Carnegie Mellon University


REQUEST FOR IRB REVIEW OF EXEMPT RESEARCH INVOLVING HUMAN SUBJECTS
FOR PROTOCOLS INVOLVING THE COLLECTION OR STUDY OF EXISTING DATA, DOCUMENTS, RECORDS OR SPECIMENS 

45 CFR 46.101(b)(4)
Please complete this application as thoroughly as possible.  Your application should include the following:

1. A copy of the training certificates for all individuals working on the research unless it is on file with the CMU IRB.  Training is available at http://www.citiprogram.org.  See the IRB website for details.
2. If the PI is a student, the faculty advisor must submit a Faculty Advisor Assurance Form.  
Please email all documents to irb-review@andrew.cmu.edu.  For assistance call CMU Research Compliance @ 412-268-5460 or email irb-review@andrew.cmu.edu.  Additional information and templates are available at http://www.cmu.edu/osp/regulatory-compliance/human-subjects.html
	1. Protocol

	Title:      

	 FORMCHECKBOX 
 This is a previously approved study that has lapsed.           
	Previous IRB No: HS     

	2. Principal Investigator (PI)

	Name:      
	Department:      

	Telephone:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	 FORMCHECKBOX 
 I am a student.  If so, please provide information about your faculty advisor below.

	Faculty Advisor Name:      
	E-mail:     
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	If a student is the PI, the faculty advisor must complete and submit a Faculty Advisor Assurance Form.

	If there is someone other than PI to correspond with regarding this protocol, please list below.

	Contact Person Name:     
	Telephone:      
	E-mail:      

	Business Manager for your department:     
	E-mail:      

	3. Co-investigators

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	4. Funding

	 FORMCHECKBOX 
 Unfunded research
	Sponsor/Source:      

	 FORMCHECKBOX 
External Funding
	SPEX Proposal #:      

	 FORMCHECKBOX 
 Internal Funding        
	Oracle String:      

	Grant Title:      

	If you don’t know the funding/grant information, please get it from your department’s business manager.

	5. Eligibility for Exempt Determination per 45 CFR 46.101(b)(4)

	a.  What will be collected or studied (check all that apply)?    FORMCHECKBOX 
 Existing data  FORMCHECKBOX 
 Existing documents   FORMCHECKBOX 
 Existing records   FORMCHECKBOX 
 Existing pathological specimens   FORMCHECKBOX 
 Existing diagnostic specimens 

If the research involves other types of data, it is not eligible for this exemption.  Do not proceed.

	b. Is this information publically available?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	c. Will information be recorded in a manner that research subjects cannot be identified, directly or through identifiers linked to the subjects?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If the answer to b and c is No, the research is not eligible for this exemption.  Do not proceed. 

Use the standard CMU IRB Application.

	6. Protocol Description

	Provide, in lay terms, a summary of your proposed study as outlined below. You may attach the protocol to this form if you like.

	Purpose of the study:      

	Describe the research procedures.       

	7. Data/Documents/Records/Specimens

	From where will the data/ documents/records/specimens be obtained?       

	Is de-identified information being provided to the investigator?    FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No    

	Is the information being recorded by the investigator?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No    If yes, describe how the investigator will record data without identifiers.        

	Is the information related to the provision of healthcare?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   Does the data meet the HIPAA de-identification requirements?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 Don’t know   FORMCHECKBOX 
 NA    

	Describe the information being used in the research.       

	8. Confidentiality and Data Security

	Describe how you will protect anonymity and secure research records.       

	9. Conflict of Interest

	Do you or any individual who is associated with or responsible for the design, the conduct of or the reporting of this research have an economic or financial interest in, or act as an officer or director for any outside entity whose interests could reasonably appear to be affected by this research project:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

If yes, please provide detailed information to permit the IRB to determine if such involvement should be disclosed to potential research subjects.      

	10.  Cooperating Institutions

	Is this research being done in cooperation with any institutions, individuals or organizations not affiliated with CMU? 

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   If yes, please list.      

	Have you received IRB approval from another IRB for this study?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   FORMCHECKBOX 
 Pending
If yes, please attach a copy of the IRB approval.      

	If applicable, please provide the name(s) and address(es) of all officials authorizing to access human subjects in cooperating institutions not affiliated with CMU.         

Please attach documentation of approval.


	Principal Investigator’s Assurance Statement for Using Human Subjects in Research


I certify that the information provided in this IRB application is complete and accurate.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of IRB approved studies, the ethical performance of protocols, the protection of the rights and welfare of human participants, and strict adherence to the studies protocol and any stipulations imposed by Carnegie Mellon University Institutional Review Board.

I understand that it is my responsibility to ensure that the human participants’ involvement as described in the funding proposal(s) is consistent in principle, to that contained in the IRB application.  I will submit modifications and/or changes to the IRB as necessary.
I agree to comply with all Carnegie Mellon University policies and procedures, as well as with all applicable federal, state, and local laws, regarding the protection of human participants in research, including, but not limited to:

· Ensuring all investigators and key study personnel have completed human subjects training program;

· Ensuring protocols are conducted by qualified personnel following the approved IRB application; 

· Implementing no changes in approved IRB applications without prior IRB approval in accordance with CMU IRB policy (except in an emergency, if necessary to safeguard the well-being of a human participant, and will report to the IRB within 1 day of such change);

· Informing participants of any relevant new information regarding their participation in the research that becomes available.

· Promptly reporting to the IRB any new information involving risks to research participants, including reporting to the IRB, Data Safety and Monitoring Boards, sponsors and appropriate federal agencies any adverse experiences and all unanticipated problems involving risks to human subjects or others that occur in the course of the research.

· If unavailable to conduct research personally, as when on sabbatical leave or vacation, arrangements for another investigator to assume direct responsibility for studies will be made through modification requests to the IRB; 

· Promptly providing the IRB with any information requested relative to protocols;

· Promptly and completely complying with IRB decisions to suspend or withdraw approval for projects;

· Obtaining Continuing Review approval prior to the date the approval for a study expires (approval for the study will automatically expire);  

· Maintaining accurate and complete research records, including, but not limited to, all informed consent documents for 3 years from the date of study completion; 

· Informing the CMU IRB of all locations in which human participants will be recruited for protocols and being responsible for obtaining and maintaining current IRB approvals/letters of cooperation when applicable; 

· Complying with  federal, state and local laws and regulations and sponsor terms and conditions; and

· Complying with CMU policies on the responsible conduct of research.

      



                                           

   

       

     




Principal Investigator Name and Signature






Date


Note: If e-mailed from the PI’s CMU e-mail account a hand written signature is not needed.  Please type in name and date.
If the PI is a student, the faculty advisor must submit a Faculty Advisor Assurance Form.  
Please email all documents to irb-review@andrew.cmu.edu.
Note:  Links to the policies and Federal regulations for the protection of human research subjects (including the Code of Federal Regulations [.CF.R.] Title 45 CFR Part 46, and Title 21 C.F.R. parts 50 and 56) are available on the IRB web page (http://www.cmu.edu/provost/spon-res/compliance/hs.htm).  
	Comments:      
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