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	DETERMINATION OF HUMAN SUBJECTS RESEARCH WORKSHEET




	INFORMATION ABOUT THIS WORKSHEET
Submission of this worksheet is optional.

· This worksheet is a guide to help the investigator determine if the activity is human subject research and regulated by the Department of Health and Human Services (DHHS) and/or the Food and Drug Administration (FDA)
· Activities that meet the definition of human subject research will require submission of an application to the IRB-HSR.
· This worksheet is not required to be submitted to the IRB-HSR, but the IRB-HSR will review it upon request.
If you decide to submit to the IRB-HSR, the following steps should be taken:
Enter responses electronically.  Prior to obtaining signatures, email the completed form to IRBHSR@virginia.edu for pre-review.  

An IRB staff member will reply with any changes to be made.

Following pre-review, submit this signed form to the IRB-HSR with an  IRB-HSR Routing Form
May be submitted via Messenger Mail, PO Box 800483, to the Drop Box in West Complex, Davis Wing- Grants and Contracts Office or in person to the IRB-HSR Office at One Morton Drive, Suite 400.  

For further guidance refer to:

· OHRP Guidance at http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm#c1
· Activities that need IRB-HSR approval – seeIRB-HSR website at http://www.virginia.edu/vpr/irb/hsr/activities_require_review.html


	Contact Name:
	     

	Email:
	     

	Phone:
	     

	UVa Messenger Mail Box # 
	     

	Project/Protocol Title:
	     

	Brief Summary of Project

(200 words or less) 

If receiving de-identified data/specimens, include where data/specimens are coming from and the reason for which they were originally collected. 
	     


1. Examples of Non-Human Subjects Research Activities that do NOT require IRB-HSR review (Indicate by checking below the activities associated with your project)
 FORMCHECKBOX 
  Specimens came from a cadaver 
 FORMCHECKBOX 
  A case series involving up to 3 patients 

 FORMCHECKBOX 
  Preparatory to Research Activity 

 FORMCHECKBOX 
  “Quality Improvement/ Quality Assurance Project” that has been/ will be reviewed by a QI committee prior to implementation.  For additional information see QI vs Research Guidance 

 FORMCHECKBOX 
  De-identified Data/Specimen:  Data/ Specimen will not be submitted to the FDA AND satisfies both of the following conditions: 

· The data/specimen, in its entirety, was collected for purposes other than this project (e.g., the data/specimen was collected solely for clinical purposes [for example, normally discarded tissue], or for unrelated research purposes, with no "extra" data/specimen collected for use in this project.) 

· The data/specimen is given to the researcher without any HIPAA identifiers* (e.g., no codes or links of any sort may be maintained, either by the researcher or the person releasing the data/specimen.) The researcher will have NO WAY of identifying who the data/specimen came from.  
OR

The researcher will delete all HIPAA identifiers*, including codes, prior to initiation of the research. The researcher will have NO WAY of identifying who the data/specimen came from.  

Obtaining data via process like a chart review where identifiers will be viewed does not meet this criteria.  

* HIPAA Identifiers
	1.  Name

	2.  All geographic subdivisions smaller than a state, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the zip code if, according to the current publicly available data from the Bureau of the Census: (1) The geographic unit formed by combining all zip codes with the same 3 initial digits contains more than 20,000 people and (2) The initial 3 digits of a zip code for all such geographic units containing 20,000 is changed to 000. 

	3.  All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older. 

[This means you may record the year but not record the month or day of any date related to the subject if the subject is under the age of 89.  In addition if the subject is over the age of 89 you may not record their age and  you may not record the month, day or year of any  date related to the subject ]

	4.  Telephone numbers

	5.  Fax numbers

	6.  Electronic mail addresses

	7.  Social Security number

	8.  Medical Record number

	9.  Health plan beneficiary numbers

	10.  Account numbers

	11.  Certificate/license numbers

	12.  Vehicle identifiers and serial numbers, including license plate numbers

	13.  Device identifiers and serial numbers

	14.  Web Universal Resource Locators (URLs)

	15.  Internet Protocol (IP) address numbers

	16.  Biometric identifiers, including finger and voice prints

	17.  Full face photographic images and any comparable images 

	18. Any other unique identifying number, characteristic, code that is derived from or related to information about the individual (e.g. initials, last 4 digits of Social Security #, mother’s maiden name, first 3 letters of last name.)

	19. Any other information that could be used alone or in combination with other information to identify an individual. (e.g. rare disease, study team or company has access to the health information and a HIPAA identifier or the key to the code . )


 FORMCHECKBOX 
  Public Data Sets if all of the following conditions are met:

· Research will NOT involve merging any of the data sets in such a way that individuals might be identified

· Researcher will NOT enhance the public data set with identifiable, or potentially identifiable data

· Researcher will NOT use a restricted data set*
*Restricted data set- special files distributed by federal agencies and research organizations upon which use restrictions are imposed.  These files often contain data such as Social Security numbers, names, or extensive life history markers that might enable an unauthorized user to identify a participant.  

· Researcher will use a Public Data Set that is included on the list of IRB-HSR approved Public Data Sets
· Researcher will NOT use data from the NIH GWAS (Genome Wide Association Studies) data repository 
·  The data host does not require the researcher or the researcher’s institution to sign a Data Use Agreement .  (Submit this under a Coded Research Submission in Protocol Builder) 
 FORMCHECKBOX 
  Medical Practice and Innovative Therapy:   A commonly cited definition of medical practice describes an activity that is designed solely to enhance the well-being of an individual patient.  A type of medical practice that is often confused with research is a class of activities that has been called “innovative therapy.”  Basically, innovative therapy describes an activity that is designed solely to benefit individual patient(s) but in which the ability of the activity to result in the desired outcome is to some degree unproven.  

 FORMCHECKBOX 
  Medical Practice for the Benefit of Others:  In some situations, the goal of medical practice is to benefit people other than those directly affected by the health care intervention.  Examples of medical practice for the benefit of others include blood donation and some vaccination programs.  In terms of the research/non-research issue, the critical feature of this form of medical practice is that the goal of the activity is to benefit a well-defined group of people in a predictable way.

 FORMCHECKBOX 
  Public Health Practice:  Public health practice is similar to medical practice for the benefit of others in that the activity involves people who do not directly benefit from the intervention.  The most common situation in which there is confusion about the distinction between a public health practice and research is with public health practices that require the review of private, identifiable information about health status.  Examples of public health practices that often do not involve research include surveillance (e.g., monitoring of diseases) and program evaluation (e.g., immunization coverage or use of clinical preventive services such as mammography).

 FORMCHECKBOX 
  Resource Utilization Review:  Medical record review is often conducted to evaluate the use of resources in a specific health care activity.  Terms such as cost control are used to describe this class of activity, but the terms utilization review or resource utilization review are more general and often more accurately reflect the fundamental goal of projects in this category.  Although a research project may involve review of resource utilization, the term resource utilization review usually refers to a non-research activity.

 FORMCHECKBOX 
Receipt of Data from dbGap:  In addition to completing this document, the researcher will obtain Institutional Certification from the Office of the VP for Research.
Education:  

IF YOUR PROJECT INVOLVES EDUCATION THE PROJECT MUST BE SUBMITTED TO THE IRB FOR SOCIAL AND BEHAVIORAL SCIENCES TO DETERMINE IF THE PROJECT MEETS THE DEFINITION OF RESEARCH WITH HUMAN SUBJECTS. 
[image: image1.png]
Any activity meeting one of the above categories is determined by the IRB-HSR to NOT represent human subject research and therefore no submission to the IRB-HSR is required.  However, it is recommended that investigators document their determination by placing a copy of this completed application in your files to address any future queries about the project.  
If you did not check an item under #1 proceed to #2.

2. Check the applicable option below: 
 FORMCHECKBOX 
The investigator obtains specimens or data through intervention or interaction with a living individual (e.g., interviews, surveys, physical procedures, manipulations of the subject’s environment, private or limited access internet sites, or any other direct contact or communication with a subject).
 FORMCHECKBOX 
The investigator is obtaining identifiable private information about living individuals (e.g. chart review, lab studies on tissues or specimens, information from data or tissue repository).
 FORMCHECKBOX 
The data or specimens are received by or provided to the investigator with identifiable private information.
 FORMCHECKBOX 
The data or specimens are coded and there is a link that would allow the data or samples to be identified.  The link may be held by either party.  If the link is held by someone outside UVa, this project may be considered to not involve human subjects-, but this determination must be made by the IRB therefore an IRB submission other than this form is required 
 FORMCHECKBOX 
None of the above:  Project does not involve human subjects and therefore does not require IRB review. 
If you did not check NA under # 2, continue to # 3.
3. Check the applicable option below: 
 FORMCHECKBOX 
 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 AND the activity is intended to contribute to generalized knowledge by extending the results beyond a single individual or an internal unit (e.g., publications or presentations).
 FORMCHECKBOX 
 The activity involves the use of a drug, excluding an FDA approved drug in the course of medical practice, in one or more human subjects.
 FORMCHECKBOX 
 The activity involves the use of a medical device, excluding an FDA approved device in the course of medical practice, in one or more human subjects.
 FORMCHECKBOX 
 The results of the project are required to be submitted to or held for inspection by the FDA.
 FORMCHECKBOX 
 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.
 FORMCHECKBOX 
 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.
 FORMCHECKBOX 
 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.
 FORMCHECKBOX 
 None of the above. This project does not meet the definition of research and therefore does not require IRB review.   
If you did not check NA under # 3, continue to # 4.

4. General Information

a.  Provide a brief description of the research or attach a summary that describes the primary intent of the project, purpose and rationale of the study.  Include the proposed methods and study procedures.      
b.  Does the project impose risk or burdens beyond the standard of practice?

 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No

c.  Describe how data collection will occur and the type of information to be collected about the subjects.  Indicate whether data will be identifiable, de-identified or coded.  If coded, explain whether the code will be accessible to the investigators.       
d.  Does the project involve randomization or a treatment/element that may be considered less than standard of care?

 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No

_     ___________________________________



Printed Name of Person Completing this Form

____________________________________


___________________
Signature of Person Completing this Form
Date

	FOR IRB-HSR OFFICE USE ONLY

	 FORMCHECKBOX 
 Project is determined to NOT meet the criteria of Human Subjects Research and therefore is not subject to IRB-HSR Review



	 FORMCHECKBOX 
 Project is determined to be Human Subjects Research and must be submitted to the IRB-HSR for review and approval prior to implementation.



	
	

	Signature of IRB Chair or Designee
	Date
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