subject protection education—check one of the following:

   FORMCHECKBOX 

Documentation of training is attached to this application
   FORMCHECKBOX 

Documentation is already on file with Carle IRB

	Medical or Professional License #:                   FORMCHECKBOX 
 Not applicable

State/Province:      
Expiration Date:               Issuing entity:      
Non-Carle Co-I must attach a copy of medical and/or professional license(s), if applicable.

	 FORMCHECKBOX 
 Co-Investigator 2

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Co-I’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	Phone:       
	E-mail:       

	Check all human subject protection education completed by the Co-I within the last 2 years.

Note: Required for all PIs, Co-Is, and key research personnel after 12/31/2008.
 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC) Education and Carle affiliate’s HIPAA and Human Subjects Research CITI modules
Documentation of human subject protection education—check one of the following:

   FORMCHECKBOX 

Documentation of training is attached to this application.
   FORMCHECKBOX 

Documentation is already on file with Carle IRB.

	Medical or Professional License #:                   FORMCHECKBOX 
 Not applicable

State/Province:      
Expiration Date:      
Issuing entity:      
Non-Carle Co-I must attach a copy of medical and/or professional license(s), if applicable.


 FORMCHECKBOX 
 List information about additional Co-I(s) on Appendix K and attach to this submission
3b.
Key Research Personnel


Are there additional key research personnel? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If yes, attach Appendix K.
Key research personnel includes all persons who will have a significant role in the design or conduct of the research, who are named as contact persons in the informed consent documents or recruitment materials, who obtain informed consent or provide supervision of the persons who are obtaining informed consent, who access or handle protected health information, or who use the research information/data set.

Note: Human Subject Research Education is required for all PIs, Co-Is, and key research personnel after 12/31/2008.
4.
EXEMPT Confirmations

4a.
Does this investigation involve research on an FDA regulated product such as a drug or device? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, this study does not qualify for Exempt status.
4b.
Will this study involve the use of prisoners or identifiable information about prisoners?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, this study does not qualify for Exempt status.

Note: The Carle IRB will independently assess the level of risks/ benefits and other pertinent information before making any of the determinations listed below.

5.
Categories of Exemption under 45 CFR 46.101(b)

5a.
Check each exempt category(ies) below that applies to your research.  For the category(ies) you select, answer the questions belonging to that category.  If data will be gathered using a method not identified below, the research will not qualify for an exempt determination.
	 FORMCHECKBOX 
 Category 1, Educational Practices:  [45 CFR 46.101(b)(1)]  

	1. 
	Will this research involve 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?  

*If yes, explain how this research involves normal educational practices:     
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	2. 
	Describe the established or commonly accepted educational setting in which the research will be conducted:       


	 FORMCHECKBOX 
 Categories 2 & 3, Educational Tests Surveys, Interviews, Observations:  [45 CFR 46.101(b)(2,3)] 

	1. 
	Check the following statements that are true:

 FORMCHECKBOX 
 The research involves educational tests (cognitive, diagnostic, aptitude, achievement)

 FORMCHECKBOX 
 The research involves survey procedures*

 FORMCHECKBOX 
 The research involves interview procedures*

 FORMCHECKBOX 
 The research involves observation of public behavior* 

*If the research involves children, the exemption for this category is limited to educational tests and observation of public behavior where the investigator(s) will NOT participate in the activities being observed. 

	2. 
	Will this project include children as research subjects?

If the research involves children, the exemption for this category is limited to educational tests and observation of public behavior where the investigator(s) will NOT participate in the activities being observed.

If yes, describe how children will be included in this research as subjects:      
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	3. 
	Will the information obtained be recorded in such a manner that participants CANNOT be identified directly or through identifiers linked to the participants?   Carle IRB uses the HIPAA Privacy Rule standards for de-identification found at 45 CFR 164.514(b).
Describe what information will be recorded and how it will be recorded:      
If yes, skip item 3a.
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	3(a).
	If the information will be recorded in such a manner that subjects can be identified directly, or through identifiers linked to the subjects, would any disclosure of the participants’ responses outside the research reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability or reputation?  Carle IRB believes disclosure of health information could reasonably place participants at risk.

If yes, this study does not qualify for Exempt status, unless 3(a)(i) OR 3(a)(ii) apply.
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	3(a)(i).
	Are all subjects of the research either elected or appointed public officials or candidates for public office? 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	3(a)(ii).
	Does a federal statute require without exception that the confidentiality of personally identifiable information be maintained throughout the research and thereafter?

If yes, provide a citation to the federal statute:      
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



	 FORMCHECKBOX 
 Category 4, Retrospective Review:  [45 CFR 46.101(b)(4)] 

	1. 
	Does the research involve the use of data, documents, records, pathological specimens, or diagnostic specimens that currently exist (not prospectively collected)? 

If no, this study does not qualify for Exempt status.
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	2. 
	Are these documents or specimens publicly available? 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	3. 
	Will the investigator record any information in a manner such that subjects can be identified either directly or through identifiers linked to the subjects?  Carle IRB uses the HIPAA Privacy Rule standards for de-identification found at 45 CFR 164.514(b).
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	4. 
	Does the research involve accessing or using Protected Health Information?

If yes, please explain:       
If yes, Carle IRB serves also as a HIPAA Privacy Board.  Attach appropriate HIPAA documents. 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



	 FORMCHECKBOX 
 Category 5, Federal Public Benefit Program: [45 CFR 46.101(b)(5)] 

	1. 
	Is this research being conducted by a federal department or agency head? 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	2. 
	Has the research been approved by a federal department or agency head?

If yes, attach documentation of approval.
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	3. 
	Please check the following statements that are true:

 FORMCHECKBOX 
 This project is designed to study, evaluate or otherwise examine a federal public benefit or service program. 

 FORMCHECKBOX 
 This project is designed to study, evaluate or otherwise examine procedures for obtaining benefits or services under a federal public benefit program. 

 FORMCHECKBOX 
 This project is designed to study, evaluate or otherwise examine possible changes in or alternatives to a federal public benefit or service program or procedures used by the program.

 FORMCHECKBOX 
 This project is designed to study, evaluate or otherwise examine possible changes in methods or levels of payment for benefits or services under a federal public benefit or service program. 

	4. 
	The program being studied must deliver a public benefit program or service.  Please describe the program or service being studied:       

	5. 
	Is there a statutory requirement for IRB review of research on this benefit program?

If yes, this study does not qualify for Exempt status.
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



	 FORMCHECKBOX 
 Category 6, Food and Taste: [45 CFR 46.101(b)(6)] 

	1. 
	Does this research involve a taste and food quality evaluation and/or consumer acceptance studies?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	2. 
	Check the following statements that are true:

 FORMCHECKBOX 
 Only wholesome foods without additives will be consumed.

 FORMCHECKBOX 
 The food consumed will contain a food ingredient that is at or below the level found to be safe and is for a use found to be safe.

 FORMCHECKBOX 
 A food will be consumed that contains an agricultural chemical or environmental contaminant that is at or below the level found to be safe by the Food and Drug Administration.   

 FORMCHECKBOX 
 A food will be consumed that contains an agricultural chemical or environmental contaminant that is at or below the level approved by the Environmental Protection Agency. 

 FORMCHECKBOX 
 A food will be consumed that contains an agricultural chemical or environmental contaminant that is at or below the level approved by the Food Safety and Inspection Service of the Department of Agriculture.  


6.
Funding



Instructions: Complete section 6 if the project is funded or funding is pending.  If not funded, go to section 7.

6a. 
Contact for Funding Agency Official


 FORMCHECKBOX 
 Funding Agency Official needs to be notified of IRB approval
 FORMCHECKBOX 
 Not applicable
	Last Name:       
	 First Name:                     

	Institution:       

	Mailing Address:       

	Phone:          
	 E-mail:       


 FORMCHECKBOX 
 List additional contact information as an attachment to this submission 
6b.
Grant:  



Check below the status of the federal grant:



 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 Attached
 FORMCHECKBOX 
 Will Follow
 FORMCHECKBOX 
 Already on File with Carle IRB

For federally funded research, a complete copy of the funding proposal or grant application must be    reviewed by the IRB before approval can be issued.  If conditional IRB approval is required prior to grant finalization, please contact your Research Coordinator at the Research Office.  Provide the grant number here:      
6c.
Contract: 


Check below the status of the contract:


 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 Attached
 FORMCHECKBOX 
  Will Follow
 FORMCHECKBOX 
 Already on File with Carle IRB 

For studies supported by a contract with a commercial sponsor, in most instances the contract must be    signed prior to issuance of IRB approval.  In addition, the IRB should be provided with a copy of the contract.  Provide the Carle contract number, if known, here:      
7.
Project Summary

In lay language, summarize the project in 600 words or less, addressing the following:

1.
The question(s) that the study will answer

2.
The background research that has led to the hypothesis/study objectives

3.
The study design

4.
How the research design answers the hypothesis

	     


8.
Research Procedures (Use Lay Language)

8a.
In chronological order, describe the study procedures that will be used to obtain data.  If the project is not limited to the review of existing data, describe subject involvement including specific activities and total time commitment for subject participation. 

	     


8b.
Identify with specificity the study locations (performance sites where research procedures will be conducted).

	     


9.
Research Population

9a.
Targeted Populations:  

Describe the subject populations that, by design, are likely to be involved in the research.  If this project is 
limited to the review of existing data, the subject populations are those individuals whose data are being reviewed.

	     


9b.
Describe why the population was chosen. 
	     


9c.
Describe how subjects will be recruited (include by whom, how, where, and when). 
	     


9d.
Describe how subjects will be consented (include by whom, how, where, and when).
	     


10.
Data Collection and Storage

10a.
Privacy/Confidentiality: What precautions will be used to protect the privacy interests of subjects and the confidentiality of identifiable information?
	     


10b.
Data Security: Describe how and where data will be kept, and if and when it will be destroyed.

	     


10c.
Individually Identifiable Information:  Will any individually identifiable information, including images of subjects, be published, or otherwise disseminated?   FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
If yes, explicit consent must be provided for dissemination. (Reference: Research Institution Policy 103)

11.
Study Documents











List and attach all study documents, including recruitment materials, consent forms, questionnaires, surveys, interview guidelines, educational tests or other data collection forms that will be used in this research. 
	Name of Document
	Version Date
	Version Number

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


 FORMCHECKBOX 
 List additional study documents in an attachment to this submission with version date and/or version numbers.
12.
Research Locations 


List all locations where research activities will occur and describe the research activities conducted at each location (such as, recruitment, consent, study procedures, data storage, and lab analysis). 
12a.
Carle Research Locations
	
	Carle Organization
	List Research Location(s)
	Research Activity at Location

	 FORMCHECKBOX 

	Carle Foundation 
	     
	     

	 FORMCHECKBOX 

	Carle Clinic Association
	     
	     


12b.
Non-Carle Research Locations

	
	Organization
	Research Location
	Research Activity
	Documentation of Organization Approval

	  FORMCHECKBOX 


	 UIUC
	     

	     

	 FORMCHECKBOX 
 UIUC IRB Approval and Consent Form attached
 FORMCHECKBOX 
 UIUC IRB Approval Will Follow

 FORMCHECKBOX 
 Approval deferred to Carle IRB - Attach signed IRB Authorization Agreement

	 FORMCHECKBOX 

	     
	     

	     

	 FORMCHECKBOX 
 IRB Approval and Consent Form attached 
 FORMCHECKBOX 
 IRB Approval Will Follow

 FORMCHECKBOX 
 Approval deferred to Carle IRB - Attach signed IRB Authorization Agreement

 FORMCHECKBOX 
 Letter of Cooperation attached to application

 FORMCHECKBOX 
 Other – Describe:      


 FORMCHECKBOX 
 List additional locations and their information in an attachment to this submission
13.
Financial Conflict of Interest

Does the PI, Co-PI, or key research personnel or their immediate family members have a financial conflict of interest that has not previously been disclosed to the Carle IRB?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, has the PI, Co-PI, or key research personnel with the financial conflict of interest submitted a Financial Interest Disclosure Statement in accordance with Research Policy 103?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

If the PI, Co-PI, or key research personnel with the financial conflict of interest has not submitted a Financial Interest Disclosure Statement in accordance with Research Policy 103, please submit this form. The form can be found at: http://www.carleconnect.com/Research/Forms/Compliance/ConflictOfInterest.pdf.  
14.
Investigator Agreement

 FORMCHECKBOX 
 
I, the Principal Investigator, give the following assurances:
1. I acknowledge that I have read this Agreement, and the applicable: federal research regulations (45 CFR 46), and HIPAA regulations that apply to human subject protection.  I have also read the Belmont Report, the Carle IRB Policies, and CITI guidelines for responsible conduct of human research.  I understand and hereby accept my responsibilities for satisfying the intent and procedures in these documents, for fully complying with them, and for protecting the rights and welfare of human subjects involved in research conducted under this Agreement.

2. I will abide by determinations of the Carle IRB, and other IRBs with which Carle IRB has an agreement for providing oversight, and acknowledge that the authority and decisions of the Carle IRB are final. I will abide by policies, procedures, and decisions of the Carle IRB as they may apply. 

3. I will report promptly to the Carle IRB, proposed changes in research activities under this Agreement. The changes shall not be initiated without prior Carle IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects, in which case, these actions will be promptly communicated in writing to the Carle IRB within the prescribed time. 
4. As a designated Principal Investigator, I will assume overall administrative responsibility for all aspects of each study approved under this Agreement.

5. I will complete any required training, and meet the educational requirements as per the policies of the Carle IRB, before conducting any research under this Agreement. I will complete other educational and training requirements that the Carle IRB deems appropriate, and will be responsible for following the updated policies and information regarding the conduct of research under this Agreement.
6. I will provide the Carle IRB, its designated auditor(s), and other regulatory agencies, with all the information they deem appropriate to assist them in carrying out their responsibilities under this Agreement. This includes, but is not limited to, any conflicts of interest with the research activities, on my behalf and those of my research staff, any complaints received from the study subjects and/or staff.

7. I will communicate in a timely manner with the representatives of the Carle IRB, appropriate regulatory agencies, and other investigators who may be participating in the study (ies), issues pertaining to the protection of human subjects in order to better protect the rights and welfare of the subjects. 

8. I will not accrue subjects on the study under this Agreement prior to approval and without certification of Carle IRB review and approval. 

9. Neither I, nor my research staff, will attend Carle IRB meeting, except when invited to provide information upon request.

10. Presentations and publications resulting from this research shall acknowledge Carle appropriately.

11. I understand my primary responsibility is to the well-being of research subjects and their interests take precedence over the research. It is my responsibility to abide by the federal research regulations, the HIPAA regulations, the Carle IRB policies, and this Agreement.
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