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	Aurora IRB

Request for Determination of Human Subject Research
	For IRB Office Use Only

	Facilities where the activities will be conducted:
 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

Aurora Medical Center (list sites):      
AMG/Aurora Clinic (list sites):      
VLCC (list sites):      
	


Federal regulations and Aurora IRB policy requires that ALL research projects involving humans as subjects (including involvement of humans in one or more of the categories of research exempted or waived under the federal regulations), OR the use of identifiable protected health information be reviewed and approved by an IRB PRIOR to initiation of any research related activities, including recruitment and screening activities. The Aurora IRB is the sole body designated to make human subject research determinations at Aurora Health Care. 

Some categories of research are difficult to discern as to whether they qualify as human subject research.  The Aurora IRB has created this form to assist in this determination. The IRB Chair will review the information provided to determine whether the study needs to be submitted to the Aurora IRB as Human Subject Research. You will be notified as to the final determination.

Please allow a minimum of 2 weeks for review and determination.

SECTION I:  General Information

	Project Title:     

	Requestor (including degrees):
	     
	Organization/Company:
	     

	Mailing Address:
	     

	Telephone:
	     
	Fax:
	     
	E-mail:
	     

	Sponsor or funding source
(Identify all source(s) of funding for the project):
	     
	Is this project federally funded?
	 FORMDROPDOWN 



SECTION II: Study Information

1. Provide a brief synopsis of the project, including the objective(s) and reason(s) for conducting the proposed activities:

     
2. Describe the proposed methods and study procedures:

     
3. Describe the subject population/type of data/specimens to be studied. Indicate whether the data will be identifiable, de-identified, or coded. 

     
4. Do you intend to send data/specimens outside the Aurora system?  FORMDROPDOWN 
 If Yes, you are required to obtain written acknowledgement from the Vice President of Research and Academic Affairs. Please provide the IRB with a copy of the acknowledgement.

5. Do you intend to publish or present your results?   FORMDROPDOWN 
  NOTE: the Aurora IRB does not necessarily define “human subject research” based on the intent to publish or present findings.
SECTION III: DHHS Criteria for Research Involving Human  Subjects

45 CFR 46.102(f): Human subject means a living individual about whom an investigator conducting research obtains: (1) data through intervention or interaction with the individual, or (2) identifiable private information. Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.  Interaction includes communication or interpersonal contact between investigator and subject.  Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record).  Private information must be individually identifiable (i.e., the identity of the subject is or may be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects.

1. Does the activity meet the DHHS definition of research?

· The activity employs a systematic approach involving predetermined methods for studying a specific topic, answering a specific question, testing a specific hypothesis, or developing a theory.  FORMDROPDOWN 

· The activity is intended to contribute to generalizable knowledge by extending the results beyond a single individual or an internal unit.
 FORMDROPDOWN 

2. Does the activity involve human subjects according to the DHHS definition?

· The proposed activity involves obtaining information about living individuals.  FORMDROPDOWN 

· The investigator obtains specimens or data through intervention or interaction with individuals (e.g. prospective data collection, interviews, surveys, physical procedures, manipulations of the subject’s environment, private or limited access internet sites, or any other direct contact or communication with an individual).  FORMDROPDOWN 

· The investigator is obtaining individually identifiable private information about living individuals (e.g. chart reviews, lab studies on existing tissues or specimens, information from data or tissue repository).  FORMDROPDOWN 

· The data or specimens are received by or provided to the investigator with identifiable private information.  FORMDROPDOWN 

· The data or specimens are coded and the investigator has access to a link that would allow the data or samples to be identified. 
 FORMDROPDOWN 

SECTION IV: FDA Criteria for Research Involving Human  Subjects (Clinical Investigations)

1. Is the activity subject to FDA human subject regulations?

· The activity is a clinical investigation involving a product regulated by the FDA (i.e., drug, biological, medical device, food additive, color additive, electronic product). Clinical investigation is defined as (“any experiment that involves a test article [i.e., any drug, medical device, biologic, food additive, color additive, electronic product, or any other article intended for human use, that is subject to the Food, Drug and Cosmetic Act] and one or more human subjects”).   FORMDROPDOWN 

· The activity involves the use of a drug, device or biologic, excluding an “off-label” FDA approved agent in the course of medical practice, in one or more human subjects.  FORMDROPDOWN 

· The results of the project are required to be submitted to or held for inspection by the FDA.  FORMDROPDOWN 

· The activity involves the testing of a medical device using tissue specimens from one or more human subjects, and the results are being submitted to the FDA for approval of the device.  FORMDROPDOWN 

2. Does the activity involve human subjects according to FDA regulations?

· The activity involves one or more individuals who are or become participants in research, either as a recipient of the test article (i.e., drug, biological product, medical device, food additive, color additive, electronic product, or any other article subject to regulation under the Food, Drug & Cosmetic Act) or as a control.  FORMDROPDOWN 

· The activity involves one or more individuals who participate in an investigation, either as an individual on whom or on whose specimen an investigational device is used or as a control.  FORMDROPDOWN 

SECTION V

 FORMCHECKBOX 
 
By checking this box you are attesting that the above information is representative of the proposed activities. The Aurora IRB acknowledges this, and accepts it in lieu of your actual signature.

SECTION VI: Aurora IRB Determinations             For IRB Office Use Only
	 FORMCHECKBOX 
 
The proposed activity, as described, DOES NOT constitute Human Subjects Research. Submission of an Aurora IRB research application is not required.

 FORMCHECKBOX 
 
The proposed activity, as described, DOES constitute Human Subjects Research. Submission of an Aurora IRB research application IS REQUIRED. Aurora IRB approval must be obtained before the investigator begins their research.


Aurora IRB Chair or designee




  Date
 FORMCHECKBOX 

For research involving data/specimens leaving Aurora, appropriate written acknowledgement of the VP of research has been obtained.


Please submit this form ELECTRONICALLY to the Aurora IRB Office by attaching it to an e-mail message and sending it to irb.office@aurora.org. You will receive an e-mail acknowledging receipt of this form.

v.6/24/09_1
Aurora Health Care Research Subject Protection Program/IRB Office

Courier/hand delivery: Winter Research Building / 836 N 12th St / Milwaukee, WI  53233
US Mail: 945 N 12th St; PO Box 342   W310 / Milwaukee, WI  53201-0342
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