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Office for Human Subjects Research
Project Summary
PLEASE NOTE:  THIS FORM MUST BE TYPED

Please enclose 1 copy of project summary, protocol, and other materials (e.g. consent, survey, questionnaire etc.) as applicable.

	Date:      


	Request for Exempt Review:


 FORMCHECKBOX 
 Category 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.
 FORMCHECKBOX 
 Category 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.
 FORMCHECKBOX 
 Category 3:  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under Category 2, if:  (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
 FORMCHECKBOX 
 Category 4:  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.
 FORMCHECKBOX 
 Category 5:  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.
 FORMCHECKBOX 
 Category 6:  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, 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.


	HSR #:                        (to be assigned by the Office for Human Subjects Research)


	Project Title:

     


	Principal Investigator:

     


	Principal Investigator’s Signature:

     


	Department/Phone/Pager:

     


	University of Minnesota Affiliation (if applicable):

     


	Mailing Address [Inter-institutional or Outside (if applicable)]:

     


	E-mail address:

     


	Signature of Chief of Service/Department Head:

     


	Co-Investigators/Departments/Phones/Pagers/Emails:

     


	Please list all additional research support personnel and contact numbers involved in this study:

(Research support personnel are defined as any individual whose purpose is to assist in the conduct and support of this study.  Responsibilities include interacting with study subjects, maintaining regulatory documents, statistical support, study coordination, or assistance with any aspect of this study.)

	 Name

       
	Contact Information Number (phone/pager/Email)

     

	Have all investigators and research support personnel completed the education requirements of this institution?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If no, please contact the Clinical Trials Training Office (phone:  612-347-5967).

Please note:  education requirements must be completed prior to approval.


	Brief Description of the Study (include what protected health information will be accessed):

     



	Is there investigator interaction with subjects?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 

If yes, what is the consent process for disclosing the following:  1) that the activity involves research; 2) a description of the procedures; 3) that participation is voluntary; and 4) name and contact for the investigator?

     


	Expected Start Date:  
	     

	Expected End Date:    
	     

	Number of Subjects:
	     


	Will any of the following subjects requiring special IRB protection be part of the proposed research?

 FORMCHECKBOX 
 children (children can not be surveyed, interviewed, or observed with investigator participation  in observed activities)
 FORMCHECKBOX 
 prisoners (prisoners can not be included in exempt human subject research)
 FORMCHECKBOX 
 impaired ability to give informed consent

 FORMCHECKBOX 
 pregnant women   

 FORMCHECKBOX 
 fetuses and/or neonates
 FORMCHECKBOX 
 embryos in human in vitro fertilization


	Will any of the proposed research be conducted away from the HCMC campus?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 


	If yes:

What is the contact information for the site(s)?
     
Has/have the site(s) granted permission for the research to be conducted?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 
 
Has/have the IRB(s) of the external site(s) approved the research?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If no, is/are the external site(s) relying on the OHSR/HSRC as the IRB of record?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 

If yes, please contact the Office of Grants and Contracts (phone:  612-347-5099).

What is the process for information exchange, relevant to the protection of subjects such as unanticipated problems involving risks to subjects or others, interim results, and protocol modifications, with the external site(s)?

     


	Are you the lead investigator on a multi-site study or providing study-wide services (e.g. data coordination)?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 


	If yes, what is your role and the process for information exchange, relevant to the protection of subjects such as unanticipated problems involving risks to subjects or others, interim results, and protocol modifications, with the other site(s)? 
     


	Sponsors/Funding Source:

     


	Is there a conflict of interest with any of the investigators?  No FORMCHECKBOX 
  Yes  FORMCHECKBOX 


	If yes, please check the following that apply:

A.  An ownership interest, stock options, or other financial interest related to research+ of any value unless it meets all 4 of the following tests:  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

1. The value of the interest when aggregated for the immediate family* does not exceed $10,000.

2. The interest is publicly traded on a stock exchange.

3. The value of the interest does not exceed 5% interest in any one single entity when aggregated for the immediate family*.

4. No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.

B.  Compensation related to the research of any amount unless it meets both of the following tests:  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

1. The value of the compensation when aggregated for the immediate family* does not exceed $10,000 in the past year.

2. No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.

C.  Proprietary interest related to the research of any value including, but not limited to, a patent, trademark, copyright or licensing agreement.  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

D.  Personal payments (excluding consulting fees), gifts, and other benefits, including personal loans and services of more than $10,000 annually. Yes FORMCHECKBOX 
  No FORMCHECKBOX 

E.  A consulting arrangement or other agreement to provide services, with annual compensation of more than $10,000. Yes FORMCHECKBOX 
  No FORMCHECKBOX 

F.  Status as a director, scientific director or member of the scientific board of advisors,    officer, partner, trustee, or employee (other than a consultant). Yes FORMCHECKBOX 
  No FORMCHECKBOX 

G.  Other (please explain).      
Has the conflict of interest been submitted to the MMRF Conflict of Interest Committee?  

Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If no, please contact the MMRF Conflict of Interest Committee (phone:  612/347-5098).

Please refer to the MMRF Conflict of Interest policy for additional information.

+   Financial interest related to research means financial interest in the sponsor, product or service being tested, or competitor of the sponsor or product or service being tested.
*  Immediate family shall mean spouse and/or dependent children.


	The following 3 criteria must be satisfied for approval of a waiver of authorization under the Privacy Rule:

1) The use or disclosure of protected health information (PHI) involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:
a. an adequate plan to protect identifiers from improper use and disclosure;

b. an adequate plan to destroy identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and

c. adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of PHI would be permitted by this subpart;

2) The research could not practicably be conducted without the waiver or alteration; and

3) The research could not practicably be conducted without access to and use of PHI.

	Please explain how these 3 criteria will be satisfied.

     


	Will any of the following individual identifiers be retained and/or submitted to any other entity?  name, address, phone number, social security number, and medical record number  No FORMCHECKBOX 
  Yes FORMCHECKBOX 

If yes, please list the identifiers and provide justification.

     


Upon receipt of an approval letter, you may begin your research.  If you have any questions, call (612) 347-8528.
RESEARCH INVESTIGATOR RESPONSIBILITIES 

(Signature on page 1 indicates these responsibilities have been acknowledged.)

A. Research investigators acknowledge and accept their responsibility for protecting the rights and welfare of human research subjects and for complying with all applicable provisions of this Institution’s Federalwide Assurance.  Research investigators may choose to delegate certain tasks to other members of their research staff.  However, task delegation does not relieve the research investigator of primary responsibility for ensuring compliance with the Institution’s Federalwide Assurance.

B. Research investigators who intend to involve human research subjects will not make the final determination of exemption from applicable Federal regulations or provisions of this Institution’s Federalwide Assurance.  The OHSR will determine exemption.

C. Research investigators are responsible for reporting any actual or perceived conflict of interest involving human subject research to the OHSR and the MMRF Conflict of Interest Committee, and will abide by the conflict of interest management recommendations put forth by the Conflict of Interest Committee and HSRC.

D. Research investigators are responsible for maintaining copies of all study records and signed consent documents.  All study records and correspondence and signed consent documents are to be retained for at least three years beyond the study completion date or as required by applicable regulations and/or award terms and conditions for the approved research.  Research investigators are also responsible for providing a copy of the HSRC-approved, informed consent document to each subject at the time of consent, unless the HSRC has specifically waived this requirement.  

E. Research investigators will submit all proposed changes in previously approved research to the OHSR.  The proposed changes will not be initiated without review and approval. Changes where necessary to eliminate apparent immediate hazards to the subjects that have not been approved will be reported as soon as possible to the OHSR.

F. Research investigators are responsible for reporting progress of approved research (including study completion) to the OHSR, as often as and in the manner prescribed by the approving HSRC on the basis of risks to subjects, but no less than once per year.

G. Research investigators will promptly report any serious and/or unanticipated adverse events involving risks to subjects or others to the OHSR.
H. Research investigators will promptly report any reportable non-compliance in the conduct of the approved research to the OHSR.

I. Research investigators will allow access to their study records as needed to complete study audits or investigations initiated by the OHSR, or any other applicable agencies with regulatory or legal purview.

J. No research investigator who is obligated by the provisions of this Institution’s Federalwide Assurance, any associated Inter-Institutional Amendment, or IRB Authorization Agreement will seek to obtain research credit for, or use data from, patient interventions that constitute the provision of emergency medical care without prior HSRC approval.  A physician may provide emergency medical care to a patient without prior review and approval, to the extent permitted by law (45 CFR Part 46.116[f]).  However, such activities will not be counted as research nor will the data be used in support of research.

K. Research Investigators are responsible for ensuring that if subjects enrolled in protocols under their direction are transferred to another institution and continued participation in the research protocol is anticipated, the OHSR, Office of Grants and Contracts, and other appropriate officials at both institutions will be notified in a timely manner.  If the transfer of research subjects is a planned occurrence in the research protocol, the investigator is responsible for ensuring that the new institution possesses an OHRP-approved Federalwide Assurance.
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